[okymeHT npepoctasneH KoHcynbTaHTINOC

3apernctpmpoaHo B MuHiocte Poccum 30 Hoabpa 2021 r. N 66124

MUWHUCTEPCTBO 3PABOOXPAHEHUA POCCUNCKON ®EAEPALUN

NPUKA3
OT 24 HoA6pA 2021 r. N 1094H

Ob YTBEPXKAEHUN NOPAAKA
HA3HAYEHWA NEKAPCTBEHHbIX NPEMAPATOB, ®OPM PELIENTYPHbIX
BIAHKOB HA NEKAPCTBEHHbIE NMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA, ®OPM BJIAHKOB
PELLENTOB, COAEPXKALLUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOIMHbIX BELLECTB, MOPAAKA UX U3rOTOBJIEHUA,
PACMPEAENEHUA, PETUCTPALUN, YHETA U XPAHEHUA,
A TAKXKE NPABU/1 OPOPMJIEHMNA BJIAHKOB PELIEMNTOB,
B TOM YUC/IE B DOPME IJIEKTPOHHbIX JOKYMEHTOB

B cooTBeTcTBMM C NyHKTOM 16 4Yactu 2 ctaTbm 14 PenepanbHoro 3akoHa ot 21 Hosbpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbsA rpaxgaH B Poccuiickon depepaumn” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon Pepepaumm, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM 2
ctatbn 26 ®depepanbHoro 3akoHa oT 8 AHBaps 1998 r. N 3-®3 "O HapKOTMYECKUX cpeacTBax M
ncuxoTponHbix BewwecTsax" (CobpaHune 3akoHogaTenbcTBa Poccuinckoit ®epepaymm, 1998, N 2, cT1. 219;
2017, N 31, c1. 4791), noanyHKTamu 5.2.177, 5.2.178 n 5.2.179 nyHKTa 5 MonoxeHna o MuHucrepcree
34paBooxpaHeHua Poccuiickon Pepepaumn, yTBEpXKAEHHOro nocTaHoBneHuem [paBuTesbCTBa
Poccuinckoit depepaumnm ot 19 uioHs 2012 r. N 608 (CobpaHue 3akoHomaTenbctBa Poccuinckoit
depepaunn, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258),
NpPUKa3bIBato:

1. YTBepamTh:
MopsafoOK Ha3HAYeHMA NEeKAPCTBEHHbIX MPenapaToB COrTacHo npuaoxKexuto N 1;
dopmbl peLenTypHbIX 61aHKOB HA NEKAPCTBEHHbIE NpenapaTbl COFIACHO NpuaoXKeHuto N 2;

MopsafoK odopmaeHUs peuenTypHbiX 61aHKOB HA JIeKapCTBEHHble Mpenapatbl, WX yyeTa W
XpaHeHWs cornacHo npuaoxkenuto N 3;

dopmbl  BnaHKOB  peuenToB, COAEPKallMX Ha3HadyeHWe HapKOTUYECKUX CpeacTB UM
MCUXOTPOMHbIX BELLLECTB, COracHO NpuaoxeHuo N 4;

MopAdoOK W3roTOBAEHUA, pacnpedeneHunsn, perucTpauum, ydeta M XpPaHEHMA pPeLenTos,
coepKalimx Ha3zHaYeHMe HaPKOTUYECKMX CPEACTB UAN NCUXOTPOMHbIX BELLECTB COMMAaCHO NPUNOKEHUIO
N 5;

Mpasuna odopmMaeHUA peLenToB, COAEPKaluMX Ha3HauyeHWe HaPKOTMYECKUX CPeacTs wuau
MCUXOTPOMHbIX BELLECTB, B TOM Yncae B GOpMe 3N1eKTPOHHbBIX JOKYMEHTOB COMacHO npuaoxeHuto N 6.

2. Mpn3HaTb yTpaTUBLUNUMU CUNY:

npuKkas MunHUcTepcTBa 3gpaBooxpaHeHnn Poccuinckoit ®egepaumm ot 1 asrycta 2012 r. N 54H "06
yTBepXaeHun ¢opmbl 61aHKOB peuenToB, COAEpMKallMX Ha3HauyeHWe HAPKOTMYECKUX CPeacTB Wau
MCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3TOTOBEHUA, pacnpeaeneHuns, perucTpaumm, yueta u XpaHeHus,



a Takxe npasun opopmneHua"” (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULIMK Poccuiickoii deaepaumm
15 aBrycta 2012 r., pernctpaunoHHbiit N 25190);

npukas MuHucTepcTBa 3apaBooxpaHeHunsa Poccuiickoit ®egepaumm ot 30 nioHa 2015 r. N 385H "0
BHECEHUM U3MEHEHWI B NPUKa3s MUHUCTePCTBA 34paBooxpaHeHnsa Poccuinickon Pegepaumm ot 1 aBrycra
2012 r. N 54H "OG6 yTtBepxaeHun popmbl 6/1aHKOB PELLENTOB, COAEPKALLMX Ha3HAaYEHNE HAPKOTUYECKUX
CPeacTB WM NCUXOTPOMHbIX BELWECTB, NOPALKA UX M3rOTOBEHUSA, pacnpeaeneHns, permcrpauymm, yyeta
N XpaHeHMusA, a TakKe npasun opopmnaeHua"” (3apernctpuposaH MUHMCTEPCTBOM OCTMLMK PoccuitcKoi
depepaunn 27 Hosbpa 2015 r., pernctpaunoHHbiin N 39868);

npuKkas MuHucTepcTBa 3apaBooxpaHeHma Poccuiickoint ®eaepaumm ot 21 anpena 2016 r. N 254H
"O BHeceHMM U3MeHeHMW B NpuKa3 MUHUCTEPCTBA 3a4paBooxpaHeHusa Poccuitckon ®epepauunn ot 20
Aekabpa 2012 r. N 1175H "O6 yTBEp)KOAEHUM NOPSAKA Ha3HAYEHWUs U BbINUCbIBAHUA NIEKAPCTBEHHbIX
npenapaToB, a TakXe ¢opm peLenTypHbiX 6NaHKOB Ha JieKAapCTBEHHble NpenapaTbl, NOpsAAKa
odopMaeHUs yKasaHHbIX 61aHKOB, UX yyeTa M xpaHeHua" n npunoxeHne N 2 K npukasy MuHucTepcTBa
34paBooxpaHeHua Poccuiickoni Pegepaumm oT 1 asrycta 2012 r. N 54H "O6 ytBepxaeHUn dopmbl
61aHKOB PELLENTOB, COAEPKALLMX Ha3zHAYEHME HAPKOTMYECKUX CPEACTB WUAM MCUMXOTPOMHbLIX BELLECTB,
nopsaaKa WX W3roTOBNEHMA, pacnpefeneHus, perucTpaumm, ydeta W XpaHeHWA, a TaKKe Mpasun
odopmneHmna" (3apermctpuposaH MuHUcTepcTBom toCTUUMKM Poccuinickort depepaumm 18 miona 2016 r.,
pernctpaumnoHHbiii N 42887);

NYHKT 4 U3MEHEHW, KOTOPble BHOCATCA B HEKOTOPbIE NpuKasbl MUHUCTEPCTBA 34paBOOXPAHEHMA
M coumanbHoro passuTua Poccuitckoit Pepepaumm m MuHUCTEpCTBa 34paBooxpaHeHna Poccuiickoit
depepaunmn no Bonpocam ObBpaLLEHWA NEKAPCTBEHHbIX MPEnapaTos, COAEpPNKALLMX HAPKOTUYECKue
cpeacTBa, MCUMXOTPOMHble BeELWEecTBa M WX MPEKYPCcopbl, M JIEKAPCTBEHHbIX CPeACTB, MOAAEeMKALLMX
npeaMeTHO-KO/IMYECTBEHHOMY Yy4eTy, YTBEPXKAEHHbIX MNpuKasom MuUHUCTEPCTBA 34paBOOXPaHEHMUA
Poccuinckoit ®epepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMUM
Poccuitckoit epepaumm 9 sHeapa 2018 r., pernctpaumoHHbin N 49561);

npuKkas MuHUcTepcTBa 3apaBooxpaHeHus Poccuitckoit Pepepaummn ot 11 aekabpa 2019 r. N
1021H "O BHeceHUN nameHeHun B npunoxenna N 2 n 4 K npukasy MuHUCTepCTBa 34paBOOXPaHEHNA
Poccuiickoit depepaunm ot 1 aBrycta 2012 r. N 54H "O6 yTBepaeHun dopmbl GNAHKOB peuLenTos,
COAeprKalLMX Ha3Ha4YeHMEe HAPKOTUMYECKUX CPeacTB WMAM  NCUXOTPOMHbLIX BELLECTB, NOpAgKa MX
W3roTOB/JIEHWNA, pacnpeneneHna, pPerucTpaumu, yvyeta M XpaHeHWA, a TakxKe npasua odopmneHus"
(3apernctpuposadH MwuHUcTepcTBOM tOCTULUMKM  Poccuiickon depepaumm 28 saHBapa 2020 .,
pernctpaumnoHHbiin N 57293);

npukas MuHucTepcTBa 34paBooxpaHeHns Poccuiickoin Pegepaumnm ot 8 oktabpsa 2020 r. N 1076H
"O BHeceHWW U3MeHeHWn B MopALOK perucTpaunn, ydyeta U XpaHeHUA CheLManbHbIX peLenTypHbIX
6N1aHKOB Ha HAPKOTMYECKME CPeACcTBA MAM MCUMXOTPOMHblE BELWLECTBA, YTBEPXKAEHHbIA MNPUKa3OM
MuHUCTepcTBA 34paBooxpaHeHus Poccuiickon degepaumm oT 1 asrycta 2012 r. N 544"
(3apernctpuposaH MuHUcTepcTBOM tocTMumMM  Poccuitickoit  degepauum 13 Hosabps 2020 .,
pernctpaumnoHHbiit N 60898);

npuKkas MmnHUCTepcTBa 34paBooxpaHeHns Poccuickont Peagepaunm ot 14 aveapsa 2019 r. N 41 "06
YTBEPXKAEHUN MOPAAKA HA3HAYEHWUA JIeKapCTBEHHbIX NpenapaTtoB, Gopm peuenTypHbiXx 61aHKOB Ha
NleKapcTBeHHble npenapaTbl, nopAgka 0GOPMEHMA YKasaHHbIX 6/1aHKOB, MX y4yeTa M XpaHeHua"
(3apernctpuposaH MuHUcTepcTBOM  tocTUUMKM  Poccuiickon degepauym 26 mapta 2019 r.,
pernctpaumnoHHbiit N 54173);

npukas MuHUCTepcTBa 34paBooxpaHeHus Poccuitckon Pepepaumm ot 11 aekabpa 2019 r. N
1022H "O BHeCEHUU U3MEHEHMI B NpMKa3 MuHUCTepcTBa 34paBooxpaHeHma Poccuiickoit Pegepaunm ot
14 anBapa 2019 r. N 4H "O6 yTBEpKAEHMM NOpPAAKA HAa3HAYeHMA JIeKapCTBEHHbIX npenapaTtos, ¢opm
peuenTypHbIXx 61aHKOB Ha JIeKapCTBEHHbIE NpenapaThbl, NopAaKa 0GOPMAEHNA YKa3aHHbIX BNaHKOB, MX
yyeTa u xpaHeHua" (3apernctpuposBaH MuHuUcTepcTBom tocTUUmMKM Poccuiickon ®epepaunn 28 aHBapa



2020 r., peructpaumoHHbiii N 57292);

npukas MuHucTepcTBa 34paBooxpaHeHns Poccuiickoint Pegepaumnm ot 8 oktabpsa 2020 r. N 1075H
"O BHECEHMM W3MEHEHWIr B MNOPAAOK Ha3HAYeHWA NEeKAPCTBEHHbIX NPEenapaToB, YTBEPXKAEHHbIM
npukasom MuHUCTepPCTBaA 34paBooxpaHeHua Poccuiickoit Pepepaummn ot 14 aHeaps 2019 r. N 4n"
(3apernctpuposadH MuHucTepcTBOM tocTUuMKM  Poccuiickori depepaumm 22  aekabpsa 2020 r.,
pernctpaumnoHHbiii N 61695);

NYHKT 3.8 MHCTPYKUMM O NOpAAKe BbIMUCbIBAHWA IEKAaPCTBEHHbIX Mpenapatos U odpopmaeHus
peuenToB M TpeboBaHWI-HAKNAAHbIX, YTBEPKAEHHOU NpPWKasom MUHUCTEPCTBA 34PaBOOXPAHEHUA U
coumanbHoro passutua Poccuitickoit ®eaepauum ot 12 despana 2007 r. N 110 "O nopsake HazHayeHuUs
M BbINWUCbIBAHWS  JIEKAPCTBEHHbIX  NpenapaToB, W34eUA  MeSUUMHCKOrO  Ha3HayeHus w
CNeLMann3npoBaHHbIX NPOAYKTOB fleyebHoro nutaHua" (3aperncrpmMpoBaH MUHUCTEPCTBOM HOCTULMUM
Poccuinckoit ®epepaumm 27 anpens 2007 r., pernctpaunoHHbin N 9364);

npvka3 MUWHUCTEPCTBA 34PaBOOXPAaHEHUA U COLMaNbHOrO pasBuTma Poccuiickont Pepepaumm ot
17 masa 2012 r. N 562H "O6 ytBepxaeHuu [Mopsgka oTnycka ¢GU3MYECKMM NMUAM NeKapCTBEHHbIX
npenapaTosB a8 MeAMULMHCKOTO NPUMEHEHUSA, COAEPKALLMX KPOME MAJbIX KONMYECTB HAaPKOTUYECKMX
cpeacTs, NCMXOTPOMHbIX BELLECTB U UX NPEKYPCopoB apyrve ¢apmMaKoiorMyeckme akTMBHble BelecTea"
(3apernctpuposaH MwuHuUcTepcTBOM  tocTuumMn  Poccuitckoit  depepaummnm 1 mwoHAa 2012 .,
pernctpaunoHHbiii N 24438);

NYHKT 2 U3MEHEHWM, KOTOPble BHOCATCS B HEKOTOPble NpuKasbl MUHMUCTEPCTBA 34paBOOXPaAHEHMUA
M couuanbHoro passutuA Poccuitckoit dPepepaumnu, yTBEPXKAEHHbIX NpuKasom MuHUCTEpCTBa
34paBooxpaHeHua Poccuitickori Pegepaumm ot 10 wmwoHAa 2013 r. N 369H (3apernctpupoBaH
MuHucTepcTBOM tocTuLmMm Poccuiickon Peaepaumnn 15 miona 2013 r., pernctpaumoHHbin N 29064);

npuKkas MuHUCTepCTBa 34paBooxpaHeHma Poccuiickon ®Pepepaunm ot 21 aerycrta 2014 r. N 465H
"O BHECEHUM M3MEHEHMI B NOPAJOK OTNYCKa GM3MYECKMM NNLAM NEeKAPCTBEHHbIX NMpPenapaToB ANs
MEOMLMHCKOTO MPUMEHEHUA, COAEP)KALMX KPOME MasbiX KOAMYECTB HAPKOTUYECKUX CPeacTs,
MCUXOTPOMHbBIX BELLECTB M UX NPEKypcopoB ppyrve ¢GapmMaKoNorMyeckne aKTMBHble BELLECTBA,
YTBEPKAEHHDbIA MPUKA3om MUHUCTEPCTBA 34PaBOOXPAHEHUA M COLMANLHOFO PasBuTUA Poccuiickoin
depepaunmn ot 17 maa 2012 r. N 562H" (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMM Poccuitckoi
depnepaunn 10 ceHTabpa 2014 r., pernctpaumoHHbin N 34024);

NYHKT 1 U3MEHEeHM, KOTOPble BHOCATCA B HEKOTOPbIE NpuKasbl MUHUCTEPCTBA 34paBOOXPAHEHMA
M coumanbHoro passuTma Poccuiickoit ®Pepepaumm n MuHUCTEpCTBA 34paBOOXpaHeHUA Poccuitckoit
depnepaunn, yTBepKAeHHbIX NpUMKasom MUHUCTEpPCTBA 34paBooxpaHeHus Poccuitickon Pepepaunn ot
10 ceHTabps 2015 r. N 634H (3apernctpmpoBaH MuHucTepcTBoM tOCTUUMKM Poccninckoit ®epepaummn 30
ceHTabpa 2015 r., pernuctpauymoHHbiii N 39063);

MYHKT 3 U3MEHEHWUI, KOTOPble BHOCATCA B HEKOTOPbIEe NPUKA3bl MUHKUCTEPCTBA 34paBOOXPaHEHMUA
M coumanbHoro passuTma Poccuiickoih ®Pepepaumm n MuHUCTEpCTBA 34paBOOXpaHeHUA Poccuitckoit
depepaunn no sonpocam ob6palleHMA NEeKapCTBEHHbIX MPENApaToB, COAEPKALLMX HAPKOTMYECKUe
cpencTBa, NCUXOTPOMHbIE BeELLeCTBa M WMX MPEKYPCOPOB, M NEKAPCTBEHHbIX CPEACTB, MOANENKALLUX
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNpPUKasom MMUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMUM
Poccuitckoii denepaumm 9 aHsapa 2018 r., peructpaumoHHbin N 49561).

3. PeuenTypHble 6naHku ¢opmbl N 107/y-HM, mM3roToBreHHble A0 AHA BCTYMNJAEHUA B CUAY
HacToALLEero NpuKasa, MoryT 6biTb Ucnonb3oBaHbl A0 1 mapTa 2023 roaa.

4. Hactoawmi npukas BctynaeT B cuay ¢ 1 mapTa 2022 r. u geicreyet go 1 mapta 2028 r.

MuHucTp



M.A.MYPALLKO

Mpunoxkenne N 1

K NpuKasy MMHUCTEPCTBA 34paBOOXPAHEHNA
Poccuiickoin Pepgepaumm

OT 24 HoAbpAa 2021 r. N 1094H

NOoPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
I. O6wme nonoxkeHma

1. HasHauyeHWe NeKapCTBEHHbIX NpPenapaToB A7 MeAMUMHCKOro rnpumeHeHua (ganee -
NleKapcTBeHHble MpenapaTbl) OCYLLECTBAAETCA JeYyalum BpayoMm, Gpesnbaliepom, aKkyLIepKoi B cyyae
BO3/IOKEHUS HA HUX MOJIHOMOYMI Jleyallero Bpaya, MNPV OKa3aHMM MELMLMHCKOW MOMOLM B
MeOMULMHCKMX  OopraHmMsaumax <1>, B MopsfAKe, YCTaHOB/JIEHHOM MpuWKasom MuHuUCTepcTBa
3[1paBOOXPaHEHMUA U coumManbHOro pasButua Poccuiickon ®Peaepaumnn ot 23 mapta 2012 r. N 252H "06
yTBepxaeHun [lopsaKka BO3/MOXKEHMA Ha denbaliepa, aKylepKy pyKoBoauTenem MeauLMHCKOM
OopraHusauMmM npu opraHuM3auMM OKasaHMA NEepPBMYHON MeAMKO-CaHWTapHOW MNOMOLWM M CKOPOM
MeAMLMHCKOW MOMOLWM OTAEeNbHbIX (YHKUMIA Nevawlero Bpadya MO HEMnocpeacTBEHHOMY OKa3aHWio
MeAMLMHCKOW NOMOLLM NauMeHTy B nepuod HabalogeHWAa 3a HAM W ero NedeHus, B TOM 4Yucine no
Ha3HaYeHMIO U MPUMEHEHUIO NEKAPCTBEHHbIX MPenapaToB, BKAOYAA HAaPKOTUYECKME NeKapCTBEHHble
npenapatbl W MCUXOTPOMHbIE  JIeKapCTBEHHble  npenapatbhl"  <2>,  UHAMBUAYAAbHbIMU
npeanpuHUMaTENAMM, OCYLLECTBAAIOWMMMY MEAUUMHCKYIO AeAaTeNbHOCTb (ganee - meAMUMHCKMe
paboTHUKN).

<1> MyHKT 11 cTatbn 2 PegepanbHOro 3akoHa oT 21 HoAbps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 340poBbA rparkaaH B Poccuiickon depepaummn" (CobpaHue 3aKoHopaTenbcTBa Poccuitckoi
depepaunn, 2011, N 48, c1. 6724, 2019, N 52, cT. 7796) (nanee - PegepanbHbiii 3aKoH N 323-93).

<2> 3apeructpupoBaH MuHUCTepCcTBOM tocTUuMM Poccuiickoii Pepepaumm 28 anpensa 2012 r.,
pernctpaunoHHbliit N 23971 ¢ nsmeHeHMAMM, BHECEHHBIMW NPUKA3oM MUHMUCTEPCTBA 34,03aBOOXPAHEHMA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpuposaH MUHUCTEPCTBOM HOCTULMUM
Poccuitckoii depepaumm 9 aHeapa 2018 r., peructpaumoHHbin N 49561).

MeAauunHCKNIA paboTHUK, OPOPMMBLLUMIA pPeLenT C HapyleHMem HacToAllero nopsgKka, uau
pyKOBOAWUTENb MEOMLMHCKOM OpraHuMsauum obecneymBaloT CBOEBPeMeHHoe nepeodopmaeHne
Tpebyemoro gns nayueHTa pewenta.

2. CBegeHMA O HA3HAYEHHOM NEeKapCTBEHHOM npenaparte (HaMMeHOBaHMe NeKapCTBEHHOIO
npenaparta, 4031UPOBKa, cnocob6 BBEeAEHNA U NPUMEHEHWNA, PeXM O031MPOBaHUNA, NPOOO/TIKUTENBHOCTb
neyeHma u obocHOBaHWE Ha3HAYeHUs NNEKapPCTBEHHOIO npenapaTa) BHOCATCA MegNUNHCKUM
paGOTHMKOM B MeANUNHCKYIO OOKYMEHTAUUIO NauneHTa.

B cnyyasx, yKasaHHbiXx B nNyHKTax 8 - 11 HacTtoswero [lNopsagKka, MeauUMHCKUMN PaboTHWUK,
HA3HaAYMBLUMW NIEKAPCTBEHHbIMA NpenapaTt, odopMAAET Ha3HauYeHMe NEKAPCTBEHHbIX NPenapaTos, B TOM
ynucne NOANENKalMX WU3rOTOBAEHUIO M OTMYCKY anTeYHbIMM OpraHM3aumMamMu (Oanee - eKapcTBEHHble
npenapaTtbl UHAUBUAYANbHOTO M3rOTOBNEHUSA), Ha peLLenTypHOM baaHKe, 0opOpMAEHHOM Ha ByMaKHOM
HocuTesle 3a CBOel nognucbio (aanee - peuent Ha BymaykHOM HocuTene), n (Mnun) ¢ cornacus naumeHTa
WKW ero 3aKOHHOTO NpeacTaBuTeNna <3> Ha peuenTypHom BiaHKe B dopme 3/1EKTPOHHOIO AOKYMEHTa C



NCMNo/Ib30BaHUEM YCUIEHHON KBanMPULUMPOBAHHOM 3/IEKTPOHHOM NOAMNUCUM MeAULMHCKOTO paboTHMKa
(manee - peuent B dopme 31EKTPOHHOIO AOKYMEHTA).

<3> TMlyHKT 2 cTtatbn 20 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKkoHOAaTeNbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

Peuent B popme 3N1EKTPOHHOIO AOKYMEHTa, COAEPKALMA Ha3HaYeHMe HapPKOTUYECKMX CPeacTB
WM NICUXOTPOMHbBIX BELLECTB, MOAMMUCLIBAETCA C MCMO/b30BaHWEM YCUIEHHOW KBanMULMPOBAHHOM
3/1eKTPOHHOM NOANUCK Nlevallero Bpaya uam denbalepa, akylwepKn, Ha KOTOPbIX BO3/I0XKEHbI GYHKL MUK
Jleyallero Bpaya, U COOTBETCTBYHOLLEN MeAMLMHCKOW OpraHu3aumm <4>,

<4> MyHKT 1 cTaTbm 26 PenepanbHoro 3akoHa oT 8 aHBaps 1998 r. N 3-d3 "O HapKOTUYECKUX
cpeacTBax M nNcuxoTponHbix Bellecteax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaunm, 1998,
N 2, cT. 219, 2017, N 31, cT. 4791) (nanee - deaepanbHblii 3aKkoH N 3-03).

OdopmneHune perLenToB B GOpme 3N1EKTPOHHbBIX JOKYMEHTOB OCYLLECTBNAETCA B C/y4ae NPUHATUSA
YNONHOMOYEHHbIM OPraHOM MCMOJIHUTENIbHOM BNacTM cybbekTa Poccuitckot depepaunm B
COOTBETCTBMM C MyHKTOM 4 cTaTbn 6 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "06
obpaleHnn nekapcTBeHHbIX cpeacTs” <5> peweHna o6 MCNONb30BAaHUKM Ha TeppuUTOpuM cybbekTa
Poccuiickoit depepaumm Hapsfy € peuentamMu Ha NeKapcTBEHHble npenapaTbl, 0GOPMAEHHbIMU Ha
OymaXXHOM HocuTene, peLenToB Ha JNeKapCTBEHHble mnpenapatbl, cHOPMUPOBaHHbIX B dopme
3/IEKTPOHHbIX AOKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®epepauymm, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. MMpu BbINUCKE NauueHTa M3 MeAMUMHCKOM OpraHusaumMm, B KOTOPOM emMy OKasblBanacb
MeAMLMHCKaa MNOMOLLb B CTaUMOHAPHbLIX YCAOBMAX, NPU HEOoBXOAMMOCTM MNPOAO/IKEHMA npuema
NeKapcTBeHHOro npenapaTa B aMby1aTOPHbIX YCA0BMAX AaHHOMY MaLMEHTY MO PeLLeHN0 PyKoBOAUTENSA
MeAMLMHCKOM opraHM3aLmMmn HasHavatoTca ¢ opopmaeHmem peuenta B opme 3/1eKTPOHHOro AOKYMEHTa
n (MAn) Ha OBymarKHOM HocuTene (3a MUcCKAYeHMeM oQOPMIEHMA PELEenToB Ha JIeKAapCTBEHHble
npenapatbl, NoAfeKalme oTnycKy 6ecnnaTHO WAM CO CKMAKOW) NMBO BblgatoTcsa (NauMeHTy Mamn ero
3aKOHHOMY nNpeaCTaBUTE/N0) OAHOBPEMEHHO C BbIMMCKOM M3 UCTOpUMM 6ONE3HU NeKapCTBEHHbIE
npenapatbl, B TOM YMC/e HAPKOTUYECKME U MCUXOTPOMHbIE JIEKAPCTBEHHbIE MpenapaTbl, BHECEHHbIE B
cnvckn Il m Il NepeyHs HaAPKOTMYECKUX CPencTB, MCUXOTPOMHbLIX BELLECTB W WX MNPEKYPCOpOos,
noanexalWmx KoHTponto B Poccuiickoit ®degepaunn, yTBepaeHHoro MpaBuTenbctBoMm PoccuiicKoi
denepaummn <6> (panee - MNepeyeHb), CUNLHOLEWCTBYIOWME JleKapPCTBEHHbIE MpPenapaTbl, Ha CPOK
npvema nauyeHTom 4o 5 aHen.

<6> MyHKT 2 cTatbn 2 PeaepanbHoro 3akoHa N 3-d3 (CobpaHue 3aKkoHoaaTenbcTBa Poccuitckoi
depnepaumn, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHayeHMe JfieKapCTBEHHbIX MpenapaToB nNpW OKasaHMM MeAMLMHCKOW MomolM B
CTaUMOHAPHbIX  YCNOBUAX MOXET OCYLLeCTBAATbCA NocpeAcTBOM TpeboBaHMIA  MeaUUMHCKOM
opraHuMsaumuun,  HanpasBAsieMblX B anTeyHble  OpraHM3auuu,  ABAAIOLWLMECA  CTPYKTYPHbIMMU
noapasgeneHuamu meguuMHCKOW opraHusaummu. <7>



<7> MyHKT 54 ctatbn 4 PegepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-d3 "O6 obpalieHunn
NeKapcTBeHHbIx cpeacTts” (CobpaHue 3akoHoaaTenbcTBa Poccuinckort depepauum, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - PepepanbHbit 3akoH N 61-P3).

5. HasHauyeHMe feKapCTBEHHbIX MPenapaTtoB OCYLECTBAAETCA MeAMLMHCKMM pPaboTHMKOM Mo
MeXKAYyHapOoAHOMY HenaTeHTOBaHHOMY HaMMEHOBAHMIO, @ NPWU ero OTCYTCTBUU - FPYNMNUPOBOYHOMY MK
XMMWYECKOMY HauMMeHOBaHWI0. B c/iyyae OTCYTCTBMS  MEXAYHapOAHOro  HenaTeHTOBaHHOro
HaUMEHOBaHUA M TPYNMMPOBOYHOTO MAM XMMUYECKOTO HaMMeHOBaHWA JIEKapCTBEHHOro npenapata
NeKapcTBEHHbIV NpenapaT HasHaYyaeTcd MEeAMUMHCKUM PaboTHMKOM MO TOProBOMY HaMMeHOBaHWIO.
MpyM HannuMM MEeaMUMHCKMX MOKa3aHuM (MHAMBMAYaNbHAsA HENepeHOCMMOCTb, MO KU3HEHHbIM
MOKa3aHWAM) MO peleHno BpauyebHOW KOMMUCCUM MeAMLMHCKOM OpraHM3auuu <8> OCyLLecTBASAEeTCA
HasHayeHMe U 0dOpPMIEHME HA3HAYEHWUA JIEKAPCTBEHHbIX MPenapaTtoB, He BXOAAWMX B CTaHOAPTbI
MeAMLMHCKOW NomMOoLLM, pa3paboTaHHble B COOTBETCTBMM C NMyHKTOM 14 cTatbu 37 denepanbHoro
3akoHa N 323-d3 <9>, uaM He NpeayCMOTPEHHbIX COOTBETCTBYIOLLEN K/IMHUYECKOM peKoMeHaauuen,
NMbo Mo TOProBbIM HaMMeHOBaHMAM. PelleHWe BpayebHOW KOMUCCUWM MEAMLMHCKOW OpraHusaumm
bUKCUpyeTcs B MeANLMHCKON AOKYMEHTALMM NauMeHTa 1 B JKypHase BpayebHo Komuccuu,

<8> MpurKa3z MuHWUCTEPCTBA 340aBOOXPAHEHNSA U COLMANBHOIO pasBuTMA Poccuiickolt degepaumu
oT 5 man 2012 r. N 502H "O6 yTBEpXKAEHUM NopaaKa CO34aHNA U AeATe/NbHOCTU BpavyebHoM Komuccum
MeaULMHCKOM opraHusaummn” (3apermctpmpoBaH MuHucTepcTBoM tocTULMKM Poccuiickon depepaumm 9
nioHa 2012 r., pernctpaunoHHbiit N 24516) ¢ N3MEHEHUSMU, BHECEHHbIMWU MpPUKa3zom MUHKUCTepCTBa
34paBooxpaHeHua Poccuiickon Pepepaumm ot 2 pgekabpa 2013 r. N 886H (3aperncrpupoBaH
MuHUcTepcTBOM tocTUL MK Poccuiickon ®Peaepaunn 23 aekabpsa 2013 r., pernctpaumoHHbii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickon degepaumm, 2011, N 48, cT. 6724.

Echm npu oOKasaHUM NauMeHTy MeAMUMHCKOM noMowM B MeAMUMHCKOW opraHusaumMmM B
CTaLMOHAPHbIX YCNOBMAX MO PeELIeHUI0 BpavyebHON KOMUCCUM OCYLLECTBAAIOTCA HasHauyeHue u
NpUMeHeHe NeKapCTBEHHOro npenaparta ¢ KOHKPETHbIM TOProBbiM HaMMEHOBaHMEM, TO MPM OKa3aHUK
OAaHHOMY MNaUMeHTy MeAULMHCKON NOMOWM B WHOW MeAMUMHCKOW OpraHumsauumu B CTalMOHapHbIX
YCNOBUAX, a TakKe B ambynaTOpHbIX YCNOBMAX OCYLLECTBAAETCA Ha3HayeHue emy NeKapCTBEHHOro
npenapara c TeM e TOProsbiM HaumeHoBaHnem <10>.

<10> MyHKT 2 noctaHoBneHus lMpaBuTtenbcTBa Poccuiickon Peapepaumm ot 30.06.2020 N 965 "O
BHECeHUU uameHeHwui B Mpasuia GopMUPOBAHUA NEepPeYHs JIeKapcTBEHHbIX CPeACTB, 3aKYMKa KOTOPbIX
OCYLLECTB/IETCS B COOTBETCTBUM C X TOPrOBbIMM HaMMEHOBAHUAMM, U O MPUMEHEHUMU 1EKAPCTBEHHbIX
npenapaToB C KOHKPETHbIMM TOProBbIMKU HaMmeHoBaHMAMK" (CobpaHue 3aKoHOoAaTeNbCTBa PoccuiicKoi
depepaunu, 2020, N 28, cT. 4422).

6. HasHayeHMe flekapcTBEHHOrO MpenapaTta B peuenTe Ha BymakHOM HocuTesle UaW peuenTte B
dbopme 3M1eKTPOHHOro AOKYMeHTa odopmAaseTcA Ha MMA MauMeHTa, ANA KOTOporo npeAHasHayed
NleKapcTBeHHbI Npenapar.

Peuent Ha BymaxkHOm HocuTese, odOpMIEHHbIN Ha pelentypHom 6naHke ¢popm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBep*AEHHbIX HACTOALLMM MPMUKA30M, MOXKET BbITb MOJyYeEH
NaLMeHTOM, ero 3aKOHHbIM NPeaCTaBUTENIEM UK JIULLOM, UMEOLWMM 0DOPMIEHHYIO B COOTBETCTBUM C
rpaskgaHCKMM 3aKoHozaTeNbcTBOM Poccuiickoit depepaummn AO0BEPEHHOCTb OT MaLMeHTa Ha Mnpaso
noJsiydeHMA TaKoro peuenTa (fanee - ynoTHOMOYEHHOE NLO).



MpeacTaBneHve [OBEPEHHOCTM He TpebyeTcsa B caydyae MOSyYeHWUs peuenTa Ha JIeKapCTBEHHbIN
npenapat AaA WHKypabenbHoro 60/bHOrO Ha 3aBeplialOWEeM 3Tane €ero  KU3HU  JNLOM,
OCYLLECTBAAOLWMM yX04, 38 TaKUM MHKYpabenbHbIM 60/1bHbIM. B TaKOM cnydae MeANUMHCKUIA paBoTHUK
BblA3ET MUY, OCYLLECTBAAIOWEMY YXO4 33 UHKypabenbHbIM 60/bHbIM, AOKYMEHT, NOATBEPKAAoLWMiA
NHKypabenbHoe cocToaHWe 60NbHOTO, coAeprKalmii CBeAeHMA O uue, KoTtopoe 6yaer nonyyaTb
NeKapcTBeHHble npenapaTbl No peuenTy (bammnuns, MMA, OTYECTBO (NocnegHee - MPU HaAUuMK), BUA,
cepus u (MM) HOMep AOKYMEHTa, YAOCTOBEPAIOWEro IMYHOCTb), 3aBEPEHHbIN NOAMNUCLIO U NevaTbio
AAHHOr0 MeAMUMHCKOrO PaboTHUMKA, a TaK:Ke NevyaTbio MeANLMHCKOM opraH1M3aumm.

[JOKyMeHT, noATBepKAaloWmnii WMHKypabenbHoe cocTosiHMe 60NbHOro, OCTaeTca B anTeyHou
opraHu3auum.

Peuent B dopme 3/IeKTPOHHOTrO ZOKYMeHTa GOPMUPYETCA C MUCMOb30BaHMEM FOCYAaPCTBEHHOWM
MHOOPMAUMOHHOM cucTembl B cdepe 3apaBooxpaHeHuna cybbekta Poccuitickoit depepaummy,
MeONLUHCKOM MHGOPMALLMOHHOM CUCTEMbI MEeAULIMHCKON opraHM3aumm <11>.

<11> CratbM 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHOAaTENbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT Bblga4n peuenta Ha }'IEKapCTBeHHbIﬁ npenapar 3akKOHHOMY npeacrtasuTento wUan
YNO/THOMOYEHHOMY NINLY (bl/lKCMpyETC‘r'I B meaun LI,MHCKOﬁ AOKYMEHTAUMU NaUnNEHTa.

7. MegnupMHCKMM paboTHMKam 3anpeliaeTcd opopmMaaTe peLenTbl NPU OTCYTCTBUM Yy MaLMeHTa
MeOMLMHCKMX MOKasaHWi; Ha He3aperncTpuMpoBaHHble JIeKapCTBEHHble npenapaTbl <12>; Ha
NeKapcTBeHHble NpenapaTbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKUMEN MO MEAULMHCKOMY NPUMEHEHUIO
npegHasHayeHbl A1a NPUMEHEHUA TONbKO B MEAMLMHCKUX OPraHM3aumsx; Ha HapKOTMYECKMne CpeacTBa
M MNCUXOTPOMHbIE BeLLecTBa, BHeceHHble B cnucok |l lepeyHs, 3apernctpupoBaHHble B KayecTse
NeKapcTBEHHbIX NPenapaTtos, B Lenax NpMMeHeH s ANa NeYeHns HapKoMaHUK.

<12> PeweHune CoBeTa EBpasmniickoit sKOHOMMYECKOMH Komuccum oT 3 Hosbpa 2016 r. N 78 "O
MpaBuaax perucTpaumm M 3KCNepTM3bl NIEKAPCTBEHHbIX CPEACTB ANA MeAMUMHCKOro npumeHeHuma"
(odmumanbHbI callT EBpasmMiiCKOro sKoHoMMYecKoro cotosa http://www.eaeunion.org/, 21 Hos6pa
2016 r.). Cratba 13 ®epepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuitckol
depepaunn, 2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

NHameuayanbHbIM  NpeanpuHUMATENAM, OCYLLECTBAAIOWMM  MEOUUMHCKYI0  OeATeNbHOCTb,
OOMNONHUTENbHO K TpeboBaHMAM, YKasaHHbIM B ab3ale nMepBOM HACTOALWEro NyHKTa, 3anpeliaerca
0dopMAATb peLenTbl Ha HAPKOTUYECKUE CPEACTBA U NCUXOTPONHbIE BELLECTBA, BHECEHHbIE B CMUCKM |l 1
Il NepeyHs (panee - HApPKOTUYECKME M MCUXOTPOMHbIE JIeKAPCTBEHHbIe npenapatbl cnvckos Il u i
Mepeyns).

8. MNpu HasHa4YeHUN HAPKOTUYECKUX WM TMCUXOTPOMHBIX JIEKAPCTBEHHbIX MpenapaToB cnucka |l
MepeyHs, 33 UCKNOYEHUEM NIEKAPCTBEHHbIX NPENapaToB B BUAE TPaHCAEPMAbHbIX TepaneBTUYECKUX
CUCTEM W J/IeKApCTBEHHbIX MNPenapaTtoB, COAEpPMKALLMX HAPKOTMYECKOE CPeacTBO B COYETAHUWU C
AQHTaroHMCTOM OMWOWAHbLIX PEeLenTopoB, peLenTbl Ha OymarKHOM HocuTene opopPMAAIOTCA Ha
peuentypHom 6naHKe popmbl N 107/y-HI.

9. PeuenTypHbiit 61aHK popmbl N 148-1/y-88 opopmnaeTtca npu HasHaYeHUU:

1) HapKOTUYECKMX WM TMCUMXOTPOMHbIX NEKAPCTBEHHbIX MpenapaToB cnucka Il MepeyHs B Buae
TPaHCAEPMA/IbHbIX TEPANeBTUYECKUX CUCTEM, HAPKOTUYECKUX JIeKAPCTBEHHbIX NpenapaToB crvcka i
MepeyHsa, coaepsKalwmx HAPKOTUYECKOE CPeacTBO B COYETAHMM C  aHTAarOHUCTOM  OMUOUZAHBIX



peuenTopos, NCUXOTPOMHbLIX 1EKAaPCTBEHHbIX NpenapaTtos cnucka Il MepeyHs;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAPATOB, COAEPKALLMX:

a) KogeuH UK ero conu (B NnepecyeTe Ha YMCTOE BELLLECTBO) B KosindecTse A0 20 Mr BKAKOYUTENbHO
(Ha 1 po3y TBepaoit nekapcTeeHHoN Gpopmbl) AN B Konuyectse Ao 200 mr BKAOYMTENbHO (Ha 100 mn
nnun 100 r KMAOKOM NeKapCcTBEHHOM GopPMbl AN1S BHYTPEHHETO NPUMEHEHMUA);

6) nceBpoadeapuHa rvapoxsopug B Koauyectse, npesblwaowem 30 mr, 1 go 60 mr
BK/OUMTENbHO (Ha 1 f03y TBEPAOWN IeKapcTBEHHON GpopMmbl);

B) ncesposdenpuHa ruapoxaopua B Koaudectse, npesblwatowem 30 mr, u go 60 mr
BK/IIOUYNTE/IBHO B COYETAHUM C AEKCTPOMETOPPAaHOM rMaApobpoMULOM B KOIMYECTBe, npeBbiwatowem 10
Mr, 1 Ao 30 mr BKAoUMTENbHO (Ha 1 103y TBEpAOW NeKapcTBEHHOW Gopmbl);

r) aekctpomeTtopdaHa ruapobpommna B Konuvectse Ao 200 mr BKAOUYMTENbHO (Ha 100 ma namn 100
I *XUAKOW NeKapCcTBEHHOM GOopMbl A/1A BHYTPEHHErO NPUMEHEHMUA);

) abeapuHa ruapoxnopua B KonmdecTse, npesbilatowem 100 mr, u 4o 300 Mr BKAKOUUTENBLHO (Ha
100 mn nnm 100 r *KuaKon nekapcTBeHHOM GopMbl ANA BHYTPEHHETO NPUMEHEHUS);

e) adeapuHa rugpoxnopua B KoauyectBe Ao 50 mr BkAouuTenbHo (Ha 1 po3y TBepaoi
NleKapcTBeHHon popmbl);

X) deHunnponaHonammH B KoauyectBe A0 75 mr BKAuUMTeNbHO (Ha 1 po3y TBepgoi
NeKapcteeHHoin dopmbl) am Ao 300 mr BkAoUMTENbHO (Ha 100 mAa mnm 100 r KUAKOM NeKapCTBEHHOM
dopMbl 419 BHYTPEHHETO NPUMEHEHUs);

3) ¢deHobapbuTan B KoaMyectBe A0 15 Mr BKAKOUYMTENbHO B COYETaHWWU C KOAeMHOM (Mau ero
CONSIMM) HE3aBMCMMO OT Koam4decTsa (Ha 1 403y TBepAon nekapcTBeHHOM dopmbl);

n) ¢eHobapbutan B KoamyectBe A0 20 Mr BKAKOUUTESIbBHO B COYeTaHMM C 3denpuHOM
rMAPOXI0PUAOM HE33BUCMMO OT KosiMyecTBa (Ha 1 403y TBepAON IeKapcTBEHHOM Gpopmbl);

K) XN10pAmMasenokcus B Konnyectse, npesbiwatowem 10 mr, u 4o 20 mr BkAOUMTENbHO (Ha 1 Ao3y
TBEp/A0M1 IeKapcTBEHHOMN GpopMmbl);

3) nekapcTBeHHbIX MPenapaToB UHAMBUAYA/NIbHOIO WU3rOTOBAEHUA, COAEPMKALLMX HAPKOTUYECKoe
cpeacTBo MAKM NCUXOTPOMHOE BelecTBo cnucKka Il MepeyHa, n gpyrve dpapmakonornyeckme akTUBHbIE
BEleCTBA B [J03e, He MPEeBblWAOWEN BbICWYK pPa3oByld 403y, W NpW YCAOBUM, YTO 3TOT
KOMOMHMPOBAHHbLIN JIEKAPCTBEHHbIA MpPenapaT He ABAAETCA HapKOTUYECKMM MAM NCUXOTPOMHbLIM
JleKapCcTBeHHbIM npenapatom cnucka ll MepeyHs;

4) NeKapCTBEHHbIX MPEMNapaToB, BK/AKYEHHbIX B MNEpPeYeHb JIeKAPCTBEHHbIX CPeACTB Ans
MeAMUMHCKOTO  NPUMEHEHMA, NoANeXaluMx NpeaMEeTHO-KOMYecTBEHHOMY  yyeTy (nanee -
JIeKapCTBEHHbIe NpenapaThbl, BKAOYEHHble B nepeyeHsb MKY) <13>.

<13> MoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHua MNpasuTtensctea Poccuitckoit Penepaumn ot
19.06.2012 N 608 "O6 ytBepxaeHun [MonoxeHna o MuHUcTepcTBe 34paBooXpaHeHUa Poccuinckoi
depepaunn" (ganee - MNonoxeHne o MuHuctepctee) (CobpaHue 3akoHogaTenbCcTBa Poccuitckoi
depnepaunu, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970).

10. PeuentypHbiit 6naHk popmbl N 148-1/y-04(n) opopmnserca npu HasHaAUYEHUN NEeKapPCTBEHHbIX
npenapaTos rpaxgaHam, MMeoLWMM NpaBo Ha becniaTHoe NoAyYeHWe NeKAapPCTBEHHbIX NPENapaToB UK



nosly4eHMe NIeKapCTBEHHbIX NPEenapaToB CO CKUAKON.
11. PeuenTypHbiit 61aHK popmbl N 107-1/y odpopmnsetcs npu HazHadeHUn:
1) neKkapcTBeHHbIX NPEenapaToB, He YKa3aHHbIX B NyHKTax 8, 9 HacToswero NopAaakKa;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAPATOB, COAEPIKALLMX:

a) aprotammHa rMApOTaApTPaT B KO/MYEeCcTBE A0 5 Mr BKAuMTenbHo (Ha 1 [o3y TBepaoM
NleKapcTBeHHon popmbl);

6) apeapuHa rugpoxnopus B konndecrtse 4o 100 mr BkatountenbHo (Ha 100 ma nam 100 r Kuakoh
NleKapcTBeHHOM GopMbl A1 BHYTPEHHEro NpUmMeHeHus);

B) ncesnosdeapuHa rmapoxnopug B Koandectse, He npesbiwatowem 30 mr (Ha 1 gosy TBepaoun
NleKapcTBeHHon Gpopmbl);

r) ncesnosdenpvHa rMAPOXJopPUA B KOAMYECTBe, He npesbiwatowem 30 mr, B COYETaHWU C
AeKkcTpomeTopdaHom rMapobpomMnaom B KonnyecTse, npesbiwatoem 10 mr, n 4o 30 Mr BKAOYUTENbHO
(Ha 1 no3y TBepAOM nekapcTBeHHOM dopmbl);

A) hpekctpometopdaHa rmapobpomunsg B Konuuvectse, npesbiwatowem 10 mr, u go 30 mr
BK/OUMTEIbHO (Ha 1 A03y TBEPA0M IeKapcTBEHHON GpopMmbl);

e) deHobapbuTan B KonmyecTse, npesbiwatowem 20 mr, n go 50 mr BraouuTeNnbHO (Ha 1 go3y
TBEp/0i IeKapcTBEHHON GpopMbl);

X) ¢eHobapbutan B KonmyectBe A0 20 Mr BKAOYUTENbHO B COYETaHWM C 3ProTamUHOM
rMApPOTapTPaATOM HE3aBUCMMO OT KoanyecTsa (Ha 1 403y TBEpAOM leKapcTBeHHOM Gopmbl);

3) xnopanasenoKkcuz B Konnyectse 4o 10 Mr BKAoUMTENbHO (Ha 1 403y TBEpAOl leKapcTBEeHHOM
dopmbl).

12. Mpwu HazHaYeHUU NeKapPCTBEHHOro NpenapaTta UHANBUAYAbHOTO U3roTOBJAEHUSA B peLenTe Ha
6yMarKkHOM HocuTene U (Man) peuente B ¢GOpPMe 3/MEKTPOHHOrO AOKYMEHTa HaMMeHOBaHuA
NeKapcTBeHHbIX CpeacTB (BEWeCTB), BKAOYEHHbIX B nepeyeHb MKY, yKasblBaloTcs B Hadane peuenTa,
3aTeM - BCE OCTa/ibHble UHFPeANEHTbI.

13. MNpw Ha3HayeHUW SIeKapCTBEHHOro npenapaTa B peLente Ha HymaxkHOmM Hocutene u (Mnu)
peuente B popmMe 3N1EKTPOHHOIO AOKYMEHTa 3anpeLlaeTcs MNpPeBbIWaTb KOJMYECTBO HAPKOTUYECKMX
CpPeacTs WAW  MNCUXOTPOMHbIX BELLECTB, KOTOPOE MOKeT OblTb BbINMMCAHO B OAHOM peLEenTe,
ycTtaHosneHHoe npunoxeHnem N 1 K HactoAwemy MopAgKy, 3a UCKAKOYEHUEM C/lyYaeB, YKa3aHHbIX B
nyHKTax 15 n 24 Hactoawero Mopaaka.

14. MNpn Ha3Ha4YeHMN NeKapCTBEHHbLIX NPEenapaTos, BKAKYEHHbIX B nepeyeHb MKY, ao3a KoTopbIx
NPeBbIAeT BbICWMIA OAHOKPATHbIA NpUeM, MEAUUMHCKMI paboTHMK o603HayaeT [o3y 3TOro
NIeKapCTBEHHOrO npenapaTa B peuente Ha OyMaXHOM HoOcCUTene NPOMUCbID C MPOCTaBNEHUEM
BOCK/IMLATENBHOIO 3HaKa U (M/IM) NPOCTaBAAET BOCKAMLATE/bHBIN 3HAK Npu odopmaeHMM peuenTta B
dopme 3/1eKTPOHHOI0 LLOKYMEHTA.

15. Konn4yectBO HasHayYeHHbIX NEKAPCTBEHHbIX NPEenapaToB, BKAOYEHHbIX B nepedeHb MMKY, npu
OKa3aHUW MauMeHTaMm, HYXOAWMMCA B AJUTENIbHOM JIEYEHUWU, NEPBUYHON MeAUKO-CaHUTAPHOWM
NOMOLWM W MNaNINATUBHON MEAUUMNHCKOM NMOMOLLU MOXKET ObiTb YBE/IMYEHO C YYETOM KAMHUYECKMX
pekomeHAaunn He 6onee Yem B 2 pasa Mo CPABHEHMIO C KOIMYECTBOM HAPKOTUYECKUX CPEeACTB UM
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOMET ObiTb BbINMMCAHO B OAHOM peLenTe, YCTAaHOBAEHHbIM
npunoxkeHnem N 1 K HacToawemy MNopaaxy.



B cnyyasnx, npeaycMoTpeHHbIx ab3auem nepsbiM HACTOALLErO MYHKTA, Ha peLienTax Ha 6ymaxKHOM
HocuTesle NpousBoaMTCA Haanucb "Mo cneunanbHOMYy HasHAYeHUID", OTAENbHO 3aBepPeHHaA NoLNUCHI0
MeaMUMHCKOro paboTHMKa M neyaTbio MeAMUMHCKOM opraHusaumm "[na peuentoB"”, Ha peuentax B
dopme 3INEeKTPOHHOro [AOKYMeHTa npou3BoauTca oTMeTKa 'llo cneumanbHOMy HasHavyeHuw" ¢
NpocTaBAeHMUEM YCUEHHON KBAIMPULMPOBAHHOM 3/IEKTPOHHOM NoANUCU MEeANLMHCKOro paboTHMKa.

16. CocTaB /leKapCTBEHHOroO MpenapaTa, NeKapcTBeHHasa ¢opma M obpalleHrne MeaUUNHCKOro
paboTHUKa K dapmaueBTUYECKOMY PAabOTHUKY 06 OTNyCKe NIeKapCTBEHHOro npenapaTa Ha GymaxKHoMm
HocuTene opOPMAAOTCA HA TATUHCKOM UAW PYCCKOM fi3blKe B POAUTE/IbHOM MafEXKe, 3a UCKNOUYEHNEM
odopmneHuns peL,entos B GopMe 3/1eKTPOHHOTO AOKYMEHTA, OCYLLECTBASEMOrO Ha PYCCKOM A3bIKeE.

Mpn odopmneHUn peuenTypHbiX 6GNAHKOB  AOMYCKAaeTcA WUCMONAb30BaHWE  COKpPaLLEHMUN
(npunoxkenue N 2 K HacToswemy MopagkKy).

an Ha3Ha4YeHWN NEKAPCTBEHHOIoO npenaparta He AO0NYyCKaeTCA COKpaleHue HaMMeHOBAHWM
MHrpeaneHToB, COCTaBAAKOLWUX ﬂEKapCTBeHHbIVI npenapart, He no3BONAWNX YCTAaHOBUTD, KaKkomn
MMEeHHO !'IEKapCTBEHHbIﬁ npenapat HasHa4yeH.

17. Cnocob npumeHeHua nekapcTBeHHOro npenaparta 0603HaYaeTca ¢ yKasaHWem nyTu BBeAeHus,
[A03bl, YacTOTbl, BPEMEHN MpUema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M ero AAUTeNbHOCTWU, a ANA
NeKapcTBeHHbIX MpenapaTtoB, B3aMMOAEMCTBYOWMX C MUWENH, - BPEemMeHM uxX ynotpebaeHus
OTHOCUTENbLHO NPUeMa NULLM (40 eAbl, BO Bpems efbl, Noc/e eabl).

18. Mpyu HeEObX0AMMOCTU HeMeaANleHHOTO UK CPOYHOrO (B TedeHMe AByx paboumx AHel) oTnycKa
NleKapCTBeHHOro npenapaTa nNauMeHTy B BepxHel 4YacTu peuenta Ha 6ymaxXHOM HocuTene
npocrtasasatoTcs obo3HayYeHus "cito" (cpouHo) nnum "statim" (HemeaneHHo). AHanornyHble 0603HaYEHUS
NPOCTaBAAOTCA B BUAE OTMETOK Npu 0popMIeHUN peLenTa B popme 3N1eKTPOHHOTO JOKYMEHTa.

19. Npu opopmaEHUN HazHaAUYEHUA FOTOBOIO IEKAPCTBEHHOTO NpenapaTta B peuenTe Ha bymaKHOM
HocuTene uauM peuente B Gopme 3/EKTPOHHOrO AOKYMEHTa KOAMYEeCTBO AENCTBYHOLWMX BELEeCTB
YKa3blBaeTCA B COOTBETCTBMM C MHCTPYKUMEN MO MeAUUMHCKOMY MPUMEHEHUIO NeKapCTBEHHOMO
npenapara. [lonycTMMO YKa3blBaTb AO3MPOBKY /IeKapcTBEHHbIX NPenapaTtoB CUCTEMHOro Aeicteuns (ana
pe3opbTMBHOro Nprema) B TBepAbiX 1EKAPCTBEHHbIX popmax (Hanpumep, TabAeTKM, NOPOLIKK, Kancy/bl)
KaK cogepraHue OAHOro WAW HECKO/IbKUX AEeNCTBYHOLWMX BelecTs B eAuMHMUAX Macchbl (B rpammax,
Mmuaanrpammax). JonycTtumo yKasblBaTb 403MPOBKY JIEKaPCTBEHHbIX NpenapaToB CUCTEMHOrO AeNCTBUA
(ans pe3opbTUBHOrO NPUMEHEHMA) B KUAKUX NEKapCTBEHHbIX ¢opmax (Hanpumep, pacTBOpPbI,
CyCMeH3Mmn) KaKk cogeprkaHue O4HOTO WM HEeCKONbKUX AeNCTBYIOWMX BELWECTB B e4AMHMLAX MacCbl Ha
eanHULYy o6bema (Hanpumep, MUAAUTPAMM/MUANMANTP) C YKasaHnem obLero obbema NekapcTBEHHOM

dopmbl.

Mpyn odopMaeHUM Ha3HAYEHMA NEKAPCTBEHHOro MpenapaTa WMHAUBUAYAJAbHOTO U3rOTOBAEHUA B
peuente Ha Oyma)KHOM HocuTene MAM peuente B GOpMe 3NEKTPOHHOrO LOKYMEHTA KOAMYECTBO
TBEPAbIX M CbiNyumx dapmaLeBTUYEeCKMX cybcTaHLMA yKasbiBaeTcs B rpammax (0,001; 0,5; 1,0), *KuaKmx -
B MUANANTPAX, TPAMMAX U Kanasx.

20. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/MEKTPOHHOrO AOKYMeHTa, 0opOpPMIEHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 M npeaHasHauyeHHble A0 OTNYCKa JIeKapCTBEHHbIX
npenapaTtos, NPeAyCMOTPEHHbIX NoanyHKTammn 1 - 3 nyHKTa 9 HacToAwero MNMopaaka, AeNCTBUTENbHbI B
TeyeHue 15 aHeln co aHA obopmaeHus.

21. Peuentbl Ha BymarkKHOM HocuTene, B popme 3NEKTPOHHOIO AOKYMEHTa, opOopMAEHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) U npepHasHayeHHble ANA OTMYCKa JeKapCTBEHHbIX
npenapaToB rpa*kaaHam, yKasaHHbIM B NyHKTe 10 HacToswero MopAagKa, AelcTBUTENbHbI B TeyeHue 30
OHen co gHA odopMIEHUA, 33 MUCKAOYEHMeM c/iyd4aeB opopMIEHMA peuenTa B COOTBETCTBUM C
nyHKTamu 38 u 39 Hactoswero MopagKa, NpM KOTOPbIX OH AENCTBUTENEH B TeyeHue 15 gHel co AHs



odpopmneHus.

22. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/MEKTPOHHOrO AOKYMeHTa, 0opOpPMIEHHble Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) M npeaHasHayeHHble ANA OTMYCKa JI€KapPCTBEHHbIX
npenapaToB rpaxgaHam, AOCTUTLIMM MEHCMOHHOIO BO3PacTa, MHBA/IMZAM MNepPBOM Tpynnbl, AETAM-
MHBanMAaMm, a TaKKe rpaxgaHam, CTpPafjalowuMmM XPOHUYECKMMM 3aboneBaHuAMM, Tpebyrowmmu
OJ/IMTENbHOTO KYPCOBOrO /leYeHUs, AencTBuTenbHbl B TedeHne 90 gHel co aHA odopmneHus, 3a
MUCKNIOYEHUEM C/lydaeB, YKasaHHbIX B NyHKTax 38 u 39 HactoAwero [lopAagka, nNpuv KOTOPbIX OH
OencTBuTeneH B TedeHne 15 aHen co gHAa opopmneHms.

ONnA neyeHus XpoHWYecKMX 3aboNeBaHWU YKasaHHbIM KaTeropusm rpaxgaH JIeKapcTBEHHble
npenapatbl ¢ 0boOpPMIEHUEM PELENTOB Ha ByMakHOM HOCUTENle UK PeulenToB B popMe 31EeKTPOHHOTO
AOKYMEHTa MOTyT Ha3HayaTbCA Ha Kypc AedeHnn go 180 gHel.

23. PeuenTbl Ha BymaxkHOM HocuTene, B dopme 3/1eKTPOHHOro AOKYMeHTa, opopmaeHHble Ha
peuentypHom 6naHke popmbl N 107-1/y 1 npeaHasHayeHHble 414 OTNYCKa IeKAapPCTBEHHbIX NPenapaTos,
npeaycMoTpeHHbIX MyHKTOm 11 Hactoawero MNopagKa, AeAcTBUTENbHbI B TedeHne 60 AHel co AHA
odpopmneHus.

Mpn HasHayeHMW TOTOBbIX JNEKAPCTBEHHbIX MPENaApPaToB M JIEKAPCTBEHHbIX MNpenapaTos
WHANBUAYANbHOIO U3roTOBAEHMA NauneHTam ¢ 3aboseBaHnAMM, TPEOYIOWMMM AANTENBHOTO KYypPCOBOTO
NedyeHus, ¢ obopmaeHnem Ha peuentypHom 6naHke ¢dopmbl N 107-1/y peuenta Ha 6BymarkHom
HocuTene uMAn B GOPMEe 3SNEKTPOHHOTO AOKYMEHTa YCTaHaB/AMBAETCA CPOK AeWCTBMA peuenTta B
npeaenax 4o o4HOro roga.

B cnyyae ycCTaHOBNEHMA CpPOKa AENCTBMA peuenTa B npeaenax A0 OAHOrO rofga B peuente
npoussoautca Hagnucb: "Mo cneunanbHOMy HasHayeHMO", 0603HaAYaeTCA CPOK AENCTBUS peuenTa U
NepuoLAMYHOCTb OTMYCKa SIEKAPCTBEHHbIX MPenapaTos U3 anTe4YHOM OpraHM3aLmMm UAn MHAMBUAYANbHbIM
npeanpuHUMaTeNnem, MUMelLWMM IULLEH3NIO Ha papMaLEeBTUYECKYIO AeATeNbHOCTb <14> (eeHeaenbHo,
€KeMeCsYHO U MHble nepuosbl). JONONAHUTENBHO 3TO YKa3aHMe 3aBepAeTcA NOAMUCbI0 MeANUMHCKOTO
paboTHMKa, a TaKKe neyaTbio MeAnLMHCKON opraHm3aumm "Ons peuentos” (ans peuenTta Ha GymarkKHOM
HocUTene) NN yCUNeHHOM KBanndULMPOBAHHOM 3/IEKTPOHHOW NOANUCbIO MeAULIMHCKOTO PaboTHMKA U
/ML, YNOJIHOMOYEHHOTO 3aBEPATb AOKYMEHTbI OT MMEHU MegMLMHCKOM opraHu3aumm (ana peuenTa B
dbopme 3N1eKTPOHHOIrO AOKYMEHTA).

<14> MyHKT 47 vactn 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
NINLEH3MPOBAHUM OTAENbHbIX BUAOB gesTenbHocTH" (aanee - PeaepanbHblit 3akoH N 99-93) (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumm, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24, PeuenTbl Ha NeKapCTBEHHble npenapaTbl, BKAKOYEHHble B nepedeHb [MKY, gna nedveHuA
NaLMeHTOB C XPOHUYECKMMM 3aboieBaHMAMN MoryT 0dOPMAATLCA Ha Kypc iedyeHunsa o 60 gHe.

B cnyyae, Korga Kypc nedeHus coctasnaseT 6onee 30 gHei, AOMONHUTENIbHO B peulenTax Ha
6ymaxHOM HocuTene npousBoauTca Haanucb "Mo cneyuanbHOMy HasHavyeHuo", 3aBepeHHas
NoANMCbI0 MeAMUMHCKOro paboTHMKA M MevyaTbld MeAUUMHCKON opraHusaumm "[Ona peuentoB”, Ha
peuenTax B Gopme 3N1eKTPOHHOIro AOKYMEHTA Npoun3BoanTca oTmeTKa "o cneunanbHOMY HasHaYeHuo"
C NpoCTaB/ieHNEM YCUNEHHOW KBanUPULMPOBAHHOM 3/1IEKTPOHHOM nNoanMcn meanumMHCKOro paboTHMKa
W Mua, YyNoJIHOMOYEHHOTO 3aBEPATb AOKYMEHTbI OT MMEHU MeANLMHCKON OpraHmu3aumnu.

25. Peuent Ha b6ymarkHOM HocuTesne B ¢GOpme 3N1eKTPOHHOro AOKymMeHTa, O0DOPMEHHbIN C
HapyLleHMeM YCTaHOBIEHHbIX HacToAWwMM MNopaakom TpeboBaHUIA, CUMTAETCA HEAEUCTBUTE/IbHBIM.

Il. HasHauyeHWe neKapCcTBEHHbIX NPenapaTos NPU OKasaHUU



MEAMLI,MHCKOﬁ nomMoLiU B CTAaLLUOHAPHDbIX YC/I0BUAX

26. Mpu OKasaHMM MNaUUEHTYy MeAWMLMHCKON NOMOLLM B CTALMOHAPHbLIX YCAOBMAX HasHadeHue
NeKapcTBeHHbIX npenapaToB npoussoautca 6e3 opopmaeHus peuenta MeaMUMHCKMM paboTHMKOM
eANHONNYHO, 32 UCK/IIOYEHMEM CYHaEB, YKa3aHHbIX B NyHKTe 27 HacTosalwero MNopaaka.

27. CornacoBaHue HasHayeHMA NNIEKapPCTBEHHbLIX MpenapaTtoB C 3aBeAyloWwMM oTaeneHnem uiun
OTBETCTBEHHbIM AEXYPHbIM Bpa4oOm nmbo Apyrmm nnuom, ynos1HOMOYEHHbIM MPUKa30M MaBHOIo Bpaya
Me,ﬂ,VILI,MHCKOVI OpraHusaunun, a TaKx¥Ke, npu Haanmudnn, C Bpayvyom - K/AUHUYECKUM d)aplv\akonororv\
HeO6XO,£I,VIMO B C/Qiy4Haax:

1) OAHOBPEMEHHOIO Ha3Ha4YeHUA NATU N bonee NNEKAPCTBEHHbIX MPeENapaToB O4HOMY NAUNEHTY;

2) Ha3HaYeHUA NeKapCTBEHHbIX NPENApPaATOB, HE BXOAAWMX B NepeyeHb KU3HEHHO HeobXo4MMbIX
N BaXXHEMLINX NeKapCTBEeHHbIX Mpenapatos <15>, Npy HETUNUYHOM TeyeHun 3abosieBaHUA, HAAUUYUK
OC/IOXKHEHUI OCHOBHOrO 3abosieBaHMA W (MAKM) CONYTCTBYIOWMX 3abONEBaHUI, MNPU HasHAYEHUU
NeKapcTBeHHbIX MpenapaTtosB, 0CO6eHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTU KOTOPbIX COFNacHO
MHCTPYKUMAM NO WX MPUMEHEHUIO MPUBOAAT K CHUMXKEeHUo 3bdeKTUBHOCTM U 6HesonacHocTu
dbapmakoTepanmm n (Maun) co3aatoT NOTEHLMANbHYIO ONACHOCTb AA }KU3HWU U 340P0BbA NaUMeHTa.

<15> Yactm 1 cratbm 60 PegepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHoZaTeNbCTBa
Poccuinckoit ®epgepaumm, 2010, N 16, cT. 1815; 2020, N 29, cT1. 4516).

B YKa3aHHbIX Cny4aAX Ha3Ha4dYeHWe NEeKapPCTBEHHbIX Npenapartos (I)MKCMPYETCFI B MEAMLLMHCKOVI
AOKYMEHTaUMN nauneHta wu 3aBepAeTcA noanncbro mMeauuMHCKOro paﬁoTHMKa M 3asegyrowero
oTaeneHnem (OTBETCTBGHHOI’O AeXYPHOro Bpaya nam 4pyroro ynoJIHOMo4eHHoOro nmu,a).

28. MeguuMHCKMIA PaboOTHUK MeAMUMHCKOW OpraHvM3aumm (ee CTPYKTYpHOro nogpasgenieHus),
pacnonoXeHHOM B Ce/bCKOM HaCe/NeHHOM MYyHKTe, OCYLLeCTBAAET Ha3HayeHMe JIeKapCTBEHHbIX
npenapaToB B CAy4YanX, YKasaHHbIX B NyHKTax 27 1 29 HacToAwero MNopAaaKka, e GMHONANYHO.

29. Mo pelueHnio BpayebHON KOMUCCUM MaUMeHTam NPy OKasaHUM UM MeaMLUMHCKOM NMOMOLLN B
CTaUMOHApPHbIX YCNOBMAX Ha3HaA4YaloTCA JIeKapCTBEHHble MpenapaTtbl, He BK/OYEHHble B MepeyeHb
U3HEHHO HeobXOoAMMBbIX M BaxKHEWMLWMX NeKapCTBEHHbIX NpenapaToB, B CAy4ae MX 3ameHbl M3-3a
MHAMBUAYANbHOW HEMNEPEHOCUMOCTH, NO *KU3HEHHbBIM NOKa3aHUAM.

PeweHne BpayebHON KOMUCCUM PUKCUMPYETCA B MELMULMHCKOW [AOKYMEHTauMW MauMeHTa u
KypHane BpayebHON Komnccuu.

30. B cnyyasx obcnefoBaHUA U NleYeHUs TpakAaHWHA B CTaUMOHAPHBIX YC/IOBUAX B pPamKax
npeaocTaBAeHMA MEeAMUMHCKMX YCAYr Ha BO3ME34HOM OCHOBE 3a CYeT JIMYHbLIX CPeACTB rpakAaaH,
CPeACTB OPUAMYECKMX UL, U WHbIX CPEeACTB Ha OCHOBaHWW [OOroBOpa, B TOM 4YMCNe A0OroBopa
[06pPOBONBHOMO MEAMUMHCKOrO CTpaxoBaHMA <16>, emy MOryT 6biTb HasHa4deHbl JIEKapCTBEHHblE
npenapaTtbl, He BXOAALWME B MNepeyeHb XKU3HEHHO HeOobXOAUMbIX W BaXKHEMLMX JIeKapCTBEHHbIX
npenapaTtos, ec/iM X Ha3HaYeHMe U NpUMeHeHMe 0b6yCNOBAEHO MeANULMHCKMMM NMOKa3aHUAMMU.

<16> MNoctaHoBneHue MpaButenbcTea Poccuitckoit ®epepaunn ot 4 okTabpa 2012 r. N 1006 "O6
yTBEpPXAeHWUM MpaBua NpesoCcTaBieHNs MeaAULMHCKMMM OPraHn3aLmMammn NAaTHbIX MegULMHCKKX ycayr"
(CobpaHue 3akoHogaTenbcTBa Poccuinckont Pepepaumm, 2012, N 41, cT. 5628).

lll. HasHaueHMe neKapCcTBEHHbIX NpenapaTos NP OKasaHUU
nepBUYHON MeAUKO-CaHUTAPHO NOMOLLM, CKOPOIi MegULUHCKOM



nomowm n NanAnaTUBHOM Me,qMLI,MHCKOﬁ nomouu

31. MNMpn oKasaHUKM NEepPBUYHON MeAMKO-CaHUTAPHON MOMOLUM M MANIMATUBHON MeEAMLMNHCKOM
NoMolM B ambynaTopHbIX YC/AOBUAX Ha3HaYeHWEe JIeKapCTBEHHbIX MNpenapaTtoB OCYLLEeCTBAAETCS
MeAULMHCKMM PabOTHUKOM B C/TyYaAaX TUNUYHOrO TeueHns 3aboneBaHUsA NauneHTa UCXoAs U3 TAXKECTU U
Xapaktepa 3abonesaHus.

32. HasHa4yeHMe NeKkapcTBeHHbIX MPenapaTos Mo peleHUo BpayebHoM KOMUCCUM NPU OKasaHMK
NepBUMYHON MeZMKO-CaHWUTAPHOM MOMOLLM, MANNMATUBHOW MEAMUMHCKON MOMOLLM B ambynaToOpHbIX
YCNOBUAX NPOU3BOAUTCA B CYYAAX:

1) OA4HOBPEMEHHOIO HasHa4YeHnA OAHOMY NaUUNEHTY NATU U 6onee NEKapPCTBEHHbIX NMPenapaToB B
Te4yeHne ogHUX CYyTOK Un CBbille OeCATU HaMMEHOBaHMUI B TeYeHUe TPUALATU AHEI\/‘U

2) Ha3HAYeHUA NIeKapPCTBEHHbIX NpPenapaToB NpU HETUNUYHOM TeyeHUW 3aboneBaHusA, HaANuUn
OC/IOXKHEHUI OCHOBHOrO 3abosieBaHMA W (MAKM) CONYTCTBYIOWMX 3abONEBaHUI, MNPU HasHAYEHUU
NeKapcTBeHHbIX MpenapaTtosB, 0CO6eHHOCTM B3aMMOAEWCTBMA M COBMECTMMOCTU KOTOPbIX COFNacHO
WHCTPYKUMAM MO MX MPUMEHEHMIO MPUBOAAT K CHUXKEHUIO 3ddEeKTMBHOCTU M 6e3onacHOCTU feveHuns
naumeHTa u (UAn) co34atoT NOTEHLMANbHYIO ONACHOCTb AN }KU3HU U 340P0BbA NaUUEHT];

3) nepBMYHOrO Has3HaAYeHWs MNALMEHTY HAPKOTUYECKMX U MCUXOTPOMHbLIX JIEKAPCTBEHHbIX
npenapatoB cnunckos Il u Il MepeyHs (B cnyvae NPUHATUA PYKOBOAMUTENEM MEOMULIMHCKOM OopraHM3auum
peleHunsa o Heobxo04MMOCTU COrNacoBaHNA Ha3HAYEeHWUA TAaKUX IEKAPCTBEHHbIX NPENapaToB ¢ Bpa4yebHo
Komuccuen).

33. [MoBTOpPHOE HA3HAYEHME HAPKOTUYECKUX W MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MNpPenapaTos
cnuckos Il u 1ll NepeyHs nponsBoaUTCA MeAULUHCKUM PabOTHUKOM CaMOCTOATENbHO UAU €AUHOINYHO
6e3 yyactus BpayebHOM KOMUCCUM MaLMeHTaM C BbiparKeHHbIM 60/1eBbIM CUHAPOMOM Nt06Oro reHesa,
HapylWeHWeM CHa, CYAOPOXHbIMM COCTOAHMAMMW, TPEBOMKHBLIMU  paccTpoMcTBamu, ¢obusmu,
NMCUXOMOTOPHbIM BO30DYKAEHMEM.

34. Mpu OKa3aHUN CKOPOW MeAMLIMHCKOW MOMOLUM NeKapCTBEHHble NpenapaTbl Ha3HaualTCs
MeAUNUMHCKMM pPaboTHMKOM Bble3gHOW Opuragbl CKOPON MOMOLWM, MEeAUUMHCKMM pPabOTHMKOM
MeAULMHCKOM opraHM3aummu npyv OKasaHUU MeAULMHCKOM MOMOLM rpakgaHam npu 3aboneBaHUsx,
HecCUYaCTHbIX C/lydanx, TpaBMaX, OTPaBAEHUAX WU APYIUX COCTOAHUAX, TPEebYIoLWMX CPOUYHOro
MeAULIMHCKOTo BMeLlaTe1bcTaa.

IV. HasHauyeHune neKapCcTBEHHbIX NPENapaTos rpa*kaaHam,
MMeloLWMM NPaBo Ha 6ecniaTHoOe NoJslyYeHne 1eKapCTBEHHbIX
nNpenapaToB UM NOJlyYeHUe JIeKapCTBEHHbIX NPenapaTos
CO CKMAKOMN, NPpU OKA3aHUU NepBUYHOMN
MeAUKO-CaHUTAaPHOWU NOMOLLM

35. Mpu OKasaHMM MEPBUYHOW MEAMKO-CAHUTAPHOM MOMOLLM HA3HaAYeHMe MeAULMHCKUM
pabOTHMKOM Ha OCHOBE KAMHUYECKUX PEKOMEHAALMIN U C yYETOM CTaHAAPTOB MeAMLMHCKON MOMOLUM
<17> neKapcTBEHHbIX NPenapaToB, OTNYCKaeMbIX 6ECnIaTHO MAM CO CKMAKOW, rpaxKaaHam, MMELWUM
npaBo Ha obecneyeHne NeKapCTBEHHbIMKW MpenapaTtamu 3a CYeT cpeAcTB OHOAMKETHbIX acCCUrHOBAHMIA
denepanbHoro Otogketra u OrogketoB cybbekToB Poccuiickolt Pegepaumu, ocylecTBaseTca Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> CraTtbsa 37 ®depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKkoHoaaTenbcTBa Poccuitckol
depepaunn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).



Mpu odopmneHnn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymaskHOm HocuTene
odopMAAIOTCA ABA 3IK3EeMNIApa, OAMH M3 KOTOPbIX OCTAETCA B anTe4YHON OpraHM3aumu, BTOPOW - B
MeNUNHCKON AOKYMEHTaUUKN NaumneHTa.

36. NpaBo Ha3HayaTb /IeKapCTBEHHbIE MpenapaThl rpaskaaHam, MMelLWwrM nNpaso Ha BGecnnatHoe
nonyYyeHWe NeKapCTBEHHbIX MPEenapaTtoB MAW MOJyYeHMEe fIeKapCTBEHHbIX MPenapatoB CO CKUMAKOM,
TaKXe UMmetoT:

1) meamumHcKne paboTHUKK, paboTatolme B MeaULMHCKOM OpraHmn3aLmmn no COBMECTUTEbCTBY
(B Nnpeaenax ceoel KomneTeHLUN);

2) MegMUMHCKME PabOTHUKM CTaLMOHAPHbIX OpraHM3auuii couuanbHOro o6CNYKMBaHUA Npu
HaAUYMM NULEH3UU Ha OcCyWecTBAeHMe MeAUUMHCKOW JAeATenbHocTM <18>, npeaycmatpuBatoLiel
BbiNO/IHEHWE pPaboT (OKasaHWe ycayr) Mo OKasaHWIo NEePBUYHON MeAMKO-CaHWUTapHON MNoMOLIN B
ambynaTopHbIX YCA0BMAX (HE3aBUCMMO OT BEAOMCTBEHHOMN NPUHaANEKHOCTH);

<18> MNyHKT 46 yactn 1 ctatbn 12 denepansHoro 3akoHa N 99-d3 (CobpaHue 3aKoHOAATENbCTBA
Poccuinckoit ®epgepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) mMegMUMHCKME PAaBOTHUKM MEOMUMHCKUX OPraHM3aLMiA, OKasbiBAOWMX MEPBUYHYI0O MEeAMKO-
CaHMTApPHYIO MOMOLb, MNOABEAOMCTBEHHbIX ¢efepasibHbiM OpraHamM MWCNOJAHUTENbHOM BAAcTU WK
OopraHam UCNosIHUTENbHOM BNacTh cybbekToB Poccuitickont Pegepaumnu;

4) vHAMBMAYyanbHble NpeanpUHMMATENN, OCYLLECTBAAIOWME MeAULUMHCKYI0 AeATeNbHOCTb M
BK/IIOYEHHblE B PeecTp MeAMUMHCKUX OpraHu3aLuMii, OCYLLECTBAAIWMNX [AeATeNbHOCTb B cdepe
06A3aTe/IbHOro MeAMLIMHCKOro CTPaxoBaHuA.

37. Mpy1 HasHaYeHMM NeKapCTBEHHbIX NPenapaTos rpa)gaHam, MMelLWmMM npaso Ha becnaatHoe
nonydYyeHue NeKapcTBEHHbIX NPenapaToB MKW MOJyYeHME NEeKapCTBEHHbIX MPenapaTtoB CO CKUMAKOW, B
peuenTe YyKasblBaeTcA Homep TesnedoHa, MO KOTOpomy pPaboOTHMK anTeyHoM opraHuM3aumMum npu
Heob6X0AMMOCTN MOXKET COFNacoBaTh C MeAULMHCKMM paboTHUKOM 3aMeHy NeKapCTBEHHOrO Nnpenapara.

38. HasHayeHWe HapKOTUYECKUX U MCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTtos cnucka Il MepeyHn
(33 MCKNtOYeHMEM NleKapCTBEHHbIX NPENApPaToOB B BUAE TPAHCAEPMA/bHbIX TEPANEBTUYECKUX CUCTEM, A
TaKKe NIEKAPCTBEHHbIX MNPENapaToB, COAEPKALMX HAPKOTUYECKOEe CPeAcTBO B COYETAHUMU C
AQHTaroHMCTOM OMUOMAHBIX PELEenTopoB) rpaxkaaHam, MMeEWMM NpaBo Ha becnnaTtHoe nony4vyeHwe
JIeKapPCTBEHHbIX NPENApPaTOB WM NONYYEHUA IEKAPCTBEHHDbIX NMPENAPATOB CO CKUAKOM, OCyLLecTBAAETCA
Ha peuenTypHom 6naHke popmbl N 107/y-HM, K KoTopomMy AONOAHUTENBHO ODOPMAAETCA peLenT Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaApax Npu oGoOPMNEHUN Ha BymarkHOM
HocuTene).

39. HasHayeHMe HapKOTUYECKMX N NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTos cnucka Il Nepeyns
B BWAE TPaHCAEPMAJIbHbIX TepaneBTUYECKMX CUCTEM, HAPKOTMYECKUX JIEKApPCTBEHHbIX MpenapaToB
cnucka Il MNMepeyHa, cogeprralunx HapKOTUYECKOEe CPEeACTBO B COYETAaHMM C aHTarOHUCTOM OMUOMUAHbIX
peLenTopoB, MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapatoB cnucka Il MepeyHA, NneKapCcTBEHHbIX
npenapaToB, BKAKOYEHHbIX B nepeyveHb [MKY, cogep)Kawmxca B nognyHKTe 2 nyHKTa 11 HactoAwero
MopsaaKa, NpeAHA3HaAYeHHble ANA NeYeHMA rpaxkAaH, MMelLwWmx npaBo Ha becnnaTtHoe nony4vyeHue
JIeKapPCTBEHHbIX NPENAPaTOB WM NONYYEHUE NEeKAPCTBEHHbIX NPENAPATOB CO CKUAKOM, OCyLLecTBAAETCA
Ha peuenTypHbIX 6naHkax dopm N 107-1/y n N 148-1/y-88, K KOTOpPbIM AONOAHUTENBHO 0POPMANAETCA
peuenTt Ha peuentypHom bnaHke dopmbl N 148-1/y-04(n) (B AByXx 3K3emnaapax npu opopmneHnn Ha
6ymarKHOM HocuTene).



Mpunoxkenne N 1

K NopAagKy HasHayeHwuA
JIeKapCTBEHHbIX NPENapaTos,
YTBEPHKAEHHOMY MPUKA30M
MuHUCTEPCTBA 34,paBOOXPAHEHNSA
Poccuiickoin Pepgepaumm

OT 24 HosbpA 2021 r. N 1094H

KO/IMYECTBO
HAPKOTUYECKMX CPEACTB U/IN NCUXOTPOMHbIX BELLECTB, KOTOPOE

MOXET bbITb BbIMUMCAHO B O4HOM PELLENTE

N MexayHapoaHOe HenaTeHTOBaHHOE dopma BbinycKa u Konnuectso
n/n HaMMeHOBaHMEe HAaPKOTUYECKOTO U O031POBKa
NCUXOTPOMHOIO IEKAPCTBEHHOIO
npenaparta
1. BbynpeHopdunH + HanokcoH TabneTtku 60 Tabnetok
cybnmHreanbHble 0,2 mr + | (ynakoBka, KpaTtHasa N
0,2 mr 20)
2. BynpeHopduH PacTBOp ANst UHBEKLUNNA, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIo6MKOB)
3. bynpeHopduH TpaHcaepMasbHbIM
naacTbipb
35 mKr/uac 20 nnacTbipel
52,5 MKr/yac 10 nnacTbipeit
70 mKr/uac 5 nnactbipen
4. MopduH PactBOp Ans MHbEKUNi,
pacTtsop gnA 20 amnyn (wnpuu-
NoAKOXHOro BBeAeHMA TIo6UKOB)
10 mr/mn 1 mn
5. KogewH + MopduH + HockanuH + PactBop gna
ManaBepuH + TebanH NOAKOXHOrO BBEAEHMA
0,72+5,75+2,7+0,36 + 50 amav!
0,05 mr/mn 1 mn y
1,44 +11,5+5,4+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnanH Tabnetku 25 mr 50 TabneTok
7. TpumenepunanH PactBOp ANA MHDBbEKLNI 20 amny (wnpuy-
10 mr/mn 1 mn TIOBUKOB)
20 mr/mn 1 mn
8. MopduH Tabnetku (Kancynbl) 180 Tabnetok (kancyn)
NPONOHIMPOBAHHOIO 60 TabneTok (Kancyn)
aencrens 40 TabneTok (Kancyn)




10 mr

20 TabneTtok (Kancyn)

30 mr 20 TabneTtok (Kancyn)
60 mr
100 mr
200 mr
9. MopduH TabneTtku
5 mr 100 Tabnetok
10 mr 100 Tabnetok
10. MopduH Kanau gna npuema
BHYTPb 20 mr/mn 20 mn 4 dnakona
11. MopduH PacTtBop gna npuema
BHYTPb (MOHOA,03bI)
2 mr/mMn 5 mn 100 amnyn n/s
6 mr/mn 5 mn 80 amnyn n/3
20 mr/mMn 5 mn 30 amnyn n/3
12. OKcuKoaoH + HanokcoH Tabnetku
NPONOHIMPOBAHHOIO
nencrTems
5mr+2,5mr 100 TabneTtok
10 mr + 5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTokK
40 mr + 20 mr 20 Tabnetok
13. | MponuoHUNbeHUNIToKCnaITUANUNEpMAnH | TabneTku 3auedHble 20 50 TabneTtok
mr
14, deHTaHUN MnacTbipb
12,5 mKr/uyac 20 nnacTbipei
25 mKr/uac 20 nnactbipei
50 mKr/uac 10 nnacTbipeit
75 mKr/uac 10 nnacTbipeit
100 mKr/yac 10 nnacTbipeit
15. deHTaHun Cnpeit Ha3abHbIM

®dnakoH 50 mkr/oo3a

2,0 mn (10 po3)
3,2 mn (20 pos)
5,0 mn (40 pos)

dnakoH 100 mKr/po3a

2,0 mn (10 po3)
3,2 mn (20 po3)
5,0 mn (40 po3s)

dnakoH 200 mKr/po3a

24 dpnakoHa
12 ¢nakoHoB
6 ¢pnakoHoB

12 pnakoHoB
6 ¢dnakoHoB
3 ¢nakoHa




2,0 mn (10 po3)
3,2 mn (20 pos)
5,0 mn (40 pos)

12 ¢nakoHoB
6 ¢pnakoHoB
3 pnakoHa

MpunnoxkeHune N 2

K MNopAagKy HaszHayYeHuA
NIeKapCTBEHHbIX NpenapaTos,
YTBEPKAEHHOMY NPUKA3OM
MuHMCTEpCTBA 34PaBOOXPaHEHUS
Poccuinckoit denepaumm

OT 24 Hosb6pA 2021 r. N 1094H

CnpaBoYyHO

PEKOMEHOBAHHBbIE K NCMNOJIb3OBAHUIO COKPALLEEHMA

NP1 O®OPMJIEHUM PELIENTOB

N CokpaweHue NonHoe HanucaHue MNepesos
n/n

1. aa ana no, MOpPoBHY

2. ac., acid. acidum Kucnorta

3. aer. aerozolum asposo0/b

4. amp. ampulla amnyna

5. aqg. aqua BOAa

6. aq. purif. aqua purificata BOZa OYMLLEHHAA

7. but. butyrum macno (Teepaoe)

8. caps. capsula Kancyna

9. comp., cps compositus (a, um) CNOXKHbIM

10. D. Da (Detur, Dentur) BolAait (nyCTbBi:ﬂ'aiZ(;' Myere Gyaer
11. D.S. Da, Signa Detur, Signetur Bblﬂ.zii;ﬂc;iz?:Hg;z?:\;CqTebHiVﬂ.eT
12. D.t.d. Da (Dentur) tales doses Beipar (Mycto 6:5‘;/;%"&&]%') TaKue
13. dil. dilutus pa3BefeHHbIN

14, Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTn




15. emuls. emulsio 3amynibcuA
16. extr. extractum 3KCTPaKT, BbITAXKKA
17. in enem. in enemas B MMKPOKAN3MAX
18. F. Fiat (fiant) MycTb 06pasyetca (obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanaa, Kanam
21. gtt. peror. guttae peroralis Kanau gas npMema BHyTpb
22. inf. infusum HacTo
23. inamp. in ampullis B amnynax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6neTBK::BCOn6F$:::|:EZEBaHHbIM
. B TabneTKax C NPOSIOHIMPOBAHHbIM
2. | " tab(.)s;olong, in tab(u)lettis prolongatis obductis BbICBODOOXKAEHNEM, MOKPbITbIX
’ 060104KOM
27. in tubul. in tubulis B TIOHUKax
28. lin. linimentum JNIMHUMEHT
29. lig. liquor *KUAKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum nUAOAbHaA macca
32. membr. bucc. membranulae buccales NAEHKN 3alieyHble
33. M. Misce, Misceatur Cmewait
(MycTb ByaeT cmeluaHo)
34, mixt. mixtura MUKCTYpa
35. N. numero 4yncnom
36. ol. oleum macno (xuaxoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUALONA, NUAONN
39. p. aeq. partes aequales paBHbIe YacTu
40. ppt., praec. praecipitatus OCaXKOEHHbIN
41. pulv. pulvis NopOLIOK




CKOJIbKO I'IOTpE6yeTCFI, CKOJIbKO

42. g.s quantum satis Hago

43. r., rad. radix KOpeHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur MosTopwu (MycTb ByAeT NOBTOPEHO)
46. rhiz. rhizoma KOopHeBuLe

47. S. Signa, Signetur O6o3:g:n;£l;lz;:;)6yp,m
48. sem. semen cemsn

49, simpl. simplex npocron

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpem

53. spr. nas. spray nasale cnpen HasabHbIN

54. supp. suppositorium cBeYa, CynnosuTopuii
55. susp. suspensio CycneHsus, B3Becb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacToMKa

58. tubulis tubulis THOOUKK

59. STT Systema Therapeutica Transcutanea Tep;:::Tclﬂg::A:::Z:acﬂTema
60. ung. unguentum Masb

61. vitr. vitrurn CKNIAHKA

MUHUCTEPCTBO 34paBoOXpaHeHnsa Poccuinckol

depepauunm

MpunnoxkeHne N 2
K NpuKasy MuHUCTepCTBa 340aBOOXPAHEHUA

Poccuinckoit denepaumm
oT 24 HosbpAa 2021 r. N 1094H

®OPMA PELLENTYPHOIO B/IAHKA N 107-1/Y

Kog ¢dopmbl no OKY/,

Kog yupexkgeHuna no OKIMO




MeAauuMHCKan AOKyMeHTauus

HanmeHoBaHue (wtamn) dopma N 107-1/y

MeZMUNHCKON opraHM3aumm YTBEpKAEeHa NPUKa3om
MuHKCTEPCTBA 34PaBOOXPAHEHNS
Poccuiickoin Peagepaunn

oT 24 Hos16pAa 2021 r. N 1094H
HavmeHoBaHMe (WTamn) MHAMBUAYANbHOTO

npeanpuHMmaTens (yKasaTb agpec, Homep U
AaTy IMLEH3UU, HaMMeHOoBaHUWe opraHa
rocyapcTBeHHOM BNACTH, BblAaBLIEro
NINUEH3UI0)

PELLENT
(B3poOCnbIit, AETCKUI - HYXKHOE MNOAYEPKHYTD)
" 20 r.

damunua, MHUUMNaNbl UMEHU N OTYECTBA (nocne/J,Hee - npu Ha}'IM‘-IMVI)
nauuneHTa

[aTa poxaeHua

damunus, MHULMANbI UMEHW M OTYECTBa (nocsiegHee - NPy HaAnyYum)
Neyallero Bpaya (denbaliepa, akyLwepKku)

py6.|kon.| Rp.

Moanuceb M. .
M MeyaTb JIeyalero Bpaya
(noanuck denbawepa, akywepku)

Peuent mercTBuUTeJieH B Teuenme 60 muHer, mo 1 roma ( )
(HyXHO€ INOOUEPKHYThH) (yxkazarTb
KOJIMYECTRBO IHEel)

ObopoTHasA CTopoHa

OTMmeTKa 0 Ha3Ha4YeHuu NeKapCTBEHHOIO



npenapara no peLieHnto BpayebHo Kommccum

Mpurotosun Mposepun OTnyctun

®OPMA PELIENTYPHOIO B/IAHKA N 148-1/Y-88

MuHUCTEPCTBO 34paBooXpaHeHnn Poccuinckoit Kog ¢opmbl no OKY/], 3108805
Pepepauunn MeauumMHcKaa JOKyMeHTauus
dopma N 148-1/y-88
HanmeHoBaHue (wtamn) YTBEpMKAEHA NPUKa30M
MeZaWLMHCKON opraHn3aLum MUHMCTEPCTBA 34paBOOXPaHEHMA

Poccuiickoin Pepepaunn
oT 24 Hoabpna 2021 r. N 1094H

HanMmeHoBaHMe (WTamn) MHAMBUAYANBHOIO
npeanpuHUmaTens

(ykasaTb agpec, Homep v AaTy NMLEH3UN,
HavMMeHOBaHMWe opraHa rocyaapcTBeHHoM
BNACTW, BblAABLUErO NLEH3MIO)

e | | L] L) UML) L LT L L

PELENT " 20__r.

(aaTa obopmneHus-peuenta)

(B3pOCAbIi, AETCKUI - HYXKHOE NOAYEPKHYTD)

damunua, MHUUNaNbl UMEHU N OTYECTBA (nocne/J,Hee - npu HaI'IM‘-IMVI)
nauneHTa

[aTa poxaeHua

Aapec mecta xutenbcrtsa uam N meauuUMHCKON KapTbl ambynaTopHOro nauueHTa, NoJsyyatoulero
MeANLMNHCKYIO NomMOLLLb B ambynatopHbIxX yCNnoBuaAx

damunus, MHULMANbI UMEHW M OTYECTBa (nocsiegHee - NPy HaAnYum)
Neyaluero Bpaya (benbaliepa, akywepKu)




MoAnucb 1 NeyaTb leyallero Bpaya
(nognucb denbawepa, akywepku)

060poTHas CTOPOHa

M.M.

PeuenT gencreButeneH B TedyeHune 15 gHen

OTMeTKa 0 Ha3HaYeHUN IeKapCTBEHHOro
npenapara no peLieHnto BpayebHo Kommccnm

Mpurotosun MNposepun OTnyctun
®OPMA PELLENTYPHOIO BNTAHKA N 148-1/Y-04(/1)
MUHUCTEepPCTBO 34paBOOXPAHEHUA YTBEPKAEHA
Poccuinckon ®epepaumn MECTO AN npm:aaca)gnolt\)/l)(m::cef::ma
LUTPUXKOL, APABOOXP
A <*> Poccuinckon ®epepaumn

WTamn
Kogp,

MeZVLNHCKOMN opraHu

3au

nn

WTamn
Kogp,

MHONBNAOYaNbHOIO npean

pyH

nmartena

OT 24 HosbpAa 2021 r. N
1094H

Kog dopmbl no OKY/[, 3108805




dopma N 148-1/y-04(n)

Koa Kopa Ho3onormnyeckom NCTOYHUK dUHAHCUpPOBAHUA:
KaTeropum dopmbl (no MKB) (noauepKHyTBL)
rpaxaaH % onnatbl:
1. depepanbHbiii brogKeT (nogyepKHyTb)
2. BrogykeT cybbekTa Poccuiickoi
depepaunm

3. MyHUUMNanbHbIN GroaKeT
1. becnnaTHoO

2.50%
3. UHON %




PELENT Cepua N [ata obopmneHus: 20 .

damununs, uHUUMANbI MMEHW U oT4yecTBa (mocneaHee - npwu
HaNMYMK) NauueHTa [aTa poxaeHus

CHUNC

N noauca
obna3aTenbHOro
MeAMNLMHCKOTO
CTpaxoBaHus:

Homep MeAnUMHCKOMN KapTbl NaumeHTa, Noay4Yatowero MeauLUmMHCKYo NOMOLLb B aMbBy1aToOpPHbIX
YCNOBUAX

damnamns, MHALMAAbl UMEHW M OTYecTBa (nociegHee - NPU HaANYUK)
Neyaulero Bpaya (benbalwepa, akywepku)

Py6. Kon. 2 o PSP




Moanucb 1 NneyaTb nevawero Bpaya

M.n.
(nognuckb denbalwepa, akywepku)

PeuenT aeiicteuteneH B TeyeHue 15 aHeit, 30 aHein, 90 AHeN (HYXKHOE NOAYEPKHYTD)

OTnyweHo no peuenTy: Toprosoe HaMmeHoOBaHMeE U A03MPOBKa:
[ata otnycka: "__ " 20 . Konunyecrso:
MpuroTtosunn: MNposepun: OTnyctun:

(nnHUA oTpbIBa)

KopeLwok peuentypHoro baaHKa Cnocob npumeHeHus:

HaVMeHOBaHue npo,ﬂ,Oﬂ)KVITeﬂbHOCTb aHen

NeKapcTBeHHOro npenapara:

,ﬂ,O3VIpOBKaI Konunyecrso npmnemos B A€Hb: pas3

Ha 1 npuem: en.

<*> B c/yyae M3roToB/EeHUSA peuenTypHoro 61aHKa C WCNO/Mb30BaHUMEM KOMMbIOTEPHbIX
TEeXHONOMUN.

060poTHas CTOPOHa

OTMeTKa 0 Ha3HaYeHUN IeKapCTBEHHOro
npenapara no peLeHnto BpayebHo Kommccnm

Mpurotosun MNposepun OTnyctun

MpunokeHune N 3



K NpuKaszy MUHUCTepCTBa 34paBOOXPaHEHNS
Poccuiickoin Pepepaunn
oT 24 Hoabpna 2021 r. N 1094H

NoPAAOK
OPOPM/IEHUA PELEENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHBIE NPEMAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenta Ha 6ymarkHOM HocuTene

1. Ha peuenTtypHbix 6n1aHKax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBom BepxHem
Yry NPOCTaBAAETCA LWTaMMN MEAMLMHCKON OpraHM3aumMm C yKasaHMeM ee HaMMeHOBaHMUA, agpeca U
TenedoHa c 4aTon BbINUCKK (aaTol odopmeHUs) peLenTa Ha JIEKapCTBEHHbIN npenapar.

JononHutenbHO Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npocTaBnseTca Kog
MeAMUNHCKON OpraHnsaumnm B COOTBETCTBMM € OCHOBHbIM TOCYAAPCTBEHHBIM PErncTpPaLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuenTtypHoro 6naHKka ¢opmbl N 148-1/y-04(n) BKAOYaeT Kof cybbekTa Poccuitckoi
depepaunm, cOOTBETCTBYOWMIN ABYM nepsbiM UMdppam ObLliepoccuinckoro Knaccudmukatopa obbekTos
aAMUHUCTPATUBHO-TEppPUTOPUaNbHOro aeneHua (aanee - OKATO).

PaspeluaeTca nsrotasansatb peuenTtypHble 6aaHkn popmbl N 107-1/y u dopmbl N 148-1/y-04(n) ¢
NMOMOLLbIO KOMMbIOTEPHBIX TEXHONOMUIA.

PeuenTtypHble 6naHkn ¢opmbl dopmbl N  148-1/y-88 M3roTaBAMBAIOTCA UCKNHOYUTENBHO
TMnorpadpckmMm cnocobom.

2. Ha peuentypHbix 61aHKax, 0QOPMAAEMbIX WHOMBUAYANbHbIMW NpeanpuHUMaTENAMMU,
UMEIOWUMM JINLEH3NIO Ha MEAMUMHCKYIO AEATENbHOCTb, B BEPXHEM JIeBOM Yray TUNorpadckum
cnocobom MAM NyTem NPOCTaBAeHMA WTamna AoMXeH 6biTb YyKasaH agpec WMHAMBUAYaNbHOrO
npeanpuHMmaTens, Homep M AaTa JULEH3UW, HaMMEHOBaHME OpraHa rocyAapCTBEHHOW BAAcCT,
BblAABLLErO IMLEH3MIO.

3. PeuentypHble 6naHKkM ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHsaoTca
MeANLUMHCKMM PabOTHUKOM YEePHMUIAaMU UM LUAPUKOBOM PYUKON.

4. Jonyckaetcs opopMIeHUEe BCEX PEKBU3INTOB (3a UCKAOYEeHMEM peKkBMU3nTa "lMoanunce nevallero
Bpaya (nognuce denbaliepa, akywepkun'") peuenTtypHbix 6naHkoB dpopmbl dopmbl N 107-1/y, popmbl N
148-1/y-88 n popmbi N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NeYaTalOLWMX YCTPOMCTB.

5. OdopmneHune peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BKAtoyaeT umdpoBoe
KoaupoBaHue.

Lndposoe KoampoBaHMe yKasaHHbIX PeLenTypHbIX 61aHKOB BKAKOYAET:

1) Koa meauuMHCKOW opraHmsaumm (OTPH) uan Koa, MHAMBUAYanbHOro npeanpuHUMaTens B
cooTBeTCcTBMMU € OCHOBHbIM rOCYAAPCTBEHHbIM PErucTpaunMoHHbIM  HOMEPOM UHAUBUAYANbHOMO
npeanpuHumatens (aanee - OTPHUNM), npocTtaBasembl NPy U3roTOBAEHUM PeLenTypHbIX 6/1aHKOB;

2) Kog KaTeropuu rpakaaH, MMeLWMX MPaBO Ha MOJIyYEeHWe JIEKAapPCTBEHHbIX MpenapaToB B
COOTBETCTBMM CO cTaTbel 6.1 PesepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-$3 "O rocygapcTBeHHOM
coumanbHoM nomowm" <1>, U Kog Ho3osorMyeckon cdopmbl No MexayHapoaHON CTaTUCTUYECKOM
Knaccudmkaumm bonesHel M npobnem, cBasaHHbIX co 3g40poBbem (10-i nepecmoTp) (ganee - MKB),
3ano/iHAeMble JIeYalliM BPaYoOM MyTEM 3aHECEeHUA KaxKaoW uMdpbl B NycTble AYEnKU, NpM 3TOM TOUKa
NPOCTaBNAETCA B OTAE/IbHOM AYeliKe;



<1> CobpaHue 3akoHoaaTenbctBa Poccuiickoit ®Pepepaymm, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 UCTOYHUKe PuHaHcMpoBaHuA (deaepanbHbit BoaxeT [1], 6roaxKeT cybbekTa
Poccuiickoii depepauunmn [2], myHuumnanbHbliit 6roaxkeT [3]) U npoueHTe onnatbl peuenta (becnnatHo
[1], 50% [2], nHoit % [3]);

4) WTpux-Kog, - AONO/IHUTE/IbHLIA PEKBM3UT (B C/lyyae M3rOTOB/NEHUA Ha TeppuTopuu cybbekTa
Poccuiickolt depepaumm peuenTypHoro 6/1aHKa ¢ UCNo/ib30BaHWEM KOMIMbIOTEPHbIX TEXHOIOTUIA).

6. B peuentypHbix 6n1aHKax dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpade "damunus,
MHULMAAbI MMEHM K oTd4ecTBa (mocnesHee - NpW HanuuuKM) naumeHTa" yKasbiBaloTCA damuaus,
MHULMA/bI UMEHU 1 OTYECTBa (NociedHee - NPU HaMYMK) NaumeHTa.

7. B peuentypHbix 6naHkax ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 8 rpade "[aTa
poxaeHNA" yKa3blBaeTca AaTta posKAeHMA naumeHTa (YmMcio, mecad, roa).

JononHutenbHo B peuenTypHbiXx 6naHkax dopmbl N 148-1/y-88 n popmbl N 107-1/y ana aeteit 8
Bo3pacTte A0 1 roga B rpade "[aTta poxkaeHMA" yKasblBaeTCA KOANYECTBO NOJIHbIX MECALLEB.

8. B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpadax "CHUAC" u "N nonuca
06A3aTeNIbHOr0  MeAMLMHCKOTO CTPaxoBaHWA" yKa3blBalOTCA CTPaxoBOW HOMeEp WHAWBMAYaNbHOIO
IMLUEBOTO cyeTa rpaxkaaHuHa B MeHcMoHHom doHae Poccuinckoin Pegepaunn (CHUIC) (npu Hannumm) mn
Homep nonunca 06a3aTeIbHOro MeANLNHCKOrO CTPaxoBaHUA.

9. B peuenTtypHbIx 61aHKax popmbl N 148-1/y-88 B rpade "Aapec mecTta »KUTENLCTBA AU HOMED
MeZNUMHCKON KapTbl MaLMeHTa, NOYYaloWwero MeauuMHCKYl0 NOMOLLb B ambynaTopHbIX ycioBusx",
yKa3blBaeTcs MNOYTOBbLIA agpec MecTa KuUTenbcTBa (mecta npebbiBaHMA MAM MecTa (aKTUYECKOro
NPOXKMBaAHUA) MaLMEHTa WMAM HOMEP MEAMUMHCKOWM KapTbl MaLMeHTa, NOJYyYaloWwero MeanUUHCKYH
NMOMOLLLb B aMBYNAaTOPHBIX YCNOBUAX <2>.

<2> MNpuKaz MuHUCTepCTBa 34paBooxpaHeHma Poccuiickon deaepaunn ot 15 gekabps 2014 r. N
834H "O6 yTBEPKAEHUN YHUOULMPOBAHHBLIX GOPM MEAULMHCKON OOKYMEHTALMWU, MUCMONb3YEMbIX B
MeNUNHCKMX OpraHM3aumax, OKasblBAIOWMX MEAMLMHCKYI0 NOMOLb B aMOyNaTOPHbLIX YCAOBUAX, U
nopsiAKoB Nno ux 3anonHeHuto" (panee - MNpukas N 834H) (3apernctpmposaH MUHUCTEPCTBOM HOCTULNK
Poccuitckoii depepaumm 20 despana 2015 r., peructpaumoHHbit N 36160) ¢ M3MeHeHuaMMU,
BHECEHHbIMW NpMKazamn MUHUCTEPCTBa 34paBoOXpaHeHMa Poccnitckon degepaumnm ot 9 aHeBapa 2018
r. N 2 (3apeructpupoBaH MuHUCTepcTBOM tocTuuMKU Poccuiickoit depepaumn 4 anpena 2018 r.,
pernctpauunoHHbiii N 50614), oT 2 Hosbpa 2020 r. N 1186H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULUK
Poccuitckoit depepaumm 27 Hosbpa 2020 r., perucTpaumoHHbin N 61121).

YKasaHue 1 agpeca MecTa XUTelbCTBa M HOMEpPa MeAMUMHCKOM KapTbl MauMeHTa, noayyatolero
MeAMLMHCKYO NOMOLLb B ambynaTOPHbIX YCI0BUAX, HEe ABAAETCA OLUMBKOMN.

B peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpade "Homep MeaAMLMHCKON KapTbl
nauMeHTa, NOAYYaloWero MeAMUUHCKYIO MOMOLLb B amMbBynaTopHbIX YCnoBMAX" yKa3blBaeTCs HOMep
MeMUMHCKOWN KapTbl NaLMeHTa, NONYYaoLWero MemLMHCKY NOMOLLLL B aMByNaTOPHbIX YCA0BUAX <3>.

<3> lMpukas N 834H.



10. B rpage "damuava, MHMUMANbI MMEHM W OTYecTBa (nocneaHee - NpU Ha/iMuMKM) fedallero
Bpaya (penbalwepa, akywepku)" peuenTtypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) yKasblBalOTCA MOJHOCTbIO GaMUAMA, UHULMAMbI MMEHU, OTYecTBa (nocnegHee - Mpu HaaMuUK)
MeAMLMHCKOro paboTHMKA, Ha3HAYMBLLETO SIeKapCTBEHHbIE NpenapaTtbl U 0PpOPMUBLLETO PeLenT.

11. B rpade "Rp" peuentypHbix 6naHkos dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
yKasblBaercs:

1) HaumeHOBaHME NEKapCTBEHHOro npenapaTa  (MeXAyHapogHoe  HenaTeHTOBaHHoe
HauMeHOBaHMe, FPYNMNMPOBOYHOE WAN XMMMUYECKOE HaMMEHOBAHWe, TOProBoe HauMMeHOBaHWE) Ha
NATUHCKOM f3blKE WM Ha PYCCKOM A3blke, Gdopma BbINYCKa, A03MPOBKA, KOAMYECTBO (YKasblBaeTcA
NPONMCbIO Ha peuenTypHoM baaHke popmbl N 107/y-HNM);

2) cnocob npuMMeHeHWs NeKapCTBEHHOro Npenapata Ha rocyfapCTBEHHOM A3blke PoccuiicKoi
denepaunmn AN Ha rocypapcTBeHHOM A3bike Poccuiickoit Pepepaumm M rocysapcTBEHHOM fA3blKe
pecnyb/nK 1 MHbIX f3blKax HapoaoB Poccuinckon Pepepaumnm <4>.

<4> YacTtb 1 ctatbm 15 3akoHa Poccuiickoit Peapepaunm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoBs Poccuiickon Pepepaunn” (aanee - 3akoH N 1807-1). (BegomocTn cbesga HapoaHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHoaaTenbctBa Poccuinckoit
depepaunn, 1998, N 31, cT. 3804).

KoHcynbTaHTlAOC: NnpumeyaHue.
Hymepauma NnyHKTOB faHa B COOTBETCTBUM C ODULMANBbHBIM TEKCTOM SOKYMEHTA.

13. Mpu odopmneHMn peuenTypHbIX 6G1aHKOB 3anpelaeTcd OrpaHuYMBaThcA  06LLMMMU
yKasaHuAMMK, Hanpumep, "BHyTpeHHee", "N3BecTHO".

14. PeuenT, opopmneHHbIl Ha peuentypHom bnaHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTCA MeAULNHCKUM pabOTHUKOM U 3aBepAeTCA ero neyaTbio.

PeuenT, opopmneHHbIN Ha peuentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
AO0MNO/IHUTENIbHO 3aBepAETCA NeYyaTblo MeANLMHCKON opraHusauum "na peuentos".

[na peuenta, opopmneHHOro Ha peuentypHom 6aaHke popmbl N 107-1/y, Hanuume neyatn "Ona
peuenToB" He ABAAETCA 065A3aTe/IbHbIM.

15. Ha ogHom peuentypHom 6aaHKe popmbl N 148-1/y-88 u popmbl N 148-1/y-04(n) paspeluaerca
OCYLLECTBAATb HA3HAYEHME TO/IbKO OAHOr0 HAMMEHOBAHMWA JIEKAaPCTBEHHOMO Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaeTca OCyLWECTBAATb Ha3HayeHue
TONIbKO OAHOM0 HAWMMEHOBAHWA  NEKApPCTBEHHOrO  MpenapaTta, oOTHocAweroca no ATX K
aHTMNCcMxoTnYeckum cpeactsam (Kog NO5A), aHKcnonntukam (Kog NOSB), CHOTBOPHbIM M ceaaTUBHbIM
cpeactBam  (Kog NOS5C), aHTMgenpeccaHTam (Kog, NO6A) ¥ He noanexawero npegmeTHo-
KOJINYECTBEHHOMY YYeTy, M [0 TpPex HauMeHOBaHMW JIeKapCTBEHHbIX MPEnapatoB - AAA MHbIX
NIEKAaPCTBEHHbIX NPenapaToB, He OTHECEHHbIX K BbllleyKa3aHHbIM ATX.

16. UcnpasneHuna B peuente He AOMYCKAOTCA.

17. Npn odbopmaeHun peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NleKapCTBeHHble MpenapaTbl, Ha3HayeHHble MO peleHuo BpayebHOM KomuccuKu, Ha obopoTe
peuenTtypHoro 61aHKa CTaBUTCA cnewumanabHas oTMeTKa (wTtamn).



18. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHWM3Y MMeeTCA AUHMA OTPbIBa,
pa3gensatoLlas peuenTypHbli 61aHK U KOpPEeLLOoK.

Kopelwok oT peuenta, opopMNEHHOrO Ha yKa3aHHOM peuenTypHom 61aHKe, BblAaeTcA NauneHTy
(ero 3akoHHOMY npeAacTaBUTENIO) B anTeYyHOM OPraHM3auMM, Ha KopelKke AenaeTcd OTMeTKa o
HaMMeHOBaHUKN NeKapCTBEHHOrO Npenapara, 403MPOoBKe, KoAnYecTse, cnocobe NpUMeHeHUs.

Il. OpopmneHue peuenta B popme 3/1eKTPOHHOI0 AOKYMEHTA

19. PeuenT B popme 3/1€KTPOHHOIO AOKYMEHTA, NOAMUCAHHOIO YCUAEHHOW KBAIMOULMPOBAHHOWM
3N1EeKTPOHHOW nognucbio, GopmupyeTcd MeaULMHCKUM PaboTHUMKOM, CBEAEHUA O KOTOPOM BHECEHbI B
depepanbHbii  perucTp MeguUMHCKUX pPaboTHUMKOB <5>, a TaKKe nNpu YyCNoBMU perncrpaumu
MeAMLMHCKOW opraHM3auum, B KOTopoi opopmaseTca peuent, B deaepanbHOM peectpe MeanuMHCKUX
OopraHusaunii <6> eaMHON rocyAapcTBEHHON MHPOPMALMOHHONM cUCTEMbI B Chepe 34paBOOXPaHEHUA U
NOAK/IOYEHNA TaKOW MeAMLMHCKON OpraHM3auMu K rocyaapcTBeHHOM WMHPOPMaUMOHHOM cucTteme B
cohepe 3apaBooxpaHeHuna cybbekTa Poccuiickon deaepaunm <7>.

<5> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHOAATeNbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epgepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cratbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTenbCcTBa Poccninckoit
depepaunun, 2011, N 48, cT. 6724).

20. Mpu odopmneHun peuenta B GOpPMe 3NEKTPOHHOTO [OOKYMEHTa Ha JIeKapCTBEHHble
npenapatbl, yKasaHHble B MyHKTax 9 u 11 [lopagka HasHayYeHUA JIeKapCTBEHHbIX NpenapaTos,
YTBEPKAEHHOTO HACTOAWMM MPUKA3OM, M OTMyCKaemble 3a MO/HYH CTOMMOCTb, 3amo/HATCA
cneaylolme peKBU3UTLI:

1) koa cybbekta Poccuiickon Pepepaunmn no OKATO, onpepenaowmii rocyaapcTBEHHYIO
MHPOPMALMOHHYIO cucTemy B chepe 34paBooxpaHeHua cybbekTa Poccuiickoit Peaepaunm, B KOTOpoi
chopmmpoBaH peLent B popme 3/1EKTPOHHOTO AOKYMEHTA;

2) HaMmeHOBaHMe MeAULMHCKOM opraHM3aumu, aapec, TenedoH unm Gammans, MUHUUMaNbl UMeHU
M oTyecTBa (nocnegHee - NpU HaAUUYUU) UHAMBUAYANBHOIO NpeanpUHUMaTENs, NUMEOLLEro IULEH3UI0
Ha MeAMLMHCKYIO AeATeNbHOCTb, ero afpec;

3) OIrPH topugmyeckoro nvua (MeanupmHcKon opraHmsauum) uam OFPHUN mHaueuayansHoro
npeanpuHumaTens;

4) nata opopmneHus peuenTa (yKasbiBaeTcs YMCN0, mecsal, roa);

5) pata oOKoHuyaHusA gelicTBuA peuenta (dopmupyetca rocyapcTBeHHON WMHPOPMALIMOHHOM
cuctemort B chepe 3apaBooxpaHeHna cybbekta Poccuiickon deaepalMm B COOTBETCTBUM CO CPOKaMu
aencrens peuentoB: 15 aHen, 30 aHen, 60 gHein, 90 gHein, oo 1 ropa);

6) YHMKaNbHbIA HOMep peuenTa (dopmupyeTca rocyaapcTBeHHoM MHPOPMALMOHHOMN CUCTEMOM B
coepe 3ppaBooOxpaHeHMs cybbekTa Poccuiickon Pepepaumm u obecneymBaeT  OAHO3HAYHYHO
naeHtTudMKaumo peuenta B Gopme 3/1EKTPOHHOro AOKYyMeHTa B codeTaHum ¢ OKATO, OIPH wmau
OrPHUN);

7) otmeTku '"cito" (cpouHo) uam "statim" (HemeaneHHO) NpU HEOBXOAMMOCTU CPOYHOrO MU



HemeaNeHHOro oTnyCcka 1eKapCTBEHHOrO NpenapaTta NauneHTy,

8) aapec naumeHTa (yKasblBaeTcs MOYTOBbIN aapec MecTa *KUTenbCTBa (mecTa npebblBaHMA UK
mecTa GaKTUYECKOro NPOXMBaHMUA) C YKasaHNMeM MHAEKCa, HaMMeHOoBaHMA Kpas, 061acty, pecnybamky,
aBTOHOMHOIO OKpyra M MHoro cybbeKkta Poccuitickoit deaepalmm, HAUMEHOBaHWA HAaCeNEHHOrO MYHKTa,
HauMeHOBaHMA yauubl (NpocCneKTa, nepeyska, npoesa), Homepa Aoma (C yKasaHuem Kopnyca, npwu
Ha/IMunKM), Homepa KBapTUpbI);

9) HOMep 3/1eKTPOHHOW MeAULMHCKOM KapTbl MauMeHTa B rocyapcTBeHHON WMHGOPMALIMOHHOM
cucteme B cdhepe 3apaBooxpaHeHmna cybbekTa Poccuiickon Pepepauniy;

10) dbamunus, nmsa, oTyecTso (nocneaHee - NPU HaAMUUK) NaLMEHTa NONHOCTbIO;

11) pata poxaeHus nauueHTa (YKasbiBaeTca u4MCNo, MmecAl, roa), Aana getei ao 1 roga
AOMO/IHATENbHO YKa3bIBAETCA KOJIMYECTBO MOJHbIX MECALEB;

12) damuava, MHMUMaANbl MMEHM M oTyecTBa (nocnegHee - MPU HaAMYMM) MeAULMHCKOro
pPaboTHMKA NOAHOCTbIO;

13) HaMmeHOBaHWe NEKapCTBEHHOro mnpenapata (MeAyHapoaHoe  HenaTeHTOBaHHOe
HauMeHOBaHMWe, TpPyNnMPOBOYHOE WM XMMUYECKOE HaMMEeHOBaHWE, TOProBOe HauMMeHOBaHMe),
[031POoBKa, dopMa BbINYCKa, KOIMYECTBO (BCE MO3ULLMM YKA3bIBAOTCA HA PYCCKOM A3bIKE);

14) cnocob npumeHeHUs IeKapCTBEHHOro MpenapaTta Ha rocyAapCTBEHHOM si3blKe PoccuiicKow
degepaunn MAM Ha rocyaapcTteBeHHOM A3sblke Poccuitickoit Pepepaumn M rocy4apcTBEHHOM f3blKe
pecnybaunK 1 UHbIX A3blKax Hapoaos Poccuiickoin Peaepaummn <8>;

<8> Yactb 1 cTtatbu 15 3akoHa N 1807-1 (Bemomoctu cbesga HapoAHbix aenytatoB PCOCP u
BepxosHoro Coseta PC®CP, 1991, N 50, cr. 1740; CobpaHue 3aKoHopaTenbcTBa Poccuitckoit
depepaunn, 1998, N 31, c1. 3804).

15) [AOKYMEeHT, NOATBEep:KAAWMIN Ha3HayeHUe NeKapcTBEeHHOro mnpenapaTa MO peweHuto
BpauyebHOM KOMUCCUMM MEANLMHCKON OpraHM3auum;

16) oTMeTKa O Ha3HAYeHWW JIeKapCTBEHHOTO MpenapaTta Mo peweHuo BpavyebHOl Komuccum
MeAMLMHCKOWM opraHM3aummn B Caydasx, YKasaHHbIX B ab3aue BTOPOM MyHKTa 6 lNopAgka HasHayeHun
NeKapcTBEHHbIX NPenapaTos, YTBEPKAEHHOIO HaCTOALLMM NPUKA30M;

17) oTmeTKa 0 cneumanbHOM Ha3HAYeHMM JIEKAPCTBEHHOrO MpenapaTa (3anosiHAeTcA B Cay4yasnx,
YKa3aHHbIX B NyHKTax 15 un 24 MNopAaKa HasHayeHWA NEeKApPCTBEHHbIX NpenapaTtosB, YTBEPXOEHHOro
HaCTOALWMM NPUKA3OM);

18) oTmeTKa 0 cneumanbHOM HasHaYeHMM IeKapcTBEHHOro npenapaTa nauneHTy ¢ 3abonesaHuem,
TPebyLWMM AAUTENIbHOTO KYPCOBOIO /leYeHus (3ano/iHAeTca B Clyyae, yKasaHHOM B NyHKTe 23 MopAaka
Ha3Ha4YeHMs NeKapCTBEHHbIX MPEnapaToB, YTBEPXKAEHHOrO HACTOALLMM MPUKA3OM) C NPOCTaBleHUEM
NepuoanYHOCTM OTMNYCKa JIEKAaPCTBEHHOIO Npenapara;

19) npu odopmneHun peuenta B POpme 3SNEKTPOHHOIO [AOKYMEHTA Ha JIeKApCTBEHHble
npenapaTbl, YyKa3aHHble B NOANYHKTax 2 - 5 nyHKTa 9 u nyHKTe 11 MNopAaaka HasHa4YeHMA NeKapCTBEHHbIX
npenapaTos, YTBEPKAEHHOIO HACTOALWMM MPUKA3oM, rparkaaHam, MMelWwMm npaso Ha becnnatHoe
NnojslyYeHMe NEeKAPCTBEHHbIX MPEenapaToB MAM MNOJAYyYEHME NEKAPCTBEHHbIX NPEenapaToB CO CKUAKOM,
3aNONHAIOTCA PEKBU3UTbI, NPeAyCMOTPeHHble noAnyHKTamm 1 - 18 HacToAwero nyHKTa, a TakXke
cnepytowime peKkBU3nTbI:



a) KaTeropusa rpaK4aH, MMeKLWMX NpaBO Ha MOAyYEeHME JNeKAPCTBEHHbIX MpenapaToB B
COOTBETCTBMU CO CTaTbel 6.1 PeaepanbHOro 3akoHa ot 17 nrona 1999 r. N 178-®3 "O rocyaapcrseHHOM
coumanbHom nomowm" <9>;

<9> CobpaHue 3aKoHoaaTenbctBa Poccuiickoit ®Pepepaymm, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

6) Kog, Ho3onornyeckon dopmol no MKE;

B) MCTOYHUK dMHaHcMpoBaHuA (1 - deaepanbHbi GroaxKeT, 2 - broaxKeT cybbekTa Poccuinckoit
depepaunn, 3 - MyHULMNANbHBIN BIOAMKET);

r) pasmep onnatol (1 - 6ecnnatHo, 2 - 50%, 3 - MHOI %);

) CTpaxoBoi HOMeEp WMHAMBWAYANbHOrO /AMLEBOrO cyeTa rpakaaHuHa B [leHCcMoHHOM ¢oHAe
Poccuitckoin ®epepaumm (npu Hannuum) (CHUNC);

e) HOMep noanca oba3atenbHoro MegnUNHCKOro CTpaxoBaHuUA.

21. MNMpu NpocTaBAeHUM OTMETKU, YKa3aHHOM B noAnyHKTe 16 nyHkTa 20 HactoAwero Mopsaka,
peuent B ¢GoOpme 3/EKTPOHHOrO [OKYMEHTa MOAMUCHIBAETCA YCUAEHHOM KBananUUMPOBAHHOM
SNEKTPOHHOM noANuCblD npeacenaTens WAM  cekpeTapsa BpadebHOM KOMUCCUM  MeAULMHCKOM
opraHusaumun, Npu NPoOCTaBJeHNM OTMETOK, YKa3aHHbIX B nognyHKTax 17 u 18 nyHKta 20 HacToAwero
MopsagKa, - YCUNEHHbIMU KBanUOUUMPOBAHHBIMW 3SNEKTPOHHLIMU MOAMUCAMU  COOTBETCTBYHOLLMX
MeONLMHCKMX pabOTHUKOB.

22. No TpeboBaHMIO NaUMeHTa WAWM ero 3aKOHHOro npeacTaBuTens opopmMANAETCa 3K3emnasap
peuenta B ¢opmMe 3NEKTPOHHOIO [AOKYMEHTa Ha OymaxHoOm HocuTene ¢ oTtmeTkon "Adybaukat
3/IEKTPOHHOrO AOKYMeHTa".

lll. YueT peuenTypHbIX 61aHKOB (32 UCKNIOUEHUEM pPeLenTypPHbIX
6naHkos no ¢popme N 107/y-HI "CneumnanbHbiii peuentypHblii 6aaHK")

23. YyeT peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
M3rotaBanBaemMblX Tunorpapckmum cnocobom (manee - peuenTtypHble 6AaHKWM, Nognexawpe ydery),
OCYLLLECTB/IAETCA B YKypHa/iax yyera, MPOHYMEpPOBaHHbIX, NPOLUHYPOBAHHbIX U CKPEMnieHHbIX NoANUCHIO
pyKoBOAMTENA W MeyaTbio MeAMLMHCKOM OopraHuM3auMm  WMAM  NOAMUCHI0  UHAMBWAYASbHOMO
npeanpuHUMaTENsA, UMEIOLLETO TMLEH3UIO Ha MEANLMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTypHbix 61aHKoB dopmbl N 107-1/y cogepskut cneayrowime rpadbi:
1) Homep no nopAaKy;

2) B pa3gene "Mpuxon":

a) faTa pernctpaumm 4OKYMeHTa, NOATBEPKAAIOLLEro NOCTyNaeHue;

6) Homep 1 faTa AOKYMeHTa, NOATBEPKAAIOLWEro NOCTyneHne, HAMMeHOBaHME NOCTaBLLMKa;
B) 06LLEe KONNYECTBO NOCTYNUBLUMX PeLenTypPHbIX 61aHKOB;

r) damuava, MHMUMaNbI MMEHM W OT4ecTBa (nocnegHee - NpPU  HaAM4YMKM) M MNOANMUCH
OTBETCTBEHHOro MeAMUMHCKOro paboTHUKA, MOYUYMBLLEFO PeLenTypHble 61aHKN OT NOCTaBLLMKA;

3) B pasgene "Pacxopg":



a) iaTa BblAauM peLenTypHbIX 61aHKOB;
6) KOIMYECTBO BblAAHHbIX PeLenTypHbIX 61aHKOB;

B) damMmaMA, MHUUMANbLI MMEHM U OT4YecTBa (mocnegHee - MPM HaNMYMM) OTBETCTBEHHOMO
MeAMLMHCKOro paboTHMKa, NOAYYMBLIErO peuenTypHble 6aaHKu;

I') noanncb OTBETCTBEHHOIO meanUNHCKOro pa6OTHMKa, nonyymseLlero peuenTtypHble 6ﬂaHKM,‘

4) damununa, UHMLMaNbI UMEHM W oTyecTBa (MocneaHee - MpPUM  HaAUuYMM) U NOANUCH
OTBETCTBEHHOro MeANUMHCKOro paboTHKMKA, BblAaBLIEro peuenTypHble 61aHKY;

5) ocTaTok peuenTypHbiX 61aHKOB.

25. XypHan ydyeta peuenTypHbix 61aHKoB ¢dopm N 148-1/y-88 m N 148-1/y-04(n) copepskut
cneaytouwme rpadol:

1) Homep No NopaaKy;

2) B pasgene "Mpuxoa'":

a) AaTa pernctpaumm AOKYMeHTa, NOATBEPKAAOLWEro NocTynaeHue;

6) HOMep 1 aaTa AOKYMEHTa, MOATBEPKAA0LWEro NocTyn/ieHne, HaMMeHOBaHMe NOCTaBLLMKa;
B8) obliee KONMYECTBO NOCTYNUBLLIMX PELLENTYPHbIX 61aHKOB;

r) cepum n Homepa peuenTypHbIX 61aHKOB;

) Konn4yecTBo peLenTypHbIX 61aHKOB No cepuam;

e) damumansa, MHUUMANbI MMEHM W oTyecTBa (mocnegHee - nNpW  HaAMuMM) W MNOAMMUCH
OTBETCTBEHHOro MeAMUMHCKOro paboTHUKA, MOYUYMBLLEFO PeLenTypHble 61aHKN OT NOCTaBLLMKA;

3) B pasaene "Pacxon:

a) iaTa BblAauM peLenTypHbIX 61aHKOB;

6) cepun M Homepa BbIAAHHBIX PELLeNTYPHbIX 6/1aHKOB;
B) KOJIMYECTBO BblAAHHbIX PeLenTypHbIX 6/1aHKOB;

r) ¢amuama, MHUUMANBI MMEHM M oOT4ecTBa (nocnegHee - MPU HaAUMYMKM) OTBETCTBEHHOTO
MeAMLMHCKOro paboTHMKa, NOAYYMBLLEro peuenTypHble 6aaHKu;

) noAnNncb OTBETCTBEHHOIO MeANLMHCKOro paboTHMKA, MOYYMUBLLErO peLenTypHble BaaHKu;

4) damununa, UHMLMANbI UMEHM W oTyecTBa (MocneaHee - MpPUM  HaAMuYMM) U NOANUCH
OTBETCTBEHHOIo MeANUMHCKOro paboTHKMKA, BblAaBLIEro peuenTypHble 61aHKY;

5) ocTtaToK peuenTypHbix 61aHKOB.

26. Yuetr peuentoB, 0GOpMeHHbIX B (HOpPME 3/IEKTPOHHOTO [OKYMEHTa, OCYLLEeCTBASETCA B
rocyAapcTBeHHOW WHPOpPMaUMOHHOM cucteme B cdepe 3apaBOOXpaHEHUs cybbekTa Poccuinckoi
depepaunn NnocpeacTBOM BeAEHUA eANHOMO peecTpa peuenToB, opopmaeHHbIX B GOpMeE 3/1eKTPOHHbIX
OOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (3a UCKIIOUEHMEM peLenTypHbIX



6naHKos no ¢opme N 107/y-HI "CneumnanbHbiii peuenTypHblii 6aaHK")

27. MeAnUMHCKME OpraHU3aLUnm nosy4aroT Heobxoanmole peuenTypHble 61aHKK, opopMAEHHbIe
TMnorpadckmMm crnocobom, yepes TeppUTOpPUaabHbIE OpraHbl ynpaB/ieHUs 34pPaBOOXPAaHEHMEM WK
OpraHu3auum, ynosHOMOYEHHbIE Ha 3TO OpraHamm MUCMNOJIHUTENIbHOW BAacTu cybbekToB Poccuitckom
depepaunn.

28. PeuenTtypHble 6aaHKKU, Nognexallime yyery, XpaHATCA OTBETCTBEHHbIM NMLOM, Ha3HAYeHHbIM
pPyKOBOAUTENEM MEOMLMHCKOM OpraHM3auuu, B 3anvMpaemom MeTanmMyeckom wkraody (cerde) mau
MEeTa/IIMYECKOM AILLMKE,

29. HamBuayanbHbIi NpegnpuHMMaTe b, UMELWMI IMLEH3UIO Ha MEANUMHCKYIO AeATeNbHOCTb,
XPaHUT peLenTypHble 61aHKKM, NoanexKalme yyeTy, B 3anMpaeMom MeTaNIMyeckom WKady (cende) nam
METa/IIMYECKOM SILLMKE,

30. MpoBepKa COCTOSHUA XpPaHeHUA, ydyeTa, GaKTUYECKOro Haluyusa M pacxoda peuenTypHbIX
61aHKOB, nognexawmx yyeTy, OAMH pa3 B KBapTan OCYLIECTBAAETCA KOMMCCUElN, cOo3gaHHOW B
MeANLNHCKON opraHu3aLmmn.

31. PeuenTypHble 6naHKM, odpopmasemble Ha BymaxKHOM HocuTesne W noasexalime y4yery,
BbIAAOTCA MEANLMHCKMM paboTHMKaM, MMEWMM NpaBo 0pOpPMAEHUA PELENTOB, MO PACMOPAMKEHUIO
rNaBHOro Bpaya WM ero 3amecTuTens.

|_|Ofly‘~IEHHbIe peuenTtypHble 6naHKM Ha 6yMa)KHbIX HOCUTENAX XPaHATCA MegUnUNHCKUMU
paGOTHMKaMM B NomelleHunAx, O6€CI'IeLIMBaIOLLI,VIX MUX COXPaHHOCTb.

32. MporpaMMHO-TEXHUYECKNE CPeACTBA FOCYAAPCTBEHHbBIX MHPOPMALMOHHBLIX cucTem B coepe
3[PaBOOXPAHEHUNA,  MEOULUMHCKUX  MHOOPMALMOHHbLIX  CUCTEM  MEOULMHCKUX  OpraHu3aumi
obecneymBatloT XpaHeHUE 3NEKTPOHHbIX peLenToB, 0GOPMIIEHHbIX B GOPME 3/1IEKTPOHHbIX AOKYMEHTOB B
TeYeHMe CPOKOB, YCTAHOBNEHHbIX ANA XPaHEHWUA peLenToB, OPOPMIEHHbIX HA COOTBETCTBYOLIMX
dopmax peuLenTypHbIX 61aHKOB Ha BymayKHOM HocuTene <10>.

<10> MNoanyHKT 5.2.169 MNonoxeHuns o MuHuctepctee (CobpaHue 3akoHoaaTenbcTBa Poccninckoit
depepaunn, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Mpunoxkenue N 4

K NpuKasy MunHUCTepcTBa 34paBOOXPAHEHNA
Poccuiickoin Peagepaumn

oT 24 Hoabpna 2021 r. N 1094H

®OPMA CMNELMAIBHOIO PELLENTYPHOTO BNTIAHKA N 107/Y-HN

MuHUCTEepCTBO 34paBooXpaHeHns Poccuinckon Koa ¢popmbl no OKY/[,
denepaunn MeAaMLUMHCKas 4OKYMeHTauus
dopma N 107/y-HN,
YTBEPXKAEHHAs NPUKa3oM
MuHKCTEPCTBA 34PaBOOXPAHEHNS

LWTamn MeaMLMHCKOW opraH13aumm N
AL P 4 Poccuiickoit deaepaumm
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PELIENT

Cepuna N

" 20 .
(naTa BbINUCKM peuenTa)

(B3pOCAbIN, AETCKUI - HYXKHOE NOAYEPKHYTD)

damunus, Ums, oTyecTso (nocnegHee - NPU HaANUYNK)
nayueHTa

Bospact

Cepvm M HOMEP Nosinca obA3aTenbHOro MegNUNHCKOro CTpaxoBaHuUA

Homep meanUMHCKOM KapTbl

damunus, Mms, oTyecTso (NocaegHee - NPU Haanuumnm)
Neyaluero Bpaya (benbaliepa, akywepKu)

2] o H PP PSP PPPRPPPPPIRE

MoAnucb M ANYHan nedaTb Bpaya
(noanuck denbawepa, akywepku)

damunnsa, Uma, oT4ecTso (nocieaHee - NPU HaAUYUK) U NOAMNUCH YNOAHOMOYEHHOTO ANLA
MeNLNHCKON opraHM3aumnm

OTmeTKa anTeyHoM opraHmnsauunm ob otnycke

damunnus, nms, oT4ecTBo (NocaegHee - NpU HaaMuMmM) U NOANNCL PaBOTHUKA anNTeUYHOM
opraHusauum

Cpok aeiicteus peuenta 15 gHel

M.M.

M.M.

M.M.



MpunoxkeHne N 5

K NpuKasy MuUHUCTepCcTBa 34paBOOXPAHEHNA
Poccuiickoin Pepepaumn

oT 24 Hoabpna 2021 r. N 1094H

NoPAAOK
W3roTOB/IEHWA, PACNPEAENEHWA, PETUCTPALIUU, YYETA U XPAHEHUA
PELLENTOB, COAEPALLMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
WU NCUXOTPOMHbIX BELLEECTB

I. MopAaoK U3roToBNAEHUA, pacnpeaeneHna cneymuanbHbIX
peuenTypHbiX 61aHKos no popme N 107/y-HM

1. OpraH13aumio M3roToBAEHUA U pacnpeaeneHua peuenTypHbix 6naHkos no popme N 107/y-HM
"CneumanbHbiii peuenTypHbln bnaHK" (ganee - cneunanbHbIM peuenTypHbid 6naHK) ocyliecTBaset
MuHUCTEpPCTBO 34paBooxpaHeHna Poccuiickon Peaepauymm (ganee - MUHUCTEPCTBO).

2. CneymanbHble peuenTypHble 6AaHKKM ABNAIOTCA 3alLULLEHHON noaurpaduyeckon npoaykumen
ypoBHsa "B", nsrotasnneaemoit Ha bymare po3oBoro ugeTa pasmepom 10 cm x 15 cm, A0NKHbI UMETb
Ceputo MU HOMep, a TaKKe COOTBETCTBOBATb TpPebOBaHMAM, YyKasaHHbIM B MNpuKase MuHUCTepcTBa
dunHaHcoB Poccuiickoint ®epepaunn ot 29 ceHtabpa 2020 r. N 217H "O6 ytBepKAeHUU TexHUYeCcKnx
TpeboBaHUI M YCNOBUI M3FrOTOBAEHUA 3aLLMLIEHHOM OT noAaaenok noaurpadpuyeckor npoaykumm"
(3apernctpuposadH MwuHUCTepcTBOM tocTMUMK  Poccuitickoit  depepauum 16 Hosbps 2020 r.,
pernctpauunoHHbiii N 60930).

3. B uenax opraHnsaumm M3roToBAEHUA M pacnpeaeneHuns CnelnanbHbiX peuenTypHbIX 61aHKoB
MeAMLMHCKME OpraHM3auuun, MMerowme MNpaBo OCYLWEeCTBAATb Bblgayy PeLenToB Ha HapKoTUYecKue
CpeacTBa WM MCUMXOTPOMHble BewiectBa cnucka |l MepeyHs M 3aperncTpupoBaHHble B Poccuiickoit
denepaumn B KayecTBe JIEKAPCTBEHHbLIX MPEnapaToB A MeAMUMHCKOro npumeHeHus (panee
COOTBETCTBEHHO - MEAMUMHCKas OpraHu3auus, HapKOTUYECKMI (NCUXOTPOMHbIA) JIEKAPCTBEHHBIN
npenapar), COCTaBAAOT 3aABKM Ha peuenTypHble 6aaHKK.

4. B cpok Ao 1 oKTAbps TeKylwero roga 3asaBKU MeAULMHCKUX OpraHu3auMii Ha cneumanbHble
peuenTypHble 61aHKM NpeacTaBAsOTCA:

1) MeguUMHCKMMKM OpraHusauuamun, Haxogawmmuca B BedeHun deaepasbHbIX OpPraHos
NCMONHUTENbHOM BNACTK, - B COOTBETCTBYIOWME deaepasibHblie opraHbl UCMONHUTEIbHOM BAaCTy;

2) MeAMUMHCKMMM OpraHu3auMamM, HaxoaAwMMmnca B BedeHUU cybbekToB Poccuinckoi
denepaunn, MeauLUHCKUMMN OPraHn3auMaMM MyHULMNANAbHOM M YacTHOM CcUCTEM 34PpaBOOXPaHEHUS - B
opraHbl MUCMONHUTENbHOW BAacT cybbekToB Poccuiickoii Pepepaummn B chepe oxpaHbl 340POBbA
rpaxkgaH, Ha TeppPUTOPUM KOTOPbIX OHU PACnoNOXKeHbl (Janee - opraHbl UCNONHUTENbHOW BAACTU
cybbeKkToB Poccuiickonn Pegepaunm).

5. B 3aABKe mMeAMLMHCKOM OpraHu3aLMu Ha cneuuanbHble peuenTypHble 61aHKM yKa3sbiBaloTcA
cneayoume cBeeHus:

1) cBepeHMsa 0 MeAULMHCKON opraHusauumu, noAaslield 3asBKy Ha creuuanbHble peuenTypHble
61aHKM (NoNHOE HaMMeHOoBaHMe, afpec MecTa HaxoXaeHns);

2) KONMYeCTBO cheuManbHbIX peuenTypHbiX 61aHKOB, W3PacXoAo0BaHHbIX  MeAULIMHCKOM
opraHusaumelt Ha 1 aHBapA NpeALecTBYOLWEro roaa;

3) KoAMYecTBO crneumnanbHbIX peuenTypHbIX 61aHKOB, HEOBXOANMBIX MeANLNHCKON opraHu3aumnm
Ha c/ie4yloLWwnii roa.



3aaBKa Me,ﬂ,MLLMHCKOVI OpraHn3aunnm Ha cneuyunasibHble pelenTypHbie 61aHKK noanuncbolBaeTcA
pyrkoBoauTenem Mep,VILI,VIHCKOI\;I OopraHunsauuu, KOTOprVI HeceT nepCcoHa/ibHYKO OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb U A0CTOBEPHOCTb YKa3aHHbIX CBGAEHVII\;I.

6. PesepanbHblie opraHbl UCNONHUTENbHOW BAACTH, B BeAEHWUM KOTOPbIX HaX04ATCA MeAMLMHCKNe
opraHusaunu (ganee - deaepanbHble OpraHbl UCMOAHUTENbHOW BAACTU), U OpraHbl UCMOAHUTENLHOM
Bnactm cybbektoB Poccuitickoih Pesepauim Ha OCHOBaHWM 3aABOK MeAMUMHCKUX OpraHusaumii Ha
cneumanbHble peuenTypHble 6aaHKM GOPMUPYIOT CBOAHbIE 3aABKM Ha chneuManbHble peuenTypHble
671aHKK 1 B CPOK 80 1 AeKabpsa TeKyLlero roga NpPeacTaBaaoT ux B MUHUCTEPCTBO.

7.B CBO,CI,HOVI 3aABKe Ha cneuunazbHble peyenTypHble 61aHKK YKa3blBakOTCA cheayrowme ceeaeHnA:

1) cBeaeHus o peaepanbHOM OpraHe MUCMOJIHUTENIbHOM BAAacTU (OpraHe MUCMOJIHUTENIbHOM BAACTU
cybbekTa Poccuiickoit degepaumm), npeacTaBuBLLEM CBOAHYIO 3a8BKY Ha cneuManbHble peuenTypHble
61aHKK (NONHOE HanmeHOBaHWe, aApPec MecTa HaxoXaeHus);

2) KONMYECTBO creumanbHbIX peLenTypHbix 6/1aHKOB, pacnpegeneHHbix degepanbHbIM OPraHoM
WUCNONHUTENbHOW B/IacTM (OpraHOM MCNOAHMUTENbHOM BNacTn cybbekTa Poccuitickoit depepaumm) Ha 1
AHBAPA NPeALEeCTBYIOLLErO roAa MeXay MeanuMHCKUMM OpraHM3aunamMmm;

3) KO/NMYecTBO cheumanbHbIX peuenTypHbiX 61aHKOB, HeobxoAuMmbIX ¢eaepanbHOMYy OpraHy
WCNONHUTENbHON BNacTu (opraHy WCNOAHUTENbHOW BnacTn cybbekta Poccuiickon depepauyumm) Ha
cnepyoLmii rog ana pacnpegeneHnn mexay meauumMHCKMMM OpraHM3aumamu;

4) cBegeHua O MNoaBeAOMCTBEHHOW OpraHuM3auMu, YNoJIHOMOYEHHON deaepanbHbIM OpPraHoM
WCNONIHUTENbHON BNAcTM (OpraHoM WCMONHUTENbHOM BnacTM cybbekTa Poccuiickoh degepaumm)
OCYLLECTB/ATb NOJIyYeHME cheunanbHbiX peuenTypHbiXx 61aHKOB OT MUWHUCTEPCTBA, UX XPaHeHWe WU
BblAauyy MeANLMHCKMM OpraHM3aumam (NoaHoe HaumeHoBaHMe, agpec MecTa HaxoxaeHus, MHH/KMM,
OKTMO opraHu13aumnm, GakTMUYeCcKUin agpec NocTaBKm).

8. Ha ocHOBaHMM MO/NYYEHHbIX CBOAHbLIX 3aABOK Ha CcneuuanbHble peuenTypHble 6aaHKK
MMWHUCTEPCTBO €XKeroaHo B CPoK A0 15 aAHBapsa cieaytowero roga Gopmupyet U yTBeprKAaeT naaH
pacnpefeneHus cneumanbHbIX peuenTypHbIX 6/1aHKOB, B KOTOPOM OTpaKaeTca rogosas noTpebHocTb
Poccuiickoit degepaummn B cneuuanbHbiX peuenTypHbiXx 6naHKax (ganee - naaH pacnpegeneHus
MuHUcTepcTBa).

9. B nnaHe pacnpegeneHms MUHUCTEPCTBA YKa3biBaAlOTCA CAeAyloWme CBeAeHUs:
1) nopaAKoBbIM HOMEp 3anucK;

2) HaumeHoBaHMWe ¢denepanbHOro opraHa MCMOAHUTENbHOM BAAcTU (OpraHa WCMOAHWUTENbHOW
BnacTm cybbekta Poccuitickon ®depepaumn), nNpeacTaBMBLIErO CBOAHYI 3aABKY Ha CrneuuanbHble
peuenTypHble 6naHKK;

3) Heob6x0AMMOE KONNYECTBO CreumnanbHbiX peLenTypHbIX 61aHKoB.

10. HanpaBneHue cnewumanbHbIX peuenTypHbix 61aHKoB dpeaepasibHbIM OpraHam UCMONHUTENbHOM
BJ1aCTW, OpraHam MUCMNOAHUTENbHON BNacTM CcybbekToB Poccuiickot ®depepaunn ocyluecTsaseTcs
MMWHUCTEPCTBOM B KO/IMYECTBE, NPeayCMOTPEHHOM MNIaHOM pacnpegeneHusa MuHucTepcTBa.

11. MUHUCTEPCTBOM AOMONHUTENBHO K KOJMYECTBY CMeLManbHbIX PeuenTypHbiX 61aHKOB,
npeaycmMoTpeHHOMY MNiaHOM pacnpedeneHus MwuHucTepcTBa, dopmupyeTca pesepBHbI  3anac
CneumanbHbiX peuenTypHbix 61aHKOB B KoAMdecTBe, He npesblwatowem 150 000 cneumanbHbIX
peuenTypHbIX 6/1aHKOB.

12. B caydyae yBenuuyeHua notpebHOCTM B CneumanbHbiX peuenTypHbiX 6aaHKkax deaepanbHble



OopraHbl UCMOJIHUTE/IbHOM BacTK (OpraHbl UICNOJIHUTENbHOM BNacTu cybbekToB Poccuiickon deaepaumm)
HanpaBAAlT B MMHUCTEPCTBO CBOAHbIE 3asABKW Ha LOMNOJSHUTE/IbHOE KOJIMYECTBO CheLManbHbIX
peuenTypHbix 61aHKoB (C 0OOCHOBAHMEM YBEAMYEHUS MOTPEOHOCTM B CheumasnbHbIX peuenTypHbIX
6naHKax), KoTopble npeaocTaBaaoTca MUHUCTEPCTBOM M3  pe3epBHOro 3amaca  CneumanbHbIX
peuenTypHbIX 61aHKOB.

13. depepanbHble opraHbl UCNOAHUTENbHOM BAACTM (OpraHbl UCNOAHUTENLHOW BAAcTU Cy6beKToB
Poccuiickoit ®egepaunn) pacnpenensatoT MNojydYeHHble chneumanbHble peuenTypHble BaaHKKM mexay
MeOMULMHCKMMU OPraHu3aumMsamMM Ha OCHOBaHMM MAAHOB pacnpegeneHuns, cOOPMUPOBAHHBLIX B
COOTBETCTBUM C 3aAABKAMMN MEAMLMHCKMX OPraHM3aLmii Ha creumanbHble peuenTypHble 61aHKu.

Il. MopapoK perncTpaumnm, ydeta u XpaHeHUA cneumanbHbIX
peuenTypHbiX 6n1aHKos no popme N 107/y-HM

14. MwWHWCTEPCTBO, WHble ¢eaepanbHble OpraHbl  WCMOJHWUTENbHOW BAACTM W OpraHbl
UCMONIHUTENbHOW BRacTu cybbekToB Poccuiickoi depepaumy OpraHM3yloT XpaHeHMe cheumanbHbIX
peuenTypHbiX 671aHKOB B MOABEAOMCTBEHHbIX OPraHM3aumsaX, YMNOJHOMOYEHHbIX OCYLLEeCTBAATb
nonyyeHWe creumanbHbIX pPeuenTypHbiXx 671aHKOB OT MMUHUCTEPCTBA, MX XPaHeHMe U  Bblgauy
MeAMULMHCKMM OpraHM3aumnam (aanee - ynoaHOMOYEHHas opraHu3aums).

15. B yno/HOMOYEHHOW OpraHn3aumnm U MeanLUMHCKON OpraHn3aLmnm, NoayuYmsLIEen cneunanbHble
peuenTypHble 6/71aHKW, OpraHU3yeTcA perucTpauma, y4eT U XpaHeHue chneumanbHbiX peLenTypHbIX
6.1aHKoB.

PerncTpauma, yyeT M XpaHeHMe pe3epBHOro 3amaca ChneuuanbHbIX peuenTypHbiX 6naHKoB
MuHucTepcTBa ocywecTBaseTca deaepanbHbIM  roCyAapcTBEHHbIM  BIOAMKETHBIM  yUpeXOeHMEM,
Haxo4AWMMCA B BedeHMM MuHUcTepcTBa (gJanee  COOTBETCTBEHHO -  pe3epBHbIM  3anac,
NofBeLOMCTBEHHOE yUpexaeHme).

16. PaboOTHMK, HasHauyeHHbI MPUKA3OM PYKOBOAMTENSA YNOJHOMOYEHHOW OpraHusauum
(ynonHomoueHHoW opraHusaLmm, NogBeS0MCTBEHHOIO YUYperKaeHWn) OTBETCTBEHHbIM 3@ PErncTpaLmio,
XpaHeHWe W ydyeT cheumanbHbIX PeuenTypHbix 6/1aHKOB (4anee - OTBETCTBEHHbIM PabOTHUK), Ha
OCHOBaHWW A0BepeHHOCTH, 0GdOPMAEHHON B MOpAAKe, YCTaHOBNEHHOM 3aKOHOAATE/NbCTBOM
Poccuiickot  depepaumn  (C NOANUCHIO  PYKOBOAMUTENA  YNONHOMOYEHHOM  OpraHusauum
(ynonHomoueHHOW opraHuM3auMM, NOABEAOMCTBEHHOrO YyYyperKAeHus), rnaBHOro byxrantepa,
3aBEepeHHbIX KPYr10W MNeyaTtblo), MOAy4YaeT crneuuanbHble peuenTypHble 6AaHKM U ocyllecTBaAer
BeAEHME KypHana PerucTpauumn 1 ydeTta cneumanbHbiX peuenTypHbIX 61aHKOB, K KOTOpomy npuobluaer
¢doTo- u (nn) Buaeomatepuansl, noaTeepaatolme Gakt obopmaeHuUs peuenTypHbIX 61aHKOB Ha AOMY
(npy Hannumn).

17. XypHan perMcTpauum u y4yeTa CcreuManbHbiX PeLenTypHbiXx 61aHKOB A0aXeH 6biTb
NPOHYMepOBaH, NPOLHYPOBaH, MMEeTb Ha NociefHel CTpaHWLEe 3anucb, COAEPXKallyto KOAMYecTBO
CTPaHWU, MONHOE HauMeHOBaHWe YMNOJIHOMOYEHHOW opraHuMsaunm (MeauUMHCKOW OpraHM3auum,
NnoABeAOMCTBEHHOrO y4ypeskaeHua), a TaKKe CKpenaeH noAnucbio pPyKoBOAMTENs W NedyaTblo
YNOJIHOMOYEHHOW OpraH13aumm (MeauUUMHCKOM opraHn3auum, NoABeA0MCTBEHHOIO yUpeXaeHus).

ypHan peructpaumm M yyeTa CNeuManbHbIX pPeuenTypHbiXx 6/1aHKOB pe3epBHOro 3anaca
MUWHUCTEPCTBA CKPEnaAeTca TaKXe MOANUCHI0 AMpeKTopa (B C/lyyae ero OTCYTCTBMA - 3aMecTuTens
AvpekTopa) [lenaptameHTa peryanposaHua o6palleHUs NeKapCTBEHHbIX CPeAacTB U MeAMLMHCKUX
nsaennin MmHucTepcTea 1 nedvatbio MuHucTepcTBa.

18. B KypHane peructpauuMum M ydyeTa cheumanbHblX peuenTypHbiX 61aHKOB YKasblBaloTCA
cneaylolme cBeaeHuUA:

1) nopaAKoBbIM HOMEp 3anucK;



2) NpuxoZ cneumanbHbIX peLenTypHbIX 61aHKOB:

a) peKBU3UTbI M AaTa PerncTpaLmMm NpMxXoaHOro AOKYMEHTa;

6) 0bLlee KOAMYECTBO NOCTYNUBLLMX CNELMaNbHbIX PeLenTypHbIX 61aHKOB;

B) CEpuA 1 HoOMep crneunanbHOro peuenTypHoro 61aHKa;

r) KOAIMYECTBO CNeLnanbHbIX peLenTypHbix 61aHKOB MO Kaxkaon cepuu;

4) damunun, umsa, otyecTBo (NocnegHee - NPU HAIMYUK) U NOANMMUCb OTBETCTBEHHOTO PAabOTHUKA];
3) pacxog cneumanbHbIX peuenTypHbIX 61aHKOB:

a) AaTa BblAauM CneumanbHbiX peuenTypHbiX 61aHKOB;

6) cepun M HoMepa BblAAHHBIX CNEeLUabHbIX PeLenTypHbIX 61aHKOB;

B) KONMYECTBO BblAaHHbIX CMeunanbHbIX peLenTypHbiXx 6/1aHKOB C yKasaHMeM B CKobKax
KO/IMYEeCTBa CneumanbHbIX peuenTypHbIX 61aHKOB, BblAaHHbIX 4158 0POPMAEHNA Ha A0MY;

r) ¢ammavsa, uma, oTyecTBo (nocnegHee - MpPW HaAMuMM) U MNOANUCL AMLA, MNOAYYMBLUErO
cneumanbHble peuenTtypHble 61aHKu;

[) KOIMYECTBO CneLnanbHbiX peuenTypHbix 61aHKOB, 0GOPMAEHHbIX Ha AOMY;

e) bammnma, uma, otyecTBo (MocnegHee - MpU HaAMuMKU) U NOAMUCL NMUa, OPOPMUBLIENO
cneumanbHble peuenTypHble 61aHKU Ha A0OMY;

4) bamunus, UMaA, oT4ecTBOo (NocneaHee - NPU HaAMUYUKU) U NOANMUCb OTBETCTBEHHOTO PaboTHUKA;
5) octaToK cneumanbHbIX peuenTypHbIX 61aHKOB.

19. CneumanbHblii peuenTypHbii 6naHK ABAAETCA AOKYMEHTOM CTPOro oOT4YeTHOCTM. 3anac
cneumanbHbIX peuenTypHbIX 61aHKOB B MeULMHCKOM OpraHM3aLmMm AOKEH XPAaHUTLCA B CMeuuanbHbIX
nomeLlyeHusx, ceridax nam B cneLmanbHO U3roTOBAEHHbIX WKadax, 0OUTbIX OLLMHKOBAHHbLIM Kene30M, C
HaZeXHbIM BHYTPEHHUM UAWN HAaBECHBIM 3aMKOM.

MomelleHUs, celdbl, WKadbl, B KOTOPbIX XPaHATCA cneunanbHble peuenTypHble 6AaHKK, AOMKHbI
6bITb 3aKPbITbl Ha 3aMKM W NOC/Ne OKOHYaHMA paboTbl onedyaTaHbl Me4yaTbio YMNOJHOMOYEHHOM
opraHuM3auunu (MeguUnHCKOM opraHMsaLmm) nam oniombmpoBaHsl.

20. B MeAMUMHCKMX OpraHM3aumsax 3amac CneumasnbHblX PeLenTypHbiX 61aHKOB He AOSKeH
npesbIWaTb rog0BOM NOTPeOGHOCTH.

21. Paspewaetca BblgaBaTb MeAMUMHCKOMY paboOTHUKY, MMelolemMy MpaBo Ha3HadaTb
HapKoTUYecKMe (MCMXOTPOMHbIE) NIeKapcTBEHHble MnpenapaTtbhl, eaAuHoBpemeHHO He 6onee ABaguaTut
cneumanbHbIX peuenTypHbiX 61aHKOB.

MeaununHckme paﬁoTHMKM, BbiNUCbiBaOWwmne peuenTtbl Ha HAPKOTUYECKUE (I'ICVIXOTpOI'IHbIe)
NEeKapCTBEHHbIE NpenapaTbl, Ha OCHOBaHWNKN NPUKa3a pykoBoOAUTENA ME,CI,MLI,MHCKOI)‘I OopraHnsaunnm HecyT
NNYHYKO OTBETCTBEHHOCTb 3a COXPAHHOCTb NOJIYHEHHbIX CneunanbHbIX pPeLenTypHbIX 61aHKOB.
CneumanbHble peuenTtypHble 6J'IaHKVI, nonyyeHHble megnunHCKMm pa6OTHVIKOM, XPaHATCA No4 3aMKOM B
CeVIq)aX, MEeTaANNTNYECKUX LLIKad)aX NN MeTannnvyecCkunx anKkax.

22. B MeAMUMHCKOW OpraHM3aumMmM CO34aeTcs NOCTOAHHO AEWNCTBYIOWAA KOMUCCUA, KOTopasa He
pexe 1 pasa KBapTan (Mo pelleHno PyKoBOAMTENs MeAULIMHCKOW OpraHM3aumm BO3MOMKHO Yalle)



OCYLLECTBAAET NPOBEPKY COCTOAHUA PErMCTPALMM U yYeTa cneumanbHbIX peuenTypHbIX 6/1aHKOB, B TOM
yncae NyTem CBEPKM 3anmncei KypHana perucTpauum u ydeTta cneumanbHbIX peuenTypHbiX 61aHKoB, C
baKTUYECKMM HanmMumem creumnanbHbiX peLenTypHbIX 61aHKOB, a TaKKe NPOBEPKY COCTOAHUA XpaHeHuA
cneumanbHbIX peuenTypHbIX 61aHKOB.

Mo pe3ynbTaTam NPOBEPKU B KypHae PerncTpaumn 1 yuyeta cneupmasnbHbiX peuenTypHbix 61aHKoB
AenaeTca 3anuncb 0 pesynbTaTax NPoBeAeHUA CBEPKU AaHHbIX, 3aKpenieHHana NoAnUcAMM BCEX YNEHOB
KOMMCCUU, UM CO303aETCA CNELManbHbIA aKT NPOBEPKM.

23. depepanbHble opraHbl UICMOJHUTEIBHOW BNACTU U OPraHbl UCMOJIHUTEIbHOM BAACTU Cy6beKTOB
Poccuiickolt desepaunmn ocyLwecTBAAIOT KOHTPOAb 3@ OpraHusaumelt perucTpauum, yyeta U xpaHeHus
CNeuManbHbiX  peuenTypHbiXx 6/J1aHKOB B YNOJHOMOYEHHbIX OPraHM3aumax W MegUUMHCKUX
opraHusaumax.

24. Bblgaya cneumanbHblX peLenTypHbix 61aHKOB M3 pe3epBHOro 3amaca MwuHuUcTepcTBa
depepanbHbIM OpraHam WCNONHUTENIbHOM BAACTM M OpraHam WMCNOAHWUTENbHOW BAacTn cybbekTos
Poccuinckoli  depepaupmum  OCylW,ecTBAAETCA  OTBETCTBEHHbIM  PabOTHMKOM  MNOABEAOMCTBEHHOTIO
yupexaeHua Ha OCHOBaHMM pelleHua o6 oTnycKe cneunanbHblX peuenTypHbix 61aHKoB, 0GOpPMAEHHOTO
B BMAE NMUCbMa, MOAMNUCAHHOIO AMPEKTOPOM (B C/lyyae ero OTCYTCTBMA - 3aMecTUTeNemM AMpeKTopa)
[enapTameHTa peryivpoBaHua o6palleHna NeKapCTBEHHbIX CPeAcTB W MeAMUMHCKUX  U3penvi
MwuHucrtepcrtsa.

MpoBepKa AeATeNbHOCTU NOABEAOMCTBEHHOIO YUPENKAEHUA NO PEernctTpaLmm, yu4ety u XpaHeHuto
pe3epBHOro 3anaca ocyuiecTsaseTca [enapTaMeHTOM peryampoBaHua obpalleHUs NeKapcTBEHHbIX
cpeacTs U MeaMUMHCKMX M3genuit MuHucTepctBa 2 pasa B rog He nosgHee 20 uucna mecsua,
cneayoLLero 3a UCTEKLWUM Noayroanem.

MpunoxkeHne N 6

K NpuKasy MuUHUCTepCcTBa 34paBOOXPAHEHNA
Poccuiickoin Peagepaunn

oT 24 Hoabpna 2021 r. N 1094H

NPABUNIA
OdPOPMJIEHUA PELENTOB, COAEPKALLMNX HASHAYEHME HAPKOTUYECKUX
CPEACTB UIN NCUXOTPONHbIX BELLLECTB, B TOM YUCJIE B DOPME
SNNEKTPOHHbIX JOKYMEHTOB

I. OpopmneHue peuenTta Ha 6ymaxKHOM HocuTene

1. Ha peuenTypHbix 6n1aHKax ¢opmbl N 107/y-HIM B neBom BepxHem yray nNpocTaBAfeTCA WTamn
MeZMUNHCKON OpraHmM3aumMmn C yKasaHMem ee NOJIHOr0 HaMMeHOBaHWA, agpeca v TenedoHa c AaToi
BbINUCKM (faTol odpopmaeHnn) peuenTa Ha IeKapCTBEHHbIM Npenapar.

PeuentypHble 6naHkn ¢opmbl N 107/y-HI u3roTaBaMBaloTCA MCKAHOYUTENBHO TUMNOTPadCKUM
cnocobom.

2. Ha peuentypHbix 6naHKax, 0dOPMAAEMbIX WHAMBUMAYaNbHbIMW MNpeanpUHUMATENAMMU,
UMEIOWUMM JINLEH3NIO Ha MEAMUMHCKYIO AEATENbHOCTb, B BEPXHEM JIeBOM Yray TUNorpadckum
cnocobom MAM NyTem NPOCTaBAeHMA WTamna AoXeH 6biTb YyKasaH agpec WMHAMBUAYaNbHOrO
npeanpuHMmaTens, Homep M AaTa JULEH3UW, HaMMEHOBaHME OpraHa rocyAapCTBEHHOW BAacCTH,
BblAABLUErO IMLEH3MIO.



3. PeuentypHble 6naHkM ¢opmbl N 107/y-HM 3anonHaoTcA MeAULMHCKMM PaboTHUKOM
YepHUIaMU UM LLIAPUKOBOM PYYKON.

4. Jonyckaetcs opopMieHNe BCEX PEKBU3NTOB (3a UCKAOYEHMEM peKkBM3nTa "lMoannck fedalero
Bpaya (moanuch denbaliepa, akywepkun)') peuentypHbix 6naHkos ¢dopmbl N 107/y-HMN ¢
MCMNO/Ib30BaHWEM MeYaTatoWwmnx YCTPOMCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HIM B cTpoKax "®amunns, uma, ot4ectso (nocneaHee -
npu Hannumm) naupenTa" n "Bospact” yKasblBatOTCA NOJHOCTbIO pamuamaA, UMA, OTYECTBO (nocnegHee -
NPV HaIMYUK) NALMEHTA, ero BO3pacT (KOANMYECTBO NOJIHbIX NET).

JonycTMmo ykasaHue gaTbl POXKAEHUA NauueHTa.
6. B peuentypHom 6naHke popmbl N 107/y-HNM:

1) B cTpoke "Cepusi U Homep nonmnca obA3aTeNbHOro MeAULMHCKOro CTpaxoBaHUA" yKasbliBaeTcA
HoMep noaunca 06a3aTesIbHOro MeANLMHCKOTO CTPAX0BaHWA NaLMeHTa (Mpy Haanuum);

2) B cTpoke "Homep MeAMUMHCKOW KapTbl" yKasblBaeTca HOMEpP MeAULMHCKOM KapTbl NaluMeHTa,
NosiyyatoLLero MeguLMHCKY0 NMOMOLLb B aMByNaToOpHbIX YCNOBUAX, AN UCTOpUKM BONe3HM NaLMeHTa,
BbIMUCbIBAEMOTO U3 MEAMULMHCKOM OpraHu3aLmm;

3) B cTpoKe "®amunua, uma, otyecTBo (NocnesgHee - NpU HaAMYMK) Nedallero Bpaya (penbalepa,
aKyLwepKn)" yKasblBaeTcs MOJAHOCTbIO GamuauaA, Mms, OTY4ecCTBO (nocnegHee - NMpU HaAMuYMM) Bpayda
(benbawepa, aKkylwepKu), BbINMCABLIErO PeLEnT Ha HapKOTUYECKMI (NCUXOTPOMHbIN) NeKapCTBEHHbIN
npenapar.

7. B rpade "Rp" peuentypHoro 6narka dpopmbl N 107/y-HIM yKasbiBaeTca:

1) HaumeHOBaHME NEKapCTBEHHOro npenapaTa  (MeXAyHapogHoe  HenaTeHTOBaHHoe
HauMeHOBaHMe, FPYNMNUMPOBOYHOE WAN XMMMUYECKOE HaMMEHOBAHWe, TOProBoe HauMMeHOBaHWE) Ha
NAaTUHCKOM f3bIKE WM Ha PYCCKOM A3blke, Gopma BbIMYCKa, A03MPOBKA, KOAMYECTBO (YKasblBaeTcA
NPONMCbIO Ha pelenTypHomM baaHke popmbl N 107/y-HIM);

2) cnocob nNpuMeHeHWs NeKapCTBEHHOrO NpenapaTta Ha roCyfapCTBEHHOM f3blke PoccuiicKoi
desepaumm UAM Ha rocydapcTBEHHOM A3blke Poccuiickolt Pepepaumn M rocyZapCTBEHHOM f3blKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickoit Pegepaumm <1>,

<1>Yactb 1 ctatbu 15 3akoHa Poccuiickoit Peapepaunm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoBs Poccuiickon Pepepaunn” (aanee - 3akoH N 1807-1). (BeaomocTn cbesga HapoaHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. NMpu odopmneHnm peLenTypHbIX 61aHKOB 3aMpeLlaeTca OrpaHMYMBaTLCA OBLLMMMN YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

9. Mpu odopmaeHUM NauueHTy peuenTypHoro 6naHka dopmbl N 107/y-HM Ha HapKOTUYECKWUi
(NCMXOTPONHbLIA) NEKAPCTBEHHbIM MpenapaT B pPaMKax OKasaHUA MeAMUMHCKOW NOMOLWM Mpu
onpegeneHHoM 3aboseBaHUM TaKOM peLLenT 3aBepaAeTCcA:

1) noAnMCcbIO U ANYHOM NeYyaTblo Bpada Mbo nognucbio penbaliepa (aKylwepku);

2) neyatblo MeAMLMHCKOW OpraHusaumu, AnMbo CTPYKTYPHOro noAapasfaeneHns meauuMHCKOW
opraHusaumm "[na peuenTtos", KOTopaa MNPOCTaBAAETCA JIMLOM, YNOJHOMOYEHHbIM pyKoBOAMUTENEM
MeAMLMHCKOWM OpraHM3aummn c ykasaHuem GaMuivu, UMeHW, OTYecTBa (nocneaHee - NpuU HaAUuUK) u



npocCTtaBieHnem ero JNINYHOM noanucu.

B cayyaax HeobxoaumocTM o0GdOpMAEHUSA peulenTa Ha HapKOTUYECKUM (NCUXOTPOMHbIN)
JIeKApCTBEHHbIM MpenapaT Ha AOMY B pPaMKax OKasaHMA MNaaIMaTUBHON MeAMUMHCKOM NOMOLLM
OOMYCKaeTca npenBapuTe/ibHOE 3aBepeHMe pelenTa LWTaMmnom MeaMUMHCKON opraHM3aumumn, neyatbio
MeAMLUMHCKOM OpraHu3aunm Anbo CTPYKTYPHOro noapasfeneHus mMeauuMHCKOW opraHusauum "Ons
peuentoB", KoTOopas MPOCTAaBAAETCA JINLOM, YMNOJHOMOYEHHBIM PYKOBOAUTENEM MEeAMULIMHCKOM
OopraHM3aumm, ¢ yKasaHnem dbamuanmn, UMeHu, oT4ecTBa (nociegHee - NPU HaMYMKU) U NPOCTaBAEHUEM
ero NMYyHou noanucu. lNpu 3TOM B KypHase pernctpaumMm M y4dyeTa peuenTypHbiXx 6naHKoB B
cooTBeTCcTBMM C lNopAgKOM perncTpaLmm, ydyeta M XpaHeHWs crneunanbHbIX peuenTypHbiXx 61aHKOB Ha
HapKOTUYECKME CPeacTBa WMAM NCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbIM HACTOALWMM MPUKA3OM,
JenaeTcA OTMEeTKa O ero Bblgave AnAa opopmaeHMA Ha AOMY, a TaKXKe OTMeTKa, YAOoCToBepeHHas
nognucbio Bpaya nnMbo denbalwepa (akywepkun), odbopmmeliero peuent, o gakrte ero obopmaeHus,
KOTOPbIA MOET ObITb AONONHUTENBHO NOATBEPNKAEH GOTO- M (MAK) BUAEOMaTEPUANAMM.

B ctpoke "OTmeTKa anTteyHon opraHMsaumMm 06 OThnycke" CcTaBUTCA OTMETKa anTeyHow
opraHusauumM o6 OTMyCKe HapKOTMYECKoro (NMCMXOTPOMHOro) fieKapcTBEHHOro npenapara (C ykasaHuem
HaUMEHOBaHMWA, KOAMYEeCTBa OTMYLLEHHOr0O HAPKOTMYECKOro (MCMXOTPOMHOro) eKapcTBEHHOro
npenapaTta “ AaTbl ero OTNycKa), KoTopasa 3aBepsAeTca NoAnucbio paboTHMKA anTeyHoW opraHM3aummu,
OTMYCTMBLUIEro HapKOTUYECKNI (NCUXOTPOMHbIN) NeKapCTBEHHbIM Npenapar (C yKasaHuMem ero damuaum,
UMEeHW, oTyecTBa (nNociegHee - NPW HaAMYMKM), @ TaKKe KPYraoh nevyaTbio anTeyHoW opraHusauuu, B
OTTUCKE KOTOPOW A0/MKHO 6bITb NAEHTUOMLMPOBAHO NOHOE HAMMEHOBAHME anTe4HON OpraHn3auUmu.

10. Ha oaHom peuentypHom 6aaHke dopmbl N 107/y-HI pa3peluaerca ocywecTsAaTb Ha3HauYeHne
TOJIbKO OAHOr0 HauMeHOBaHUA IeKapCTBEHHOro nNpenapaTa.

11. UcnpasneHunA B peuente He JOMYCKatOTCA.
Il. OdpopmneHune peuenta B popme 3/IEKTPOHHOTO AOKYMEHTA

12. PeuenT B popme 31EKTPOHHOTO JOKYMEHTA, NOANUCAHHOIO YCUNEHHOW KBaAnPuUuUMpoBaHHOM
3NEeKTPOHHON NoANucblo, GopmMUpyeTcs MeANUNHCKMM PabOTHUKOM, CBEEeHUS O KOTOPOM BHECEHbI B
desepanbHblit  pPerucTp MeauMUMHCKUMX PabOTHUKOB <2>, a TaKXe nMpu YCI0BUWU perucrTpaumm
MeZMUNHCKON opraHM3aumm, B KOTOpon opopmaseTca peuenT, B peaepanbHOM peectpe MeauLMHCKUX
opraHusauui <3> eanHOM rocy4apcTBeHHON MHDOPMALMOHHOMN cucTeMbl B cdhepe 34paBOOXPaHEHMA U
NOAKNOYEHMA TAaKOM MeAMUMHCKOM opraHus3auMm K rocygapcrBeHHOM MHGOPMALMOHHOM cucTeme B
cdepe 3apaBooxpaHeHns cybbekTa Poccuiickoin Pepepaumm <4>.

<2> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATE/NbCTBA
Poccuinckoit ®epgepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATE/NbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Ctatbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTeNbCcTBa Poccninckoi
depnepaunu, 2011, N 48, cT. 6724).

13. Mo TpeboBaHUIO MaLMEHTa WAM ero 3aKOHHOro npeacraButens oGopmaseTca 3K3emnasp
peuenta B ¢opmMe 3NEKTPOHHOIO AOKYMEHTa Ha OymaxHom HocuTene ¢ oTtmeTkon "Aybaukat
3/IeKTPOHHOIO JOKYMeHTa".







