3apernctpmposaHo B MuHtocte Poccnm 30 Hosbps 2021 r. N 66124

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMA

MPUKA3
oT 24 HoA6pA 2021 r. N 1094H

OB YTBEPXXAEHUM NOPALAKA
HA3SHAYEHWA NEKAPCTBEHHbIX NPENAPATOB, ®OPM PELENTYPHbIX
B/NAHKOB HA NEKAPCTBEHHbIE MPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX B/IAHKOB, UX YYETA U XPAHEHUA, ®OPM B/1IAHKOB
PELLENTOB, COAEPHALLUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMHDbIX BELWWECTB, NMOPAAKA UX U3TOTOB/IEHUA,

PACNPEAENEHNA, PETUCTPALUUMN, YHETA U XPAHEHUA,

A TAKXKE NPABU/1 OPOPMJIEHUA B/IAHKOB PELLENTOB,

B TOM YAUC/IE B ®OPME 3/IEKTPOHHbLIX AOKYMEHTOB

B cooTtBeTcTBMM C NyHKTOM 16 4Yactn 2 ctatbm 14 depepanbHoOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickon depepaumn" (CobpaHue
3aKkoHogaTenbcTBa Poccuiickonn ®epepaumn, 2011, N 48, cT. 6724; 2017, N 31, cT. 4791), nyHKTOM 2
cTaTbm 26 PepepanbHoro 3akoHa oT 8 AHBapa 1998 r. N 3-®3 "O HapKOTUYECKUX cpeacTBax M
ncuxoTponHbix BellecTsax" (CobpaHue 3akoHoaaTenbcTsa Poccuiickoit deapepauum, 1998, N 2, cT. 219;
2017, N 31, c1. 4791), noanyHKkTamu 5.2.177, 5.2.178 1 5.2.179 nyHKTa 5 MosoxeHnAa o MuHUcTepcTee
34paBooxpaHeHua Poccuitickon  Pepepaumn, yTBEpPKAEHHOro noctaHosiaeHWem [lpaBuTeNbCTBa
Poccuitckoit Pepepaunm oT 19 umioHs 2012 r. N 608 (CobpaHue 3akoHoaaTenbCTBa Poccuiickoin
depepaumn, 2012, N 26, cr. 3526; 2015, N 23, c1. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT1. 7258),
NpPWKasblBato:

1. YtBepauTh:
MopAaAoOK Ha3HAYeHUA NEeKAPCTBEHHbIX MPenapaToB COrlacHo npuaoxexuo N 1;
bopMmbl peLenTypHbIX 6/1aHKOB Ha IeKAPCTBEHHbIE NPenapaTbl COrnacHo npuaoxkeHuto N 2;

Mopasok odopmaeHua peuenTypHbiXx 61aHKOB Ha JieKapCTBEHHble npenapaTbl, WX yyeTa W
XpaHeHuA cornacHo npuaoxerHuto N 3;

dopmbl  6NaHKOB  peuenToB, COAEPNKallMX HasHaYeHMe HaPKOTUYECKMX CPeacTs MM
NCUXOTPOMHbIX BELLLECTB, COFNacHO npuaoxeHuio N 4;

MopAafoOK W3roToBAEHMA, pacnpedeneHns, perncTpaunmn, yvyeta W XpaHeHUA peLenTos,
coAepKalmx HazHaYeHNne HaPKOTUYECKUX CPEACTB UM MNCUXOTPOMHbIX BELWECTB COMNMACHO NPUIOKEHUIO
N 5;

Mpasuna odopmaeHUA PeLenToB, COAEPXKallMX Ha3HauyeHWe HAPKOTMYECKUX CPeacTs uau
NCUXOTPOMHbIX BELLECTB, B TOM Ynce B GOpPME 3/1eKTPOHHbIX JIOKYMEHTOB COrlacHO npuioxeHuio N 6.

2. MNpu3HaTb yTPaTUBLUUMU CUNY:

npukas MuHucTepcTBa 3a4paBooxpaHeHmsa Poccuiickon ®eaepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAaHKOB PELLENTOB, COAEPMKALLMX Ha3HAYeHMEe HAPKOTUYECKUX CPeacTB Wau
NMCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3FOTOB/IEHMSA, pacnpeaeneHuns, PermcTpaumnm, yyetTa n XxpaHeHus,
a TaKxe npasun opopmneHna"” (3apermcTpmpoBaH MuUHUCTEPCTBOM tOCTMLMK Poccuiickon depepalmm
15 aBrycta 2012 r., pernctpaumnoHHbii N 25190);
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npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon ®epgepaumm ot 30 utoHa 2015 r. N 385H "O
BHECEHUM U3MEHEHM B NPUKa3 MuHKUCTepPCTBa 34paBooxpaHeHna Poccuinckoit ®epepaumm ot 1 asrycra
2012 r. N 54H "O6 yTBepxaAeHUM popmbl 61aHKOB PeELLENTOB, COAEPKALLMX Ha3HAYEHNE HAapPKOTUUYECKMX
CPeacTB UAM NCUXOTPOMHbBIX BELLECTB, MOPALKA UX U3FOTOBAEHMA, pacnpeseneHuns, perucTpaumm, yyeta
N XpaHeHusA, a TakKe npasun opopmaeHuna"” (3apernctpuposaH MUHUCTEPCTBOM OCTULIMKN Poccuiickoi
depepaunn 27 Hosbpa 2015 r., pernctpaumoHHbIn N 39868);

npukas MuHucTepcTBa 34paBooxpaHeHna Poccuiickon Peaepaumnm ot 21 anpensa 2016 r. N 254H
"O BHeceHMW U3MeHeHUI B NpMKas MuHUCTepPCTBa 3a4paBooxpaHeHna Poccuiickon ®eaepaumm ot 20
Aekabpa 2012 r. N 1175H "O6 yTBEp)KAEHUM MOpPsiAKa HasHAYEHUA W BbINMUCbIBAHUA NEKAPCTBEHHbIX
npenapaTtoB, a TakXe ¢opm peLenTypHbiXx 6NAaHKOB Ha JleKAapCTBEHHble MNpenapaTtbl, Nopsaaka
0bOopMIEHUA YKa3aHHbIX 61aHKOB, UX y4eTa U xpaHeHua" u npunoxeHune N 2 K npukasy MUHUCTEpPCTBA
34paBooxpaHeHua Poccuiickoit Pepepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHMM dopMbl
61aHKOB peLenToB, COAEPMKALLMX HA3HAYEHWE HAPKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX BELLECTB,
nopsaaKa WX MW3roTOBNEHWA, pacnpefeneHuna, PerucTpauuu, ydyera M XpaHeHuA, a TakkKe npaBun
odopmneHuns" (3apernctpmpoaH MuHuctepcTBom toctuumm Poccuiickon degepaunn 18 nions 2016 r.,
pernctpaunoHHbii N 42887);

NYHKT 4 U3MEHEHUI, KOTOPble BHOCATCA B HEKOTOPbIE NPMKasbl MUHMUCTEPCTBA 34PaBOOXPAHEHMSA
M coumanbHoro passutua Poccuiickoint ®epepaumm n MuHUCTEPCTBA 34paBoOOXpaHeHUs Poccuinckoi
depepaunn no Bonpocam ob6palLEHMA NEKAapCTBEHHbLIX MPEenapaToB, COAEPrKALLMX HapKOTUYECKMe
CpencTBa, NCUMXOTPOMHbIE BELWLECTBA M WX MNPEKYPCOpbl, WU JIEKAPCTBEHHbIX CPeAcTB, MNOASeXKalumx
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXAEHHbIX MpPUKasoM MUHUCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickolt degepaumn ot 31 okTabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM OCTULMK
Poccuiickolt depepaumm 9 aHBapa 2018 r., pernctpayoHHbin N 49561);

npukas MuHUcTepcTBa 34paBooxpaHeHua Poccuiickon depepaumm oT 11 gekabpa 2019 r. N
1021H "O BHeceHUU U3MeHeHU B npunoxeHusa N 2 n 4 K npukasy MuHUCTepcTBa 34paBOOXPaHEHMUA
Poccuitckoit depepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTtBepkaeHMn dopmbl 6/1aHKOB peLLENTOB,
cofepXkawmx HaszHaYeHMe HaAPKOTUYECKMX CPeacTB WAM  MNCUXOTPOMHbIX BELWECTB, MNopAadKa WX
W3roTOBNEHUA, pacnpeseneHusa, PerucTpaumun, yyeta M XpaHeHusa, a Takke npasun odopmaeHusa"
(3apeructpuposaH MuHUCcTepcTBOM tocTMUMKM  Poccuiickon  depepaumm 28 saHeapa 2020 r.,
pernctpaunoHHbii N 57293);

npukas MunHUcTepcTBa 3apaBooxpaHeHna Poccuitckoit ®epepaumm ot 8 okTabpa 2020 r. N 1076H
"O BHeceHWW U3MeHeHW B MMopALOK perncrTpaumm, yyeta U XpaHEHUA CheuuanbHblX peuenTypHbIX
61aHKOB Ha HAPKOTMYECKME CPeacTBAa WM MCUXOTPOMHbIE BELLECTBA, YTBEPNKAEHHbIN MPUKa3om
MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®epepaumm ot 1 asrycta 2012 r. N 544"
(3apernctpupoBaH MuHUcTepcTBOM tocTUUMKM  Poccuiickoit  depepaumm 13 Hoabpsa 2020 r.,
pernctpaumnoHHbin N 60898);

npukas MuHuUcTepcTBa 34paBooxpaHeHnn Poccuitckort Pepepaumm ot 14 anBaps 2019 . N 4H "06
YTBEPXKAEHUN MOPAAKA HA3HAYEHWUA JIeKAPCTBEHHbIX MNpenapatoB, ¢OpM peuenTypHbiX HGJaHKOB Ha
JIeKapCTBEHHbIE Mpenapatbl, Nopsaka oPoOpMAEeHUs YyKasaHHbIX 6/71aHKOB, MX ydyeTa M XpaHeHus"
(3apeructpupoBaH MuHucTepcTBOM tOCTUUMKM  Poccuitickoli  depepaummn 26 mapta 2019 r,
pernctpaunoHHbii N 54173);

npukas MuHUcTepcTBa 3apaBooxpaHeHua Poccuiickonnt depepaumm ot 11 gekabpa 2019 r. N
1022H "O BHeceHUn nsmeHeHui B NpmMkas MuHUCTepPCTBa 34paBooXpaHeHns Poccuitckot Pepepaunm ot
14 auBapa 2019 r. N 4H "O6 yTBEpP)KAEHUN MOpALKA Ha3HAYEHWUs NIeKapCTBEHHbIX npenapaTos, ¢opm
peLenTypHbIXx 6/1aHKOB Ha JIeKapCTBEHHbIE NpenapaTbl, NopsAAKa opopMAEHUA YKa3aHHbIX 61aHKOB, UX
yyeTa u xpaHeHus" (3apeructpupoBaH MuHUCTEpCTBOM tocTULUMK Poccuiickoit Penepauun 28 AHBapa
2020 r., pernctpaumoHHbIin N 57292);

npukas MmnHUCTepcTBa 3apaBooxpaHeHmsa Poccuitckoit ®epepauymm ot 8 okTabpa 2020 r. N 1075H
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"O BHECEeHMM W3MEHEHWIr B MOPAAOK Ha3Ha4YeHUA NEeKAPCTBEHHbIX MNPenapaToB, YTBEPXKAEHHbIN
npuMkasom MuHKUCTepCTBa 34paBooxpaHeHua Poccuiickoit Peaepaummn oT 14 sHeaps 2019 r. N 4n"
(3apeructpuposaH MwuHUCTepcTBOM tOCTUUMKM  Poccuitickoit depepaumm 22 aekabps 2020 r.,
perucTpaumnoHHbiii N 61695);

NYHKT 3.8 MHCTPYKUMM O nopAgKe BbIMUCbIBAaHWMA NEKAPCTBEHHbIX NpenapaTtoB U odpopmaeHus
peuenToB U TpebOBaHWUM-HaAKAAAHbIX, YTBEPKAEHHON NpuKaszom MUHUCTEPCTBA 34paBOOXPAHEHMA U
coumanbHoro passutua Poccuinckont ®Pepepaunn ot 12 pespana 2007 r. N 110 "O nopAagKe HasHayYeHUA
M BbINWUCbIBAHWA  NIEKAPCTBEHHbIX  MPEnapaTtos, W34eNUA  MEAMUMHCKOTO  HasHayeHus U
CNeLMann3mpoBaHHbIX NPOAYKTOB ieyebHoro nutaHua" (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit ®egepaumm 27 anpena 2007 r., pernctpaumoHHbin N 9364);

npukas MuWHUCTEPCTBA 34PAaBOOXPAHEHMA U COLMANBHOMO passuTua Poccuiickoit Pepepauun ot
17 maa 2012 r. N 562H "O6 ytBepxaeHun [MopagKa oTnycka GUIMYECKMM NNLAM NeKaPCTBEHHbIX
npenapaToB N8 MeAULMHCKOro NPUMEHEHMA, COAEpXKallMX KPOME MasiblX KOMYECTB HapPKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB Apyrme papMaKonormiyeckme akTMBHble Belectsa”
(3apeructpuposaH MuHuUcTepcTBOM  tOCTUUMKM  Poccuiickon  depepaumm 1 uioHs 2012 r,
perucTpaumnoHHbiii N 24438);

MYHKT 2 MU3MEHEHW, KOTOPbIE BHOCATCA B HEKOTOPbIE NPMKasbl MUHUCTEPCTBA 34paBOOXPaHEHMA
M couManbHoro passutuA Poccuiickoit ®Pepepaumn, yTBEPKAEHHbIX MpMKasom MuHKUCTepcTBa
3paBooxpaHeHMa Poccuitickoir depepaumm ot 10 wmwoHa 2013 r. N 369H (3apernctpupoBaH
MuHKcTepCTBOM tocTULMKM Poccuiickoit Pepepaumm 15 niona 2013 r., peructpaumoHHbiii N 29064);

npuka3 MuHucTepcTBa 34paBooxpaHeHna Poccuickon ®egepaumnm ot 21 asrycta 2014 r. N 465H
"O BHECEHMM M3MEHEHWUI B MOPSAAOK OTMNYCKa GU3MYECKMM NULAM NEKapPCTBEHHbIX NpenapaToB A/
MEONLMHCKOTO MPUMEHEHUA, COAEPMKALLMX KPOME ManblX KOJIMYECTB HAPKOTUYECKUX CPescTs,
NCUXOTPOMHBIX BELLECTB W UX NPEKypcopoB apyrve GapmaKonorMyeckme akTMBHble BeLLECTBa,
YTBEPKAEHHDbIA MpPuMKazom MuHUCTepcTBa 34paBOOXPaHEHMA U COLMANIbHONO pasBuMTUA Poccuiickomn
depepaunn ot 17 masa 2012 r. N 562H" (3apernctpupoBaH MUHUCTEPCTBOM HOCTUUMK Poccuinckol
depepaunn 10 ceHTabpa 2014 r., pernctpaumoHHbin N 34024);

MYHKT 1 U3MeHeHUI, KOTopble BHOCATCA B HEKOTOpPbIE NPUKasbl MUHUCTEPCTBA 34PAaBOOXPaHEHMUS
M coumanbHoro passutusa Poccuiickoit Pepepauymn n MuHWUCTEpCTBa 34paBOOXPaHEHUs Poccuiickoi
denepaumn, yTBEPKAEHHbIX NPUMKAasoM MUHKUCTepCTBa 34paBooxpaHeHus Pocculickon depepaunm ot
10 ceHTAbpAa 2015 r. N 634H (3apeructpupoBaH MuHUCTEPCTBOM toCcTMLMK Poccuiickon ®eaepauunn 30
ceHTabpsa 2015 r., pernctpaumoHHbii N 39063);

MYHKT 3 M3MEHEHW, KOTOPble BHOCATCA B HEKOTOPbIe NPMKasbl MUHUCTEPCTBA 34PpaBOOXPaHEHMA
M coumanbHoro passuTua Poccuitickon ®Pepepaumm M MuHUCTEpCTBa 34paBOOXpaHeHnsa Poccuinckoi
depepauun no Bonpocam o0bpalleHUa NIEKAPCTBEHHbIX MpPenapaToB, COAEP!KALMX HAPKOTUYECKMEe
CpenacTBa, MNCUXOTPOMHbIE BELLECTBA M MX MPEKYpPCOPOB, M JIEKAPCTBEHHbIX CPeAcTB, MoAfeKallmx
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNPUKazoM MMUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpupoaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckoiht Pepepaumm 9 aveapa 2018 r., peructpaumoHHbin N 49561).

3. PeuenTypHble 6naHku ¢opmbl N 107/y-HIM, mM3roToBAeHHble A0 AHA BCTYNJEHUA B CUAY
HACTOALLEro NpMKasa, MoryT 6bIiTb MCNoAb30BaHbl 40 1 mapTa 2023 roaa.

4. Hactoawmi npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencreyet 4o 1 mapta 2028 .

MwuHuctp
M.A.MYPALLKO
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MpunoxkeHne N 1

K NpuKasy MuHUCTepCTBa 34paBOOXPAHEHMA
Poccuiickoin Pepepaumn

oT 24 HoAb6pA 2021 r. N 1094H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
|. O6wme nonoxkeHma

1. HasHauyeHWe NeEKapPCTBEHHbIX NPEnapaToB A/fA MEeAMUMHCKOTO NpuMMeHeHua (panee -
NeKapcTBeHHble MpenapaTbl) OCYLLEeCTBAAETCA JeYalinm Bpadom, denbAepom, akyWepKon B ciydae
BO3/IOXKEHMA HA HUX MOJHOMOYMI Jflevyallero Bpaya, NPWM OKa3aHMM MEAMLMHCKOW NOMOLWM B
MEOMLUMHCKMX — opraHmsauusax <1>, B nopsfaKe, YCTaHOB/SIEHHOM MpuKasom MuHuUCTepcTBa
3/1paBOOXPaHEHMA U coumanbHoro passutua Poccuiickon Pegepaunm ot 23 mapTta 2012 r. N 252H "0O6
yTBEpPKAEHUM TlopsAfAKa BO3/MOXKEHMA Ha denbaliepa, aKylwepKy pPyKoBoAMTENEM MeOMUMHCKOM
OpraHuM3aumMM npu OpraHM3auMu OKasaHWA NEepPBUMYHOM MeLMKO-CaHWUTAPHOM MNOMOLWM M CKOpOM
MEAMLMHCKOW MOMOLWM OTAEeNbHbIX (YHKUMI Neyawero Bpaya NoO HenocpeacTBEHHOMY OKasaHWio
MeANUMHCKON MOMOLLM MauMeHTy B nepuog HabnogeHUs 3a HAM U ero JiedyeHus, B TOM 4Yucie no
Ha3HAYEHUIO U MPUMEHEHUIO NIEKAPCTBEHHbIX MPEnapaToB, BKIKOYAA HAPKOTUYECKUE NIEKAPCTBEHHbIE
npenapatbl W MCUXOTPOMHbIE  JIEKAPCTBEHHble  mpenapaTtbl"  <2>,  MHAMBUAYA/IbHbIMU
npeAnpUHUMATENS MKW, OCYLLECTBAAIOWUMU MEAULMHCKYI0 AeATe/IbHOCTb (Janee - MeAUUMHCKUe
paboTHUKM).

<1> MyHKT 11 cTtatbn 2 degepanbHOro 3akoHa oT 21 Hosbpa 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 300p0BbA rpaxaaH B Poccuiickoit depepaumn” (CobpaHue 3akoHogaTenbcTsa Poccuiickol
depepaunn, 2011, N 48, cT. 6724, 2019, N 52, c1. 7796) (nanee - PeaepanbHbiii 3aKkoH N 323-03).

<2> 3apeructpmposaH MuHuctepcteom toctnumm Poccuinckon Pepepaummn 28 anpena 2012 r.,
peructpaunoHHbiii N 23971 ¢ usmeHeHUAMM, BHECEHHbIMU NPUKA3omM MUHUCTEPCTBA 34paBOOXPaHEHUA
Poccuiickolt degepaumn ot 31 okTabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMK
Poccuiickolt depepaumm 9 aHeapa 2018 r., pernctpaymoHHbin N 49561).

MeauumHcKMA paboTHUK, OPOPMUBLUMIA peLenT C HapyleHWeM HacTOALLero nopaaka, wau
pykoBoauTenb MeAMUMHCKOW opraHusaumm obecneymBaloT cBOeBpeMeHHoe nepeodopmaeHme
Tpebyemoro Ana naumeHTa peLenTa.

2. CBefieHMA O Ha3HAYEHHOM JIeKapCTBEHHOM MpenapaTte (HaMMeHOBaHWE JEeKapCTBEHHOro
npenapara, A03MPOBKA, CNOCO6 BBEAEHUA N NPUMEHEHUA, PEXKUM A03MPOBAHMA, NPOLOIKUTENBHOCTb
NeyeHnMs M 06OCHOBaHWE Ha3HAYEHMA JIEKAPCTBEHHOro MpenapaTta) BHOCATCA MeAMLMHCKMM
PaboTHNKOM B MEAMLMHCKYIO AOKYMEHTALMIO NaLMEHTa.

B cnyuyaax, yKasaHHbIX B MyHKTax 8 - 11 Hactoawero [MopagKka, MeauMLMHCKMA PaboTHUK,
Ha3Ha4YMBLUMIA NIeKapPCTBEHHbIM NpenapaT, opopMAAeT HasHaYeHMe JIeKapCTBEHHbIX NpPenapaTtos, B TOM
yncae NOANEXKALMX U3FOTOBNEHUIO M OTMYCKY anTeYHbIMU OpraHusauMaMu (Janee - NeKapcTBEHHble
npenapaTtbl UHAWBUAYA/IbHOTO M3rOTOB/IEHUA), HA peLenTypHOM 61aHKe, 0pOpPMIEHHOM Ha ByMarKHOM
HocuTesle 3a CBOEl NoAanucblo (Aanee - peuent Ha BymaxkHOM HocuTene), u (Man) ¢ cornacusa nNaumeHTa
WM ero 3aKOHHOro NpeacTaBUTeNs <3> Ha peuenTypHom bnaHKe B GOpMe 3/IeKTPOHHOTO AOKYMEHTA C
MCMO/Ib30BaHNEM YCUIEHHON KBANMPULMPOBAHHOM 3/1EKTPOHHOW MOANUCU MEeAULIMHCKOTO PaboTHMKA
(manee - peuent B dopme 3/1EKTPOHHOTO AOKYMEHTA).
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<3> TMlyHKT 2 cTtatbn 20 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHOAaTeNbCTBa
Poccuitckoit depepaumn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

PeuenTt B ¢dopme 3/1EKTPOHHOrO AOKYMEHTA, COAEPKALMIA HasHAaYeHNEe HAaPKOTMYECKMX CpeacTs
WAN MCUXOTPONMHbIX BELLECTB, NMOAMMUCLIBAETCA C WMCMNOJIb30BAHUEM YCUNEHHOW KBanMOULMPOBAHHOM
3NEeKTPOHHOM NognucK fevalero Bpada uam penbaliepa, akywepKkn, Ha KOTOPbIX BO3/IOXKEHbI GYHKLMK
Nleyallero Bpaya, U COOTBETCTBYHOLLE MeAMLMHCKOW OpraHu3aumm <4>,

<4> MNyHKT 1 cTatbn 26 PegepanbHOro 3akoHa oT 8 AHBaps 1998 r. N 3-d3 "O HapKOTUYECKMUX
cpeacTeax U nNcuxoTponHbix Beulectsax" (CobpaHune 3akoHoaaTenbcTsa Poccuitckoit depepaumm, 1998,
N 2, cT. 219, 2017, N 31, cT. 4791) (nanee - deaepanbHbiii 3akoH N 3-03).

OdopmneHune peuenToB B Gopme 3/1EKTPOHHbIX LOKYMEHTOB OCYLLECTB/IAETCA B C/lyYae NPUHATUA
YNOJHOMOYEHHbIM  OpPraHOM  WUCMOJHUTENbHOW BNacT cybbekTa Poccuitickon dPepepaumm B
COOTBETCTBMM C NMYHKTOM 4 cTatbk 6 PegepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6
obpalleHMn neKapcTBeHHbIX cpeacts" <5> peleHua 06 MCMNO/Ib30BaHUM Ha TeppuTopun cybbekTa
Poccuiickoli depepaumm Hapsgy € peuentamu Ha NeKapCTBEHHble npenapatbl, 0PpOPMIEHHBIMU Ha
OymaHOM HoOCUTesie, PEeLEenToB Ha JIEKAapCTBEHHbIE nMpenapaTtbl, cPopMUPOBaHHbIX B dopme
3/1eKTPOHHbIX JOKYMEHTOB.

<5> CobpaHune 3akoHogaTtenbcTBa Poccuitckolt depepaumm, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Mpn BbINMCKE NaUMEHTAa W3 MEeOMLMHCKOM opraHM3auuu, B KOTOPOM €My OKasblBajiacb
MeAMLMHCKAA MOMOLLb B CTAaLMOHAPHbLIX YCAOBMAX, NPU HeobXoaMMOCTM MNPOAO/KEHUA npuema
NIeKapCTBEHHOrO NpenapaTta B ambynaTopHbIX YCI0BUAX 4AaHHOMY NaLMeHTy Mo pelleHnio pyKoBoauTens
MeNLNHCKOW OpraHM3aumm HasHavatoTca ¢ opopmaeHnem peluenta B Gopme 3/1eKTPOHHOI0 JOKYMEHTa
n (Mnn) Ha BymaxkHom HocuTene (3a WUCKAYEHWEM OQGOPMNEHUA PELLENTOB Ha JIeKapCTBEHHble
npenapaTbl, NoAjealme oTnycKy 6ecnnaTHO WAM CO CKUAKOWM) NMbo BbloatoTcsA (NauMeHTy Uan ero
3aKOHHOMY NpeACTaBUTE/N0) OLHOBPEMEHHO C BbIMMCKON M3 WUCTOPUM OONE3HU NEeKapCTBEHHbIE
npenapatbl, B TOM YMC/e HAaPKOTUYECKME U MCUXOTPOMHbIE IeKAaPCTBEHHbIE MpenapaTbl, BHECEHHbIE B
cnmckn Il n Il nepeyHA HapKOTUYECKUX CPeacTB, MNCUXOTPOMHbLIX BeLLeCTB W UX MPEKYypPCcopos,
nogsexalwmx KoHTpoato B Poccuitickon depepaumn, yteep:aeHHoro [MpasutensctBom Poccuiickoit
depepaunn <6> (panee - lepeyeHb), CUIBHOAENCTBYIOLWLME JIEKAPCTBEHHbIE MNpPenapaTbl, Ha CPOK
npuema nauMeHTom 4o 5 aHei.

<6> MyHKT 2 cTaTbn 2 dPegepanbHoro 3akoHa N 3-d3 (CobpaHue 3aKkoHoaaTenbcTBa Poccuinckoit
depepaunn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHayeHWe feKapCTBEHHbIX MpenapaToB MNpU OKasaHMM MeAMLMHCKOMW MOMOWM B
CTaUMOHApPHbIX  YC/IOBUAX MOMKET OCYLLEeCTBAATbCA MOCpeacTBOM  TpeboBaHUI  MegULMHCKOM
opraHv3auuMu,  HanpaBAsAemblX B  anTeyHble  OpraHM3auMu,  ABAAOWMECA  CTPYKTYPHbIMU
noapasgeneHuamm meguuMHCKOM opraHnsayum. <7>

<7> MNyHKT 54 cTtatbn 4 depepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 obpalleHum
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NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenscTBa Poccuiickoit depepauun, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - deaepanbHbit 3aKkoH N 61-P3).

5. HasHayeHMe feKapCTBEHHbIX MPEenapaTtoB OCYLLECTBASETCA MEAULMHCKMM pPabOTHMKOM MO
MeXAyHapoAHOMY HenaTeHTOBAHHOMY HAMMEHOBAHMIO, @ NPU ero OTCYTCTBUM - TPYNMNUPOBOYHOMY MU
XMMUYECKOMY HaMMeEHOBaHUIO. B  ciyyae OTCyTCTBMA  MEXAYHApPOAHOro  HemnaTeHTOBaHHOro
HAaUMEHOBAHUA U TPYMNMUPOBOYHOIO WUAN XMMWYECKOTO HaMMEHOBAHUA JIEKAPCTBEHHOro npenapara
JNIEKAPCTBEHHbIN MNpenapaT Ha3HayaeTca MeAUMUMHCKMM PaboTHUMKOM MO TOProBOMY HaMMEHOBaHMUIO.
Mpu HaAUuMM MeANUMHCKUX NOKasaHui (MHAMBMAYyaNbHAA HENepPeHOCMMOCTb, MO KU3HEHHbIM
NoKasaHMAM) MO peLleHno BpadyebHOoN KoMUCCUM MeAULIMHCKOW opraHu3aumumn <8> ocyliecTsiseTca
HasHayeHMe M odopMiIeHME Has3HauYeHUA NEeKAPCTBEHHbIX MPenapaToB, He BXOAAWMX B CTaHAAPTbI
MeAULMHCKOM NoMOoLLM, pa3paboTaHHble B COOTBETCTBUMM C MyHKTOM 14 ctatbn 37 PepepanbHoOro
3akoHa N 323-®3 <9>, nan He NpenycMOTPEHHbIX COOTBETCTBYIOLWLEN KIMHUYECKOM peKoMeHOauunen,
mbo no ToproBbiM HaMMeHOBaHWUAM. PeweHune BpayebHON KOMMUCCUMM MEOMLMHCKOM opraHusaumm
duUKCUpyeTca B MeAMUMHCKOM AOKYMEHTALMKN MaLMEHTa U B }KypHase BpayebHon Komuccuu.

<8> MNpuKas MuHMCTepCTBa 34paBOOXPAHEHNA N COUMANbHOrO passuTuA Poccuiickoint depepauun
oT 5 mana 2012 r. N 5021 "O6 yTBEp)KAEHUMN NOPAAKA CO34aHUA U AEATENbHOCTM BPayebHOM KOMUCCUMU
MeANUMHCKOW opraHusauumn” (3apernctpmpoBaH MuUHUCTEPCTBOM OCTULMKN Poccuiickoit ®eaepaunm 9
nioHsa 2012 r., pernctpaumoHHbit N 24516) ¢ M3aMeHeHUAMM, BHECEHHbIMU MPUKasoM MUHKUCTEpPCTBa
3paBooxpaHeHua Poccuiickon Pepepaumm ot 2 pekabpa 2013 r. N 886H (3aperncrtpupoBaH
MuHKcTEpPCTBOM toCTUUMKM Poccuitickoit Pepepauun 23 aekabps 2013 r., perncTpaumnoHHbiii N 30714).

<9> CobpaHme 3akoHogaTenbcTea Poccuiickoit Pepepaumn, 2011, N 48, cT. 6724.

Echm npu oKasaHMM nNauMeHTy MeAMUMHCKON NoMOoWM B MeAMUMHCKOW opraHu3aumMm B
CTaUMOHApPHbIX YCNAOBUAX NO pellieHUto BpadvebHOM KOMMUCCUM OCYLLECTBAAIOTCA HasHadeHue U
NpUMeHeHe NeKapcTBEHHOro npenapaTta ¢ KOHKPETHbIM TOProBbiM HaMMeHOBaHMEM, TO MPU OKas3aHUK
OAaHHOMY NaUMeHTy MeAMUMHCKON NOMOLWM B WMHOW MeAMLUMHCKOM OpraHuM3aumm B CTaUMOHapPHbIX
YCNOBUAX, a TaKXe B ambynaTOpHbIX YCAOBMAX OCYLLECTBAAETCA Ha3HauyeHMe emy NeKapCTBEHHOro
npenapara c TeM e TOProsbiM HaumeHoBaHem <10>.

<10> MyHKT 2 noctaHoBneHuAa lMpasBuTtenbctBa Poccuitckont Peaepauymm ot 30.06.2020 N 965 "O
BHECEHMM M3MeHeHUI B MNpaBuaa GopMUPOBaHMA NepeYHsa NEeKapCTBEHHbIX CPEACTB, 3aKyMKa KOTOPbIX
OCYLLECTBNAETCA B COOTBETCTBMMU C MX TOPrOBbIMW HAMMEHOBAHUAMMW, N O NMPUMEHEHWUN IEKAPCTBEHHDbIX
npenapaToB C KOHKPETHbIMM TOProBbIMKU HavmeHoBaHMAMK" (CobpaHme 3aKkoHoAaTeNbCTBa Poccuiickoi
depepaunn, 2020, N 28, cT. 4422).

6. HasHayeHMe neKkapcTBEHHOrO Mpenaparta B peuenTe Ha ByMa)KHOM HOCUTeNe WAM peuente B
bopme 3N1EeKTPOHHOro AOKYMEeHTa OGOPMAAETCA Ha MMA NauMeHTa, ONA KOTOpPOro npeaHasHauyeH
NleKapcTBeHHbIM Npenapar.

Peuent Ha BymaskHOM HocuTene, obopMIeHHbIM Ha peuenTypHom BaaHke ¢popm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBepsKAEHHbIX HACTOAWMM MPMUKA30M, MOXKET BbiTb MOayHeH
NaLMeHTOM, ero 3aKOHHbIM NpeacTaBUTENEM UAWN IMLLOM, UMEOLWMM 0DOPMIEHHYIO B COOTBETCTBUM C
rpa)gaHCKMM 3aKoHOZaTenbCcTBOM Poccuitickon depepaumm AOBEPEHHOCTb OT MaUMEHTa Ha MpaBso
noJsiydeHuA TaKoro peuenTa (ganee - ynoTHOMOYEHHOE ANLO).

npe,ﬂ,CTaBJ'IEHME AOBEPEHHOCTU HE Tpe6yeTcsl B C/lydae noay4yeHuAa peuenta Ha l'IEKapCTBEHHbIl‘/JI
npenapat AanA MHKypa6eanoro 6onbHOro Ha 3aBepuwaruem 3Ttane ero  XuW3Hn JNUOoM,
OCywecTBNnAWMM yXo4 3a TaKUM MHKypa6e}'IbeIM 60NbHbIM. B Takom CQly4vae Me,CI,MLI,MHCKVIVI pa6OTHVIK
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BblA3ET /MLY, OCYLLECTBAAIOWEMY YXO4 33 MHKYypabenbHbIM 60NbHbIM, AOKYMEHT, NMOATBEPKAAOLWNIA
MHKypabenbHoe cocToaHWe 60NbHOr0, CoAeprKaliuii cBedeHua O fuue, KoTopoe byaeT nosayyatb
NeKapcTBeHHble npenapaTbl No peuenty (pammamna, MMaA, oT4ecTBO (nociegHee - NpU HaAMuMu), BUA,
cepua U (MNM) HOMEpP OOKYMEHTa, YA0CTOBEPAIOLWEro /IMYHOCTL), 3aBEPEHHbIN NOANUCHIO U MeYyaTblo
OAHHOTO MeaMUMHCKOro paboTHUKA, a TaK)Ke MeyaTblo MeguLMHCKOM OpraHu3aumm.

JoKymeHT, noaTsepxaatowmii uHKypabenbHoe coctoaHue 60/bHOrO, OCTaeTcA B anTeyHou
opraHusaumu.

Peuent B dopmMe 3/IEKTPOHHOIO AOKYMeHTa GOpPMMUPYETCA C UCMONb30BaHNEM FOCYAaPCTBEHHOM
MHPOPMAUMOHHOM cucTembl B coepe 34paBooxXpaHeHus cybbekta Poccuiickor  degepaumm,
MeAMLMHCKOM MHPOPMALMOHHOM CUCTEMbBI MEAULMHCKOM OpraHmsaummn <11>.

<11> CrateM 91 mn 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHOAaTENbCTBA
Poccuitckoit depepaumn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

daKkT BblgauM peLenTa Ha JIEKAPCTBEHHbIM npenapaT 3aKOHHOMY MPeACTaBUTEND UK
YNOJIHOMOYEHHOMY /ULy GUKCUMPYETC B MEAULMHCKOM AOKYMEHTALMM NaLMEeHTa.

7. MeanumHckum paboTHMKam 3anpewiaeTtca opopmaAaTb peuenTtbl NP OTCYTCTBUM Yy MaLMeHTa
MEAMUMHCKMX MOKA3aHWM; Ha He3aperncTpupoBaHHble JIeKapCTBEHHble npenapatel <12>; Ha
JIeKapCTBEHHbIE NpenapaThbl, KOTOPbIE B COOTBETCTBMMU C MHCTPYKUMEN NO MEeSULMHCKOMY NPUMEHEHMIO
npesHasHavyeHbl ANA NPUMEHEHMA TOIbKO B MEANUMHCKMX OPraHM3aLmaAX; Ha HApPKOTMYECKME CpeacTBa
M MCUXOTPOMHble BeELLeCTBa, BHECEeHHble B CNMUCOK |l lepeyHa, 3aperncTpupoBaHHble B KayecTse
NIeKAPCTBEHHbIX NPENapaToB, B LEAAX NPUMEHEHNA A/1A NeYeHUA HaPKOMaHUM.

<12> PeweHne CoseTa EBpPasmMiCKOM 3KOHOMUYECKON Komuccum oT 3 Hoabpa 2016 r. N 78 "O
MpaBuaax pervcTpaumm M 3SKCNepTU3bl JIEKAPCTBEHHbIX CPEeACTB A1 MeAWULUMHCKOro npumeHeHus"
(odunumanbHbIM caT EBpPasMiiCKOro 3KOHOMMYecKoro cotos3a http://www.eaeunion.org/, 21 Hos6ps
2016 r.). Cratba 13 depgepanbHoro 3akoHa N 61-03 (CobpaHue 3akoHogaTenbCTBa PoccuiicKol
depepaunn, 2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

NHOouBMAayanbHbIM  NpeanpuUHUMATENAM, OCYLLECTBAAIOWMM  MEeAULUHCKYIO  AeATeNbHOCTb,
OOMNOJIHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3ale NMepBOoM HACTOAWEro NyHKTa, 3anpeliaeTca
obopMNATL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMUCKU || 1
Il NepeuHs (panee - HaAPKOTUYECKME M MCUXOTPOMHbIE NEeKapCTBEHHble npenapatbl crnvckos Il u Il
Mepeyns).

8. MpK Ha3HAYeHUW HAPKOTUYECKMX M MNCUXOTPOMHBIX JIEKAPCTBEHHbIX MpenapaTtoB cnucka i
MepeyHs, 32 UCK/IOYEHNEM JIEKAaPCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMAJIbHBIX TEPANEBTUYECKUX
CUCTEM W JIEKAPCTBEHHbIX NpPenapaToB, COAEPXKalMX HaApPKOTUYECKOe CPeACTBO B COYETAHMMU C
aHTAaroOHUCTOM OMWOWAHBIX PEeLEenToOpoB, pPeuenTbl Ha Oyma)KHOM HocuTene 0QpOpPMAAIOTCA Ha
peuenTypHom 6aaHke popmbl N 107/y-HIN.

9. PeuenTypHbit 61aHK dopmbl N 148-1/y-88 odbopmaseTcsa Npu HasHaveHmK:

1) HapKOTMYECKMX M MCUMXOTPOMHbIX NIEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TpaHCcAepPMabHbIX TEPaneBTUYECKUX CUCTEM, HAPKOTMYECKMX /IeKApPCTBEHHbIX NpenapaToB crnucka Il
MepeyHa, coAep:Kalwmux HAPKOTUYECKOe CPeacTBO B COYETAHMM C  aHTaroHUCTOM  OMMOWAHBIX
peLenTopoB, NCUXOTPOMHbIX 1€KAPCTBEHHbIX NpenapaTtos cnucka lll Nepeyxs;

2) KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX NPENApPaTOB, COAEPMKALLMX:
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a) KOAEWH MK ero conu (B NnepecyeTe Ha YMCTOE BELLECTBO) B KonnyecTse A0 20 Mr BKAOUUTENBHO
(Ha 1 po3y TBepaon nekapcteeHHOW Gopmbl) MaM B Konndectse Ao 200 mr BKAoUMTENbHO (Ha 100 mn
nnm 100 r KuaKoh nekapctBeHHoN GopMbl g5 BHYTPEHHEro NpUMeHeHus);

6) ncesposadeapuHa TMAPOXNOPMA, B KOAMyecTBe, npesbiwatowem 30 mr, 1 go 60 mr
BK/IIOUMTENbHO (Ha 1 403y TBEpAOW iIeKapcTBEHHOW GOpMbl);

B) ncesgoadespuHa ruapoxaopua B Koaudectse, npesblwatouwiem 30 mr, m go 60 mr
BK/IIOUUTESIBHO B COYETAHUM C AEKCTpoMeTopdaHOM rMapobpoMmnaom B KonnMyecTse, npesbiwatowem 10
Mr, n go 30 mr BKkAtounTeNbHO (Ha 1 403y TBepAOoM nekapcTBeHHOM dopMmbl);

r) AekctpomeTopdaHa ruapobpommg B Konmdyectse Ao 200 mr BKAtountenbHo (Ha 100 ma nam 100
I *KUOKOW NekapcTBeHHOM hopMbl 419 BHYTPEHHErO NPUMEHEHMUA);

A) abeapuHa ruapoxnopua B Konndectse, npesbiwwatoutem 100 mr, n Ao 300 mr BKAOUYMTENbHO (Ha
100 mn mnm 100 r *KMAKOW NnekapCTBEHHOM GpopmMbl AN BHYTPEHHEro NPUMEHEHMA);

e) sadeppuHa ruapoxnopua B Konudectse Ao 50 mr BkaouuTenbHo (Ha 1 go3y TBepaoi
JleKapCcTBEHHOM GopMbl);

X) deHunnponaHonammH B KosaumdectBe [0 75 Mr BKAouuTenbHo (Ha 1 po3y TBepaow
NieKkapcTBeHHon popmbl) Mam go 300 mr BKAoUMTENbHO (Ha 100 ma uamn 100 1 KMAKOW NeKapCcTBEHHOM
$opMbl g1 BHYTPEHHETO NPUMEHEHWUA);

3) ¢peHobapbuTan B Koamyectse A0 15 Mr BKIIOYMTENbHO B COYETaHWUM C KOAEMHOM (MM ero
CONSIMM) HE3aBUCMMO OT Koan4yecTsa (Ha 1 A03y TBepAoi NeKapCTBEHHOM GopMbl);

n) ¢deHobapbutan B KoAuyectBe A0 20 Mr BKAOYMUTENbHO B COYeTaHUM C 3deapuHOM
r’MAPOXI0PUAOM HE3aBUCMMO OT KoamyecTBa (Ha 1 403y TBepaoi NeKapCcTBEHHOW popMbl);

K) xnopamasenokcua, B KonmdecTtse, npesbiwatowtem 10 mr, n 4o 20 mr BkAoYUTENbHO (Ha 1 Ao3y
TBEPAOWN IeKapCcTBEHHON GOpPMbI);

3) neKapcTBEHHbIX MPenapaTos UHAMBUAYANbHOIO W3rOTOB/IEHUA, COAEPMKALMX HAapPKOTUYECKoe
CpPeacTBo MM MNCUXOTPOMHOEe BelecTBo cnucka Il MepeyHa, n apyrme dapmaKoiormyeckme akTMBHble
BelecTBa B [03e, He MpPEeBblWAOWEN BbICWIYHO pPa3oByl A[03y, W MpU  YCNOBUKM, 4YTO ITOT
KOMOWHWPOBAHHbIN NIEKAPCTBEHHbIN MpenapaT He ABNSETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka ll MNepeyHs;

4) neKapcTBEHHbIX MNPEenapaToB, BKJYEHHbIX B MNepeyYeHb JIEKAPCTBEHHbIX CPeACTB A
MEAMUMHCKOTO  NPUMEHEHUs, MOoANeXKallmMX MNpeaAMEeTHO-KONMYecTBeHHOMY  ydyeTy (manee -
JIeKapCTBEHHbIE Npenaparbl, BKAOYeHHble B nepeyeHb MKY) <13>.

<13> MoanyHKT 5.2.171(1) nyHKkTa 5 noctaHoBneHun MNpaBuTenbctsa Poccuitickoit depepaunn ot
19.06.2012 N 608 "O6 yTBepxkaeHuu MonoxeHns o MuHUCTepCTBe 3ApaBooxXpaHeHMa Poccuiickoi
depepaunn" (panee - MonoxeHne o MuHuctepcrtee) (CobpaHue 3akoHopaTenbcTBa Poccuitckol
depnepaunn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuentypHbiii 6naHk popmbl N 148-1/y-04(n) odopmaseTcs nNpu HazHaAYEHUN NIEKaPCTBEHHbIX
npenapaToB rpakAaHam, UMeoLWUM NpaBo Ha becnaaTHoe NoJlyyeHne IeKapCTBEHHbIX NPernapaTos Uau
noJlyyeHue NeKapCTBEHHbIX MPENapaToB CO CKUAKOM.

11. PeuenTypHbiit 61aHK dopmbl N 107-1/y opopmaneTca npu HasHaveHUK:
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1) neKapcTBEHHbIX MPENApPATOB, He YKa3aHHbIX B MyHKTax 8, 9 HacTosAwero MopsaKa;
2) KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX NPENapaToB, COAEPKALLUMX:

a) aprotamMmHa rMApoTapTpaT B Ko/AMYecTBe A0 5 mr BKAwuMTenbHo (Ha 1 o3y TBepaow
JleKapcTBEHHOM GopMbl);

6) adeapuHa ruapoxnopung B Konndectse Ao 100 mr BrkAtouMTeNbHO (Ha 100 ma maun 100 r xKuakoi
NleKapcTBeHHON GpopMbl A5t BHYTPEHHEro NpUMeHeHus);

B) NncesaoadeapvHa rmapoxnopua B Konndyectse, He npesbiwatowem 30 mr (Ha 1 o3y TBepaom
JleKapcTBEHHOM GopMbl);

r) nceBgosadenpuHa rMApPOXN0pUL B KoanMyecTBe, He npesbiwatowem 30 Mr, B COYETaHUMU C
AekcrpometopdaHom rmgpobpommaom B Konyectse, npesblwatowem 10 mr, n 4o 30 Mr BKAKOYUTENBHO
(Ha 1 po3y TBEPAON NEKAapCTBEHHON GopMbl);

n) nexkcTtpometopdaHa ruapobpommua B KonmdecTse, npesbillatowiem 10 mr, 1 go 30 mr
BK/IlOUMTENIbHO (Ha 1 403y TBEPAOWN IeKapcTBEHHOM GOpMbl);

e) deHobapbuTan B KosamyecTse, npesblwatowem 20 mr, n go 50 mr BratouMTeNbHO (Ha 1 Ao3y
TBEPAOWN IeKapcTBEHHON GOPMbI);

X) ¢eHobapbutan B KonmyectBe A0 20 Mr BKAOYUTENbBHO B COYETAHMM C 3SProTaMMHOM
r’MAPOTapTPAaTOM HE3aBUCUMO OT KoanyecTsa (Ha 1 403y TBepaoi NekapCTBeHHOM Gopmbl);

3) xnopauasenokcua B Konnvectse Ao 10 mr BKAOUUTENbHO (Ha 1 A03y TBEPAOA NeKapCTBEHHOM
dopmbl).

12. Mpu HasHaYeHUU NeKapCTBEHHOro npenapaTta UHANBMAYAbHOIO U3roTOBJEHUSA B peLenTe Ha
6yMarKHOM HocuTene W (Man) peuente B GOPME 3/IEKTPOHHOrO [AOKYMEHTa HaMMeHOBaHuA
NeKapcTBEHHbIX CpeacTB (BELWECTB), BKAKOUYEHHbIX B nepedyeHb [KY, yKasbiBaloTca B Hayane peuenta,
3aTeM - BCE OCTa/IbHble UHIPEANEHTbI.

13. Mpn HasHa4YeHUW SIEKAaPCTBEHHOrO MpenapaTa B peLente Ha GymaxkHOM Hocutene u (mMau)
peuente B dopme 3/1EKTPOHHOrO AOKYMEHTA 3anpeLLaeTcs MpeBblllaTb KOJMYECTBO HAPKOTUYECKMX
CPeACTB WM MNCUXOTPOMHbIX BELLECTB, KOTOPOe MOXKeT ObiTb BbIMMCAHO B OAHOM peuenTe,
yctaHoBneHHoe npunoxeHnem N 1 K Hactoawemy [MopAaaKy, 3a UCKIOYEHUEM C/lyvaeB, YKa3aHHbIX B
nyHKTax 15 n 24 Hactoawero Mopaaka.

14. Mpwn Ha3HaYeHUN NIeKapCTBEHHbIX MPenapaToBs, BKAKOYEHHbIX B nepeyveHb KY, A03a KOTOPbIX
MpPeBbIWAET BbICWWA OAHOKPATHbIA Npuem, MeaUUMHCKMI paboTHMK 0603HayaeT [03y 3Toro
NeKapCcTBEHHOrO npenapata B peuenTe Ha 6ymaxXHOM HoOcCUTesne MPONUCbI0 C MPOCTaBAEHUEM
BOCK/IMLLATENIbHOTO 3HaKa W (MM) NpOCTaBNAET BOCKAMLATENbHbIN 3HaK Npu opopmaeHun peuenta B
bopme 31eKTPOHHOro JOKYMEHTa.

15. KonnuyecTBo Ha3HaYyeHHbIX NEKAPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B nepedveHb [MKY, npu
OKasaHMW MauMeHTaM, HY)KAAWMMCA B OAMTE/IbHOM Je4YeHUU, NepBUYHON MeaMKO-CaHUTapHOM
NMOMOLLM W MANMATUBHON MEOMULMHCKOM MOMOLLM MOMKET ObITb YBE/MYEHO C YYETOM KAUHUYECKUX
pekomeHaaumii He 6osee yeM B 2 pasa MO CPABHEHWUIO C KOJMYECTBOM HapKOTUYECKUX CPeacTB WM
NMCUXOTPOMHbIX BELEeCcTB, KOTOpOe MOoeT ObiTb BbIMMCAHO B OAHOM peuenTe, YCTaHOBEHHbLIM
npunoxkeHnem N 1 K HacToawemy MNopaaky.

B cnyyasx, npeaycMOTpeHHbIX ab3auem nepBbiM HACTOALLEro NyHKTa, Ha pelenTax Ha bymaXKHoOM
HocuTeNle NPou3BoAMTCA Haanucb "Mo cneumnanbHOMY Ha3HayeHUIo", oTAebHO 3aBepeHHas NoAnuchbio
MeaULMHCKOro paboTHMKa M neyaTblo MegMLUMHCKOM opraHusaummn "[Ons peuentoB”, Ha peuenTtax B



dopme 3NEeKTPOHHOro [AOKyMeHTa npousBoauTca oTmeTka "o cneumanbHOMYy HasHadeHuw" ¢
NpPOCTaBAEHMUEM YCUNEHHON KBAa/IMPULMPOBAHHOM 3/1€KTPOHHOM NOANNUCY MeANLMHCKOro paboTHUKa.

16. CoctaB NneKapcCTBEHHOro npenaparta, JiekapcTBeHHana ¢opma u obpalleHne MeaAMUMHCKOro
paboTHUKa K dapmaueBTUYECKOMY PaboTHUKY 06 OTMyCKe JIEKapCTBEHHOrO npenapaTta Ha BymaxKHom
HocuTene oboPMAAIOTCA Ha NATUHCKOM UM PYCCKOM A3blKe B pOAUTE/IbHOM Nafeke, 3a UCK/IoYEeHnEM
odopmaeHus peuentoB B popme 31eKTPOHHOIO AOKYMEHTA, OCYLLECTBAAEMOr0 Ha PYCCKOM A3bIKe.

Mpn odopmneHun peuenTypHbIX 6AaHKOB  AOMYCKAaeTCA WMCMNO/b30BaHWE  COKpaLLeHUi
(npunoxkeHune N 2 K HacToswweMmy MopsaaKy).

Mpn HasHayYeHWW NeKapCTBEHHOro npenapata He AOMYCKaeTcs COKpaleHWe HaMmMeHOBaHUM
WHTpeaMEeHTOB, COCTaBAAIOLWMX JNIEKAPCTBEHHbIM MpenapaT, He MNO3BOJAIOWMX YCTAaHOBUTb, KaKoM
MMEHHO JIeKapCTBEHHbIN NpenapaTt HasHa4eH.

17. Cnocob npumeHeHua nekapcTBeHHOro npenapaTta 0603HaYaeTca ¢ yKasaHWem nyTu BBeAeHUs,
[03bl, YacTOTbl, BpEMEHN Npuema OTHOCMTE/IbHO CHa (YTPOM, Ha HOYb) M ero AAMTeNbHOCTW, a AaA
JIeKapCTBEHHbIX MpenapaTtoB, B3aMMOAEMNCTBYIOWMX C MUWENR, - BPemMeHu UX ynotpebneHus
OTHOCUTE/IbHO NpMeMa NULLM ([0 eabl, BO Bpemsa efpl, Nocne egpbl).

18. Mpu HeEobX0AMMOCTU HEME/IEHHOTO UKW CPOYHOTrO (B TeyeHMe ABYX paboumx AHel) oTnycKa
JIeKapCTBEHHOrO npenapaTa nNauUMeHTYy B BepXHEW 4YacTM peuenta Ha OymaxKHOM HocuTene
npocrtasnsaoTcs ob6o3HayeHun "cito" (cpouHo) nau "statim" (HemeaneHHo). AHanorMyHble 0603HaYEHUn
NPOCTaBNAOTCA B BUAE OTMETOK Npu 0popMAeHUN peLenTa B popme 3/1EKTPOHHONO JOKYMEHTA.

19. Npun odopmaeHNN HazHAUYEHUA FOTOBOrO IEKAPCTBEHHOTO NpenapaTta B peuenTe Ha ByMarkHOM
HocuTene unan peuente B GOpPMe 3/IEKTPOHHOTO [OOKYMEHTA KOJIMYECTBO [AENCTBYHOLWMX BeLLecTs
YyKa3blBaeTCs B COOTBETCTBUM C MHCTPYKUMENW NO MEAULMHCKOMY NPUMEHEHUIO NIEKAapPCTBEHHOTO
npenapara. JonycTMMO yKa3blBaTb A0O3MPOBKY JIEKAPCTBEHHbIX NPenapaToB CUCTEMHOIO AeicTBua (ann
pe3opbTMBHOro Npuema) B TBEPAbIX NEKapCTBEHHbIX popmax (Hanpumep, TabAeTKM, NOPOLLIKKU, Kancybl)
KaK codepraHue OAHOro WM HEeCKONbKMX OEWCTBYIOWMX BELWEeCTB B eAMHMLAX Maccbl (B rpammax,
MuaaMrpammax). lonyctMmo yKasbiBaTb A03MPOBKY /IEKAaPCTBEHHbIX NPEenapaToB CUCTEMHOTO AeNCTBUSA
(ana pe3opbTUBHOTO MNPUMEHEHUS) B XMUAKUX JIEKAPCTBEHHbIX Qopmax (Hanpumep, pacTBOpPbI,
CYCMNEH3UKN) KaK cofepiaHue OL4HOTO UM HECKOJIbKUX OEeNCTBYIOWMX BELEecTB B eAMHULAX MaccChbl Ha
eanHuLy obbema (Hanpumep, MUAAUTPAMM/MUANMANTP) C YKasaHuem obLiero obbema nekapcTBeHHOM

dopmbl.

MNpu odopmaeHnn HaszHaYeHWA NEeKAPCTBEHHOrO npenapata MHAMBUAYANbHOrO M3rOTOBNEHUA B
peuente Ha OymarKHOM HocuTene wan peuente B Gopme 3/EKTPOHHONO AOKYMEHTa KO/JMYECTBO
TBEPAbIX M CbiNy4mx bapmaLeBTUYEeCKMX CybCcTaHUMI yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), KUAKUX -
B MUANANTPAX, TPAMMAX U Kannaax.

20. Peuentbl Ha BymaxHOM HocuTene, B GOpme 3/NEKTPOHHOro AOKYMEeHTa, opopM/eHHbIe Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 n npeaHasHayeHHble A1 OTMYCKA JIEKAapCTBEHHbIX
npenapaTos, NPeAYCMOTPEHHbIX noanyHKTamu 1 - 3 nyHKTa 9 HacToAwero Mopaaka, 4eNcTBUTE/bHBI B
TeyeHue 15 gHei co aHA opopmaeHus.

21. PeuenTtbl Ha Byma)kHoOmM HocuTene, B popme 3N1eKTPOHHOTO AOKYMeHTa, 0odOpPMAEHHbIE Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) M npeaHasHayeHHble AAA OTNYCKa J/IEKapCTBEHHbIX
npenapaToB rpa*kAaHam, yKasaHHbIM B NyHKTe 10 HactoAwero MopAagKa, AeicTBUTENbHbI B TeyeHue 30
OHel co gHA odopmieHMA, 33 UCKAOYEeHMEeM cnydaeB OPOpMIEHMA pelenTa B COOTBETCTBUMU C
nyHKTamu 38 n 39 HactoAwero MopaaKa, NpyM KOTOPbIX OH AeAcTBUTENEH B TedeHune 15 aHen co AHA
odopmneHus.

22. PeuenTbl Ha Byma)kHOM HocuTene, B popme 3NEeKTPOHHOTO AOKYMeHTa, 0odOpPMAEHHbIE HA
peuentypHom 6naHke dopmbl N 148-1/y-04(n) M npegHasHayeHHble ANA OTMNYCKa JIeKapCTBEHHbIX



npenapatoB rpaxaaHam, AOCTUIUMM MNEHCMOHHOro BO3pacTa, MHBaMAAM MepBOM rPynnbl, AeTAM-
MHBANNAAM, a TaKMKe Trpa)kgaHam, CTpagaloWwum XpoHUYecKMMKu 3aboneBaHuaMK, Tpebyrowmmum
ONNUTENbHOTO KYPCOBOTrO JieYeHuAa, AeincTBuTeNbHbl B TedeHue 90 gHelr co AHA odopmneHusa, 3a
MUCKNIOYEHMEM C/lydaeB, YKasaHHbIX B MNyHKTax 38 u 39 Hactoawero [lopAagka, NpuM KOTOPbIX OH
AencTeuTeneH B TedeHune 15 aHen co gHA opopmaeHus.

Ona neyeHuAa XpoHUYeCcKMX 3aboneBaHU yKasaHHbIM KATErOPUAM TparkAaH NeKapCTBEHHbIE
npenapatbl ¢ 0GoOpMAEHNEM PeLLEenTOB Ha ByMaxKHOM HOocUTene Man peLenToB B Gopme 31eKTPOHHOTO
OOKYMeHTa MOTyT Ha3dHa4aTbCA Ha Kypc fiedeHns go 180 gHen.

23. PeuenTbl Ha Byma)kHOM HocuTene, B dopme 3/1eKTPOHHOIro AOKYMeHTa, opopmaeHHble Ha
peuenTypHom 61aHKe popmbl N 107-1/y M npegHasHayeHHble A4/1A OTNYCKa IEKAPCTBEHHbIX NPEenapaTos,
npeaycMoTpeHHbIX MyHKTOM 11 Hactoswero Mopaaka, AencTBuTesbHbl B TedeHue 60 AHel co gHA
odopmaeHus.

Mpyv HasHaYeHUM T[OTOBbIX JIEKAPCTBEHHbIX MPENAPATOB M JIEKAPCTBEHHbIX MNpPenapaTos
WHAMBUAYANAbHOIO U3roTOBIEHUS NaUMeHTam ¢ 3aboneBaHMAMM, TPEDYIOWMMN ASIUTENBHOTO KYypPCOBOro
nedyeHus, ¢ opopmaeHnem Ha peuenTypHom 6aaHke ¢opmbl N 107-1/y peuenta Ha 6ymarkHOM
HocuTene MAnM B QGOPME 3N1EKTPOHHOTO [JOKYMeHTa YCTaHaB/AIMBAaeTCA CPOK [EeWCTBMA peuenTa B
npegenax 40 O4HOro roaa.

B cnyyae ycTaHOBNEHMSA CpOKa AeicTBMA peuenta B npegenax A0 OAHOMO roga B peuenTe
npoussoamuTca Haanucb: "Mo cneuManbHOMy HasHayeHuMio", 0603HaYaeTcA CPOK AeNCTBMA pelenTta U
NepuoaMYHOCTb OTMNYCKa IeKapCTBEHHbIX NpenapaTos U3 anTeyHol opraHn3aLmm AN UHANBUAYaANbHbIM
npeanpuHUmaTenem, UMerLMM TULLEH3NIO Ha dapMaLeBTUUYECKYIO AeATeNbHOCTb <14> (exeHeaenbHo,
e)XeMeCAYHO M UHble nepuoabl). JONONHUTENBHO 3TO yKa3aHWe 3aBepsAeTcsa NoANUCbi0 MeAULMHCKOro
paboTHMKa, a TaKXKe neyaTbio MeanLMHCKON opraHm3auum "Ons peuentos” (Ana peuenTta Ha BymaxkHOM
HocUTeNe) NN YCUNEHHOW KBanNPUUMPOBAHHOW 31eKTPOHHOM NOANUCbI0O MeAULMHCKOrO paboTHUKA U
N1ua, YNOAHOMOYEHHOTO 3aBepATb AOKYMEHTbI OT MMEeHU MeAMLMHCKOW opraHusaumm (ana peuenTa B
dbopme 31eKTPOHHOro AOKYMEHTA).

<14> NMyHKT 47 yactn 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JIMLLEH3UPOBAHMM OTAENbHbIX BUAO0B AeaTenbHocTn" (ganee - eagepanbHblii 3akoH N 99-93) (CobpaHue
3aKoHogaTenbcTBa Poccuinickon dPepgepaumu, 2011, N 19, cT. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha NeKapcTBEHHble NpenapaTbl, BKAlOYeHHble B nepedyeHb [KY, ana nedyeHus
NaUMEHTOB C XPOHMYECKMMM 3a601EBAHNAMM MOTYT 0DOPMAATLCA Ha KYypC NedeHns Ao 60 gHel.

B cnyyae, Korga Kypc fnedveHus coctasnaet 6onee 30 AHelt, AONOAHMTENbHO B peuLenTax Ha
6ymMaXXHOM HocuTene npoussBoauTcA Haanucb "lMo cneumanbHOMy HasHadeHuo", 3aBepeHHasn
noANMCbI0 MeAULMHCKOro paboTHUMKa M MnedyaTbio MeAMUMHCKOM opraHusauuun "Ons peuentos", Ha
peuenTax B GOpMe 3N1EKTPOHHOTO AOKYMEHTa Npoun3BoaMTCA oTMeTKa "lMo cneunanbHOMY HasHadeHuo"
C NPOCTaBAEHMEM YCUMIEHHON KBaNGULMPOBAHHOMN SNEKTPOHHON NOANNCU MeAUUMHCKOro paboTHMKa
M InLa, YNOJHOMOYEHHOrO 3aBePATb AOKYMEHTbI OT UMEHMU MEeANLMHCKON OpraHn3aummn.

25. PeuenT Ha 6ymaxHOM HocuTene B GOpMe 3/IEKTPOHHOTO AOKYMEHTa, OPOPMJIEHHBIN C
HapyLweHMeM YCTaHOB/IEHHbIX HAaCTOALLMM MNopAaaKom TPeboBaHWM, CUMTAETCA HELENCTBUTEIbHBIM.

Il. HasHauyeHue neKapCcTBEHHbIX NPenapaTos Npu OKasaHUu
MeAULMHCKON NOMOLLM B CTAaLMOHAPHbIX YCAOBUAX

26. Mpn OKasaHuM nauneHTy Me,CI,MLI,MHCKOﬁ nomown B CTaLMOHAPHbLIX YCNOBUAX Ha3Ha4dyeHue
NNEKAPCTBEHHbLIX NpenapaTtoB npounssoanTCA 6es Od)OpM/'IEHMFI peuenta megnunHCKUm pa6OTHMKOM
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eAUHONNYHO, 33 UCKIOYEHNEM CyYaeB, yKasaHHbIX B MyHKTe 27 HacToAwulero MNopaaka.

27. CornacoBaHWe Ha3HauyeHWA JIeKapCTBEHHbIX NpenapaTtoB C 3aBeAyloWuM OTAefeHMeM Wau
OTBETCTBEHHbIM AEXYPHbIM Bpayom ANM60 ApYyrMm ANLOM, YNOJHOMOYEHHbIM NPUKA30M rMaBHOMo Bpaya
MEAULMHCKOM OpraHM3aumun, a TaKXe, NpU Haaudyuu, C BPauyoM - KAUHUYECKUM (apMaKkonorom
HeobxoaMMo B C/lyyasx:

1) oAHOBPEMEHHOro Ha3HaYeHMA NATU U 6oee IeKapCTBEHHbIX NPenapaToB OAHOMY NaLUEHTY;

2) Ha3HayeHUn leKapCcTBEHHbIX NPenapaToB, He BXOAAWMX B NepeyeHb KU3HEeHHO HeobXxoauMbIx
M BaKHEMLUUX NIeKapCTBEHHbIX npenapaTos <15>, Npyu HETUNUYHOM TedeHun 3aboneBaHuA, HaANduu
OCNOXHEHUIM OCHOBHOro 3aboneBaHMA W (MAKM) conyTCcTBYOLWMX 3aboneBaHUl, NpuM HasHaAYEHUU
NIeKapCTBEHHbIX MpenapaToB, 0COHBEHHOCTM B3aMMOAENCTBMA M COBMECTMMOCTM KOTOPbIX COFNacHo
WMHCTPYKLUMAM NO WX MPUMEHEHMIO NPUBOAAT K CHMKEHWIO 3¢ddeKTMBHOCTM U He3onacHocTu
dapmaKoTepanuu 1 (Man) co3aatoT NOTEHLMaAbHYIO ONAaCHOCTb ANS XU3HM U 340P0BbA NaLMEHTa.

<15> Yactm 1 cratbm 60 depepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHOAaTeNbCTBA
Poccuitckoit depepaummn, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX CayyYyaAx Ha3HayeHue JIeKapCTBEHHbIX npenapaTos d)MKCVIpyETCFl B Me,CI,MLI,MHCKOﬁ
AOKYMEHTaUMN NauneHtTa W 3aBepAeTcAa nognucbito MeauunHCKOro paGOTHMKa n 3aBegyrouwiero
oTAeENEHNEM (OTBETCTBGHHOI’O AeXYPHOro spaya nam 4pyroro ynoJiHOMo4yeHHoro nmu,a).

28. MeguuMHCKMIA pabOTHUK MeAMUMHCKOW OpraHusauuu (ee CTPYKTYPHOro noapasaeneHus),
pacrnofioKeHHOW B CE/NbCKOM HACe/NIeHHOM MyHKTe, OCYLLEeCTBAAET Ha3HauyeHWe JfIeKapCTBEHHbIX
npenapaToB B C/1y4asx, YKa3aHHbIX B NYHKTax 27 v 29 HacToAwero Nopagka, eANHOANYHO.

29. Mo pelwweHunto BpayebHOM KOMUCCUM MALMEHTaM NPU OKAa3aHUM UM MELMLNHCKOM NOMOLLM B
CTAUMOHapPHbIX YCAOBMAX HA3HAYAKOTCA JIEKAPCTBEHHble Mpenapatbl, He BK/IKOYEHHble B NepeyveHb
KM3HEHHO HeoBXOAMMBIX M BaXKHEWLWWX SIeKapCTBEHHbIX NPenapaTtoB, B C/y4ae WX 3ameHbl M3-3a
WHAMBUAYAbHON HEMEPEHOCMMOCTH, MO *KMU3HEHHbBIM MNOKA3aHUAM.

PeweHne BpayebHOM KomMCCUM UKCUMpPYETCA B MEAMLMHCKON [AOKYMEHTAUMM MauMeHTa u
YKypHane BpavyebHON Komuccuu.

30. B cayuyaax obcnenoBaHUA U NeYeHUA TpaKAaHWHA B CTaLMOHAPHbIX YCAOBMAX B pPaMKax
npefocTaBneHNa MeAUUMHCKUX YCAYr Ha BO3Me3AHON OCHOBE 3a CYEeT /INYHbIX CPeACTB rpakAaaH,
CPEeACTB OPUAMYECKUX JIML, U WMHbIX CPEeACTB Ha OCHOBaHMM [0OroBopa, B TOM 4uC/le [0roBopa
[06pOBO/IBHOMO MEeAUUMHCKOro CTpaxoBaHua <16>, emy MoryT 6biTb Ha3HaudeHbl JfieKapcTBEHHblE
npenapaTtbl, He BXOAALlME B MepeyeHb MU3HEHHO HEOBXOAUMbBIX U BaXKHEMLIMX JIeKapCTBEHHbIX
npenapaTtos, ec/iM UX Ha3HaYeHue 1 NpMMeHeHne 0B6yCN0BAEHO MEANLIMHCKMMM NMOKa3aHUAMM.

<16> MNoctaHoBneHune MpaButenbctea Poccuitckoit ®Pepepaumm ot 4 oktabpa 2012 r. N 1006 "06
yTBEpX)AeHUM MpaBua NpeaocTaBAeHUs MeANLUNHCKMMM OPraHM3aumMaMm NAaTHbIX MeAULMHCKMX yeayr"
(CobpaHue 3akoHoaaTenbcTBa Poccuitckoit depepaumm, 2012, N 41, cT. 5628).

lll. HasHaueHMe nekapCcTBEHHbIX NpenapaToB NP OKasaHUU
nepBUYHON MeAUKO-CaHUTAPHO NOMOLLM, CKOPOIi MegULUHCKOM
NOMOLLU U NANI/INAaTUBHON MeAULUHCKO NOMOLLU

31. MNpn OKasaHMM MNEPBUYHON MEANKO-CAaHUTAPHOW MOMOLM M NaNANaTUBHOW MeAMLUHCKON
NOMOLLM B amMbynaTopHbIX YC/NOBUAX Ha3HaAYeHWe JIeKapCTBEHHbIX MPenapaTtoB OCYLLECTBAAETCA
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MeAMLMHCKMM paboTHUKOM B CyYanX TUNUYHOTO TedeHUs 3a601eBaHNA NaLMeHTa NCXOAA U3 TAXKECTU U
XapaKkrtepa 3abonesaHus.

32. HasHa4yeHuMe neKapCTBEeHHbIX NPenapaTtoB Mo pelleHno BpadyebHOM KOMUCCMMN NPU OKasaHUK
NepBUYHON MeaMKO-CaHUTAPHOW MOMOLLN, Ma/i/IMATUBHOM MeAULMHCKOMW nomolwm B ambynatopHbIX
YCNOBUAX MPON3BOAMTCA B C/IyHaAAX:

1) ogHOBPEMEHHOIO Ha3HaYeHMa O4HOMY MaLMEeHTy NATU U 6osiee IeKapCTBEHHbIX NPEenapaTos B
TeYeHMe OAHUX CYTOK WU CBbILE AeCATU HAMMEHOBAHUI B TeYEHWe TpUALATK AHeN;

2) Ha3HayeHUsA NeKapCTBEHHbIX NPenapatosB NPW HETUNUYHOM TedeHUM 3aboneBaHus, Hanuuymum
OCNOXHEHUIM OCHOBHOro 3aboneBaHMA W (MAKM) conyTCcTBYOLWMX 3aboneBaHUl, NpuM HasHaAYEHUU
NleKapCTBEHHbIX NpenapaToB, 0COH6EHHOCTM B3aMMOAENCTBMA U COBMECTMMOCTU KOTOPbIX COFNacHo
WMHCTPYKLUMAM MO UX MPUMEHEHUIO MPUBOAAT K CHUNKEHWUIO 3PDEKTUBHOCTU M 6e30NacHOCTU JieyeHun
naumeHTa 1 (M1n) co3aatoT NOTEHLUMAbHYIO ONACHOCTb ANA XU3HM U 340PO0BbA NALUEHTA;

3) nepBMYHOTO Ha3HAYeHWs MNaLMEHTY HAPKOTUYECKUX W MCUXOTPOMHBLIX JIEKAPCTBEHHbIX
npenapatoB cnvckoB |l u lll MepeyHa (B crydae NPUHATUA PyKOBOAUTENEM MEAMLIMHCKOW OpraHu3aumm
peleHna 0 Heob6Xxo04MMOCTU COrIAaCOBAHMA HAa3HAYEeHNA TAaKMX NEKAPCTBEHHbIX NPENapaToB ¢ BpayebHo
Komuccuen).

33. [loBTOpHOE Ha3HaYeHMEe HAPKOTUYECKMX WU MNCUXOTPOMHbIX JIEKAPCTBEHHbLIX MpPenapaTos
cnuckos Il u 1l NepeyHs nponsBoANTCA MEAULMHCKMM PabOTHMKOM CamMoCTOATENIbHO UAN eAUHONNYHO
6e3 yyacTns BpayebHOM KOMUCCUM MaLMEHTaM C BblparKeHHbIM 60/1eBbIM CUHAPOMOM N06Oro reHesa,
HapylWeHWeM CHa, CYOOPOXHbIMU COCTOAHMAMMW, TPEBOXKHbIMW paccTpoiicTBamn, Gobuamu,
NCUXOMOTOPHbIM BO3bYXKaEeHMEM.

34. MpK OKaszaHUM CKOPOWM MEeOMLMHCKOM NOMOLLM NeKApCTBEHHblE MpPenapaTtbl Ha3HayvaloTCA
MeAVNLMHCKMM paboTHMKOM Bble3gHOW Opuraabl CKOPOM MOMOLWM, MEOULMHCKUM pPaboTHMKOM
MEAVLMHCKON OpraHM3aummn MNpyv OKasaHUM MeAMUMHCKON NOMOLLM TparkgaHam npu 3aboseBaHusX,
HECYACTHbIX C/Ay4YaaX, TPaBMax, OTPABAEHMAX U OPYIUX COCTOAHMAX, TPebyloWUx CcpoyYHoro
MeMLUNHCKOro BMeLLIaTe1bCcTaa.

IV. HasHaueHMe neKapCcTBEeHHbIX NPenapaTos rpaXaaHam,
MMeloLMM NpaBo Ha 6ecnaaTHoe NonyyYeHUe NeKAPCTBEeHHbIX
npenapaToB Uau NONyYEHUE SIeKAaPCTBEHHbIX NpenapaTos
CO CKMAKOWN, NPU OKA3aHUM NepPBUYHOMN
MeAUKO-CaHUTApPHOWU NOMOLLU

35. Mpu OKasaHWW NEepPBMYHON MEAMKO-CAaHUTAPHON MNOMOLLM HasHaYeHue MeaULMHCKUM
PabOTHMKOM Ha OCHOBE KAMHWYECKMX PeKOMEHZAUMA M C YY4EeTOM CTaHAAPTOB MEeAMULMHCKON MOMOLLM
<17> nekapcTBEHHbIX NpPenapaToB, OTNYCKaeMblX 6ECnNaTHO MM CO CKMAKOW, rpaxkaaHam, UMEOLMUM
npaBo Ha obecneyeHuWe NEeKAapPCTBEHHbIMX MpenapaTtaMy 3a CYeT CPeacTB BIAMETHbIX acCMTHOBaHWIA
depepanbHoro 6rogyketa M bloarkeToB cybbekToB Poccuiickot dPeaepauun, OCYWECTBAAETCA Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratba 37 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHodaTenbcTBa Poccuiickoit
depepauun, 2011, N 48, cT. 6724; 2021, N 27, cT. 5186).

Mpn odopmneHnn peuenta Ha 6naHke ¢opmbl N 148-1/y-04(n) Ha BymaskHOmM HocuTene
oboOpMANATCA ABa 3K3eMNAApa, OAUH M3 KOTOPbIX OCTAETCA B anTeYHOW OpraHusalmu, BTOpPOK - B
MEeONLIMHCKOM AOKYMEHTaL MW NauMeHTa.


consultantplus://offline/ref=39BA201404D757A678963EC7B192F72986218DC4861BDF6614496E3872C6C99A43247B2D04C661059BFFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72986218DC4861BDF6614496E3872C6C99A43247B2D04C6630396FFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72986218DC4861BDF6614496E3872C6C99A43247B2D04C661059BFFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72986218DC4861BDF6614496E3872C6C99A43247B2D04C6630396FFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F729862286C18C15DF6614496E3872C6C99A43247B2F01C76B56C2B0D1A3EEC4E344901146C8C3w4DAE

36. I'IpaBo Ha3HAa4aTb ZIEKAPCTBEHHbIE NpenapaTbl rpaxgaHam, MMerLWnm npaso Ha b6ecnnatHoe
nony4yeHne NeKapCTBEHHbIX MpenapatoB WM NnoayvyeHUe NeKapCTBEHHbIX MpenapaTtoB CO CKVI,EI,KOVI,
TaKXe UMEIOT:

1) meanumHCcKMe paboTHMKKM, paboTatolume B MeANLMHCKON OpraHM3aLmmn no COBMECTUTENbCTBY
(B npeaenax cBoel KOMMNeTeHUMK);

2) MegMUMHCKME PabOTHUKM CTALMOHAPHbIX OPraHM3auMii COUMANbHOrO OOCNYXUBAHUA NpuU
HaAUYMM NULEH3UM Ha OCyLLecTBNAeHMe MeAMLUMHCKOW AeaTenbHoCTM <18>, npedycmaTtpuBaiolleit
BbiNO/NIHEHNE pPaboT (OKasaHWe ycayr) Mo OKasaHWIo NepBUYHON MeAMKO-CaHWUTapHOM NoMOoWM B
ambynaTopHbIX YCN0BUAX (HE3aBUCMMO OT BeAOMCTBEHHON NPUHaANEXHOCTH);

<18> MNyHKT 46 yactu 1 ctatbn 12 deaepanbHoro 3akoHa N 99-d3 (CobpaHune 3aKoHOAATENbCTBA
Poccuitckoit depepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) meauuMHCKMEe PaboTHUMKU MegMLMHCKMX OPraHM3alMii, OKasbiBalOWMX MEPBUYHYIO MEAUKO-
CaHMTapHylO MNOMOLLb, NOABEAOMCTBEHHbIX ¢eaepanbHbIM OpraHaM WCMOJHUTENIbHOW BAACTU MK
opraHam UCNOJIHUTENbHOM BlacT cybbeKToB Poccuitckon ®epepauymu;

4) wHauBuAayanbHble MNPeAnpPUHUMAETENM, OCYLLECTBAAIOWMNE MEAMUMHCKYIO AeATeNbHOCTb M
BK/IOYEHHbIE B pPEecTp MeAMLUMHCKMX OpraHu3auuMi, OCYLWEeCTBAAIWMNX AeATeNbHOCTb B cdepe
06s3aTeNIbHOro MeAMLMHCKOro CTPaxoBaHuA.

37. MNpu Ha3HaYeHUN NeKapCTBEHHbIX NPenapaToB rpaxaaHam, UMelLWnmM nNpaso Ha becnaaTHoe
NosyYyeHue NeKapcTBEHHbIX NPenapaToB MW MNOJyYeHMe JIeKapCTBEHHbIX MPenapaTtoB CO CKUAKON, B
peuenTe yKasblBaeTcA HOMep TenedoHa, MO KOTOPOMY PaBOTHUK anTeyHoW opraHu3auum npu
HeoBX0AMMOCTN MOXKET COrNacoBaTb C MeAMLMHCKMM paboTHUKOM 3aMeHy 1eKapCTBEHHOrO npenapara.

38. HasHayeHMe HapKOTUYECKMX U NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTos cnucka Il Mepeyna
(3@ uckNtoueHVEM NEeKApPCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMAJbHbBIX TEPANEBTUYECKMX CUCTEM, A
TaKXKe JIeKapCTBEHHbIX MPEnapaToB, COAEPNKALWMX HAPKOTMYECKOe CpeacTBO B COYETaHUMUM C
aQHTAaroOHUCTOM OMWOMAHbIX PELEnTOpPOoB) rpa)AaHamM, MMEelLWUM MNpaBo Ha HecnsiaTHoe MojyyYeHue
JIeKAPCTBEHHbIX NPENAPATOB UM NOAYYEHUS IEKAPCTBEHHbIX NPENAPaTOB CO CKUAKOM, OCyLLecTBAAETCA
Ha peuenTypHom 6naHke ¢dopmbl N 107/y-HI, K KOTOpOMY AONOAHUTENBbHO ObOopMAAETCA PeuenT Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) (B ABYyX 3K3emnaAapax Npu oGoOpPMAEHUN Ha BymarkHOM
HocuTene).

39. HasHayeHMe HapKOTUYECKMX N NCUXOTPOMHbIX IEKAPCTBEHHbIX Npenapatos cnucka |l NepeyHs
B BWAE TpPaHCAEPMAJIbHbIX TepaneBTUYECKMX CUCTEM, HApPKOTMYECKMUX JIEKAPCTBEHHbIX NpenapaTos
cnucka Il MepeyHs, copeprKalunx HapKOTUYECKoe CPeaCTBO B COYMETAHUM C aHTAarOHUCTOM OMUOWUZAHBIX
peLenTtopoB, MNCUXOTPOMHbLIX JIeKApPCTBEHHbIX MpenapatoB cnucka Il [epeyHa, nexkapcTBEHHbIX
npenapaTtos, BKAKOYEHHbIX B NepedveHb [MKY, copepxkawmxca B nognyHkTe 2 nyHKTta 11 Hactoawero
MopsagKa, npefHasHaAYeHHble A8 NeYeHUA rpaxk4aH, MMelWmx npaBo Ha becnnaTHoe nony4vyeHue
JIeKapCTBEHHbIX NPEenapaToB UM NOSYyYeHUEe NeKapCTBEHHbIX NPENapPaTOB CO CKMAKOM, OCyLLecTBAsAETCA
Ha peuenTypHbix 6naHkax popm N 107-1/y u N 148-1/y-88, K KOTOPbIM AOMNOAHUTENBHO OGOPMAAETCA
peuenT Ha peuentypHom 6aaHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnasapax npu opopmaeHnN Ha
H6yMarKHOM HocuTene).

Mpunoxkenne N 1
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K MNopsaaky HazHayeHusA
JIeKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY NPUKa3OM
MuHWCTEPCTBA 34paBOOXPaHEHUS
Poccuiickoin Pepepaumn

oT 24 HoAb6pA 2021 r. N 1094H

KOJIMYECTBO
HAPKOTUYECKMX CPEACTB U/IU MCUXOTPONMHbIX BELWWECTB, KOTOPOE

MOMET BbITb BbIMUMCAHO B O4HOM PELIENTE

N MexayHapogHoe HenaTeHTOBaHHOe dopma BbiNyCcKa n Konunyectso
n/n HaMMeHOBaHWE HAPKOTUYECKOTO U [,031MpOBKa
NCUXOTPOMHOTO NEKAPCTBEHHOIO
npenapata
1. bynpeHop¢dunH + HanokcoH TabneTku 60 TabneTok
cybanHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHaa N
0,2 mr 20)
2. bynpeHopduH PacTBOp A5 UHBEKLUN, 30 amnyn (wnpwu-
0,3 mr/mn 1 mn TIO6MKOB)
3. bynpeHopduH TpaHcaepmManbHbIN
nnacTbipb
35 mKr/uac 20 nnactbipei
52,5 mKr/vac 10 nnacTbipen
70 mKr/vac 5 nnactbipen
4. MopduH PacTBOp A5 UHBEKLUN,
pacTBop gns 20 amnyn (wnpwu-
NOAKOXKHOIo BBEAEHMUA TIO6MKOB)
10 mr/mn 1 mn
5. KogeuH + MopduH + HockanuH + PacTtsop gnAa
ManasepuH + TebanH NOAKOXKHOMo BBEAEHMUA
0,72+5,75+2,7+0,36 + 20 amnvi!
0,05 mr/mn 1 mn y
1,44+11,5+5,4+0,72 +
0,12 mr/mn 1 mn
6. TpumenepuamH Tabnetkun 25 mr 50 Tabnetok
7. TpumenepnanH PactBOp AN MHBEKLUI 20 amny (wnput-
10 mr/mn 1 mn TO6KOB)
20 mr/mn 1 mn
8. MopduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)
NPOJIOHTMPOBAHHOIO 60 TabneToK (kancyn)
nencrens 40 TabneTok (Kancyn)
10 mr 20 Tabnetok (Kancyn)
30 mr 20 Tabnetok (Kancyn)
60 mr
100 mr




200 mr

9. MopduH Tabnetku
5 mr 100 Tabnetok
10 mr 100 Tabnetok
10. MopduH Kanauv gna npuema
4
BHYTPb 20 mr/ma 20 mn p/1aKoHa
11. MopouH PactBop gna npuema
BHYTPb (MOHO403bI)
2 Mr/Mn 5 mn 100 amnyn n/3
6 mr/mn 5 mn 80 amnyn n/3
20 mr/mn 5 mn 30 amnyn n/3
12. OKcuKoaoH + HanokcoH TabneTku
NPONOHIMPOBAHHOIO
nencTemnn
5mr+2,5mr 100 TabneTtok
10 mr + 5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTtok
13. | MponuoHundbeHnNsToKCnaTUANMNepUaunH | TabneTtku 3awedHble 20 50 Tabnetok
mr
14. deHTaHUN Mnactbipb
12,5 mKr/yac 20 nnacTbipen
25 mKr/uac 20 nnacTbipen
50 mKr/yac 10 nnactbipeit
75 mKr/uac 10 nnacTbipei
100 mKr/yac 10 nnacTbipei
15. deHTaHUN Cnpe# HazanbHbIN

®nakoH 50 mKr/po3a

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

®nakoH 100 mKr/po3a

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

®nakoH 200 mkr/po3a

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

24 dnakoHa
12 ¢naKkoHoB
6 pnakoHoB

12 ¢dnaKkoHoB
6 pnakoHoB
3 ¢pnakoHa

12 ¢dnakoHoB
6 dpnakoHoB
3 pnakoHa




MpunoxkeHue N 2

K MopAaKy HazHayeHnA
JIeKapCTBEHHbIX NPENapaTos,
YTBEPKAEHHOMY NPUKA3OM
MWHUCTEPCTBA 34,paBOOXPAHEHMS
Poccuiickoin Pepepaumn

oT 24 HosbpAa 2021 r. N 1094H

CnpaBoyHO

PEKOMEHAOBAHHBbIE K NCNOJ/Ib3OBAHUIO COKPALLLEEHNA

nPU O®OPMJIEHMU PELLEENTOB

N CoKpaleHue MNonHoe HanuncaHune Mepesoy,
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum KUcnota

3. aer. aerozolum asposonb

4. amp. ampulla amnyna

5. aqg. aqua BOAA

6. aqg. purif. aqua purificata BOAa OYMLLEHHAsA

7. but. butyrum macno (Teepagoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) BolAai (nyCTbBi:;p'aiZc;' Myers Gyaer
11. D.S. Da, Signa Detur, Signetur Bb"”‘g:’;;iij?;;3:\;zTebHiyp'eT
12. D.t.d. Da (Dentur) tales doses Beipaii (Mycte GyayT Bbiaakbi) Takve

£03bl

13. dil. dilutus pa3BeaeHHbIN

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

15. emuls. emulsio 3IMynbcuA

16. extr. extractum JKCTPAKT, BbITAXKKA

17. in enem. in enemas B MUKPOKAN3MAX




18. F. Fiat (fiant) Myctb 0bpasyetca (obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanna, Kanam
21. gtt. peror. guttae peroralis Kaniun gna npmema BHYTPb
22. inf. infusum HacToMl
23. inamp. in ampullis 8 amnynax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6neTBKj>c<Bcon6r;c::::;;15;BaHwa\
. B Tab1IeTKax C MPO/IOHIMPOBAHHbIM
2. | " tab(.)s;olong, in tab(u)lettis prolongatis obductis BbICBOOOKAEHNEM, MOKPbLITbIX
' 060/104KOM
27. in tubul. in tubulis B TIO6MKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor HKUAKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum NUAONbHAA Macca
32. membr. bucc. membranulae buccales NAEHKN 3alleYHble
33. M. Misce, Misceatur Cmewait
(MycTb 6yaeT cmewwaHo)
34. mixt. mixtura MUKCTYypa
35. N. numero yncnom
36. ol. oleum macno (Kuaxoe)
37. past. pasta nacta
38. pil. pilula, pilulae NUANSA, MUK
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaKAEHHbIN
41. pulv. pulvis NOpPOLLOK
47, as. quantum satis CKONbKO I'IOTpHea6AyOETCFI, CKOJIbKO
43, r., rad. radix KOpeHb
44, Rp. Recipe Bo3bmu




45. Rep. Repete, Repetatur MNosTopwu (MycTb ByaeT NnoBTOpPEHO)
46. rhiz. rhizoma KOpHeBMLLe

47. S. Signa, Signetur 0603222252122?\/'”5
48. sem. semen cema

49. simpl. simplex npocToi

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpem

53. spr. nas. spray nasale crnpem HasanbHbIM

54. supp. suppositorium CBeyva, Cynnosutopui
55. susp. suspensio CycrneH3us, B3BecCb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOUKM

59. STT Systema Therapeutica Transcutanea TepaT:s:Tcieeir::?:lac:ema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKA

MUHUCTEPCTBO 34paBoOXpaHeHUsa Poccuitckol

depepaunu

HanmeHoBaHue (wTtamn)
MeAMLMHCKOM OpraHM3aLmum

MpunoxeHune N 2

K NpuKasy MUHUCTePCTBA 34PaBOOXPAHEHNSA
Poccuitckoit ®epepaumm

0T 24 HoAb6pA 2021 r. N 1094H

®OPMA PELLEMTYPHOIO B/IAHKA N 107-1/Y

Kog dopmbl no OKY/,

Kog yupexageHna no OKMNO
MeAnuMHCKana AOKyMeHTaLMA

dopma N 107-1/y
YTBepKaeHa NpuKasom
MwuHMCTEpCTBa 34paBOOXPaHeHNA
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HanmeHoBaHuWe (WTamn) MHAMBUAYANbHOTO Poccuiickoit depepaumm
npegnpuHmMmarens (ykasaTtb agpec, Homep u oT 24 HoAbpA 2021 r. N 1094H
OaTy INUEH3UKN, HAMMEHOBaHWe opraHa

rocyaapcTBeHHOW BNACTW, BblAABLUEroO

NNUEH3uIo)

PELLENT
(B3poOCAbIiA, AETCKUI - HYXKHOE NOAYEPKHYTD)
"o 20 T

damunns, MHUUMANbLI UMEHU U OTYECTBa (nocieaHee - NPU HaAnuuK)
naumeHTa

[ata poxaeHuna

damunusa, MHUUMANbLI UMEHU M OTYECTBa (nocieaHee - NPu HanuuK)
Neyvallero Bpaya (dpenbaliepa, akyLwepku)

py6.|Kkon.| Rp.

Moanucb M. .
M neyaTb sievallero Bpaya
(noanuce dpenvawepa, akywepKku)

Peuent npemcrBuTesieH B TeueHue 60 mHewm, mo 1 roma ( )
(HyXHOE IOOYEPKHYTH) (yxaszarob
KOJIMUECTBO IHEel)

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HaYeHWW IeKapCTBEHHOro
npenapara no peLieHnto BpayebHo Kommccum

Mpurotosun Mposepun OTnyctnn




®OPMA PELIEMNTYPHOIO B/TAHKA N 148-1/Y-88

MuHUCTEpPCTBO 3apaBooXpaHeHns Poccuiickol Koa dopmbl no OKY/[ 3108805
depepaunn MeamumHCcKas OKYMeHTaLU s
dopma N 148-1/y-88
HanmeHoBaHue (wTtamn) YTBepKAEHa NPUKa30M
MeAMLMHCKON OpraHusaLmum MMHMCTepCTBa 34paBOOXPaHEHMA

Poccuitckoit denepaumm
oT 24 HoAbpA 2021 r. N 1094H

HavmeHoBaHMe (WTamn) MHAMBUAYANbHOIO
npegnpuHumaTens

(ykasaTb agpec, Homep 1 AaTy ANLEH3UMU,
HavMMeHOBaHMWe opraHa rocygapcTBeHHOM
BNACTW, BblAABLUErO INLEH3UIO)

IR ERERECERERERERE

PELENT o 20__r.

(naTa opopmneHua-peuenTa)

(B3poCAbIfA, AETCKMI - HYXKHOE NOAYEPKHYTD)

damunusn, MHUUMANbLI UMEHU W OTYECTBa (nocieaHee - NPU HaAnuuK)
naumeHTa

[aTa poxaeHua

Appec mecta xutenbctea mam N MeAMLI,MHCKOI‘a KapTbl aM6ynaTopHoro naumeHTa, noay4yatowiero
MeaNLUHCKYIO nomolulb B aM6y}'|aTOprIX ycnosuax

damunusn, MHUUMANbI UMEHU U OTYECTBaA (nocieaHee - NPU Haanuum)
Nevaulero Bpayva (denbgluepa, akylepku)
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Moanucb 1 NneyaTb Nevallero Bpaya M. .

(noanuce dpenbgliepa, akyLepKun)

PeuenT pencreuteneH B TedyeHmne 15 gHen

Ob6opoTHasA cTopoHa

OTMeTKa 0 HasHaYeHWW eKapPCTBEHHOro
npenapara no peLeHnto BpayebHoi Kommccum

Mpurotosunn MNposepun OTnyctun
®OPMA PELLENTYPHOIO BNNIAHKA N 148-1/Y-04(/1)
MUHMCTEPCTBO 34paBOOXPAHEHNA YTBEPXAEHA
Poccuinckoit epepaumn MECTO /1S npm:as;)nglc\)/IXM::(;T:f:TBa
LUTPUXKOZ, APABOOXP
A <*> Poccuiickoin depepaumm

WTamn
Kog,

MeAULMHCKOMN opraHM3aumnm

WTamn
Kog,

MHAUBUAYANbHOIO NpeanpnHUmaTena

oT 24 HosbpAa 2021 . N
1094+

Koz ¢opmbl no OKY/, 3108805

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

Koa Koz Ho3onornyeckom NCTOYHUK dMHaHCMpPOBaAHUA:
KaTeropum dopmbl (no MKB) (noayepKHyTb)

% onnaTbl:
(noavepKHyTb)
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rpa*xgaH

1. depepanbHbiii brogKeT

2. BrogykeT cybbekTa Poccuiickoi
depepaunm

3. MyHMumMnanbHbIn BrogxeT

1. BecnnaTtHO
2.50%
3. MHON %




PELENT Cepua N Jata opopmneHums: 20 .

damunna, MHUUMANbI MMEHW KU oTdyecTBa (mocneaHee - npwu
HaNMuMK) NnaumeHTa [aTta poxaeHua

CHUAC

N nonuca
obnasaTenbHOro
MeAMLNHCKOTO
CTpaxoBaHuA:

Homep MeAMUMHCKOMN KapTbl MaLMeHTa, Noy4atollero MegmumHCKyo Nomollb B amby1aTopHbIX
yCnoBuAxX

damnnuna, MHULMANbl UMEHW M OTYeCTBa (NociegHee - NPU HaANYUK)
nevalero Bpaya (penbawepa, akywepKm)

Py6. Kon. 2o LSRR




Moanucb 1 neyaTb nevawero Bpaya

M.IM.
(noanuck dpenbaliepa, akyLepKn)

PeuenT aeicteuteneH B TeyeHue 15 aHeir, 30 aHei, 90 aHen (HyKHOE NOAYEPKHYTDL)

OTnyweHo no peuenTy: Toprosoe HaMmeHoBaHWE U L03MPOBKa:
Oata otnycka: "__ " 20 . Konunuectso:
Mpurotosun: MNposepun: OTnyctun:

(nMHMA oTpbiBa)

KopeLwok peuenTtypHoro 6naHKa Cnocob npumeHeHus:

HavMeHoBaHMe MpoaonKnTenbHOCTb AHEN

NeKapCcTBEHHOro npenapara:

Jo3unposka: Konnyectso npmnemos B A€Hb: pas3

Ha 1 npuem: en.

<*> B c/nyyae W3roTOB/NEHMSA peLenTypHoro 61aHKa C WUCMONb30BaHMEM KOMMbIOTEPHbIX
TeXHONOMuUN.

O60poTHas CTOpoHa

OTMeTKa 0 Ha3HAYeHUN NEKAPCTBEHHOTO
npenapaTta no pelleHnio BpayebHo Komuccum

Mpurotosun MNposepun OTnyctun

MpnnoxkeHme N 3



K NpuKasy MuHuUcTepcTBa 3/1paBoOXpaHeHuUs
Poccuiickoin Pepgepaumm
oT 24 HoabpAa 2021 r. N 1094H

NoPAA0K
ODOPM/IEHUA PELEENTYPHBIX IAHKOB HA JIEKAPCTBEHHbBIE NPENAPATbI,
MX YYETA U XPAHEHUA

I. OpopmneHue peuenTta Ha BymaKHOM HocuTene

1. Ha peuenTtypHbIix 6n1aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBom BepxHem
YrAy MNPOCTaBAAETCA LWTaMMN MEAMUMHCKON OpraHM3auMu C yKasaHMeM ee HaMMeHOBaHWA, agpeca u
TenedpoHa c JaToN BbINUCKM (AaTol opopmaeHna) peLenTta Ha IeKapCTBEHHbIM npenapar.

OdononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasnseTca Kog
MeANUMHCKON OpraHu3aumm B COOTBETCTBUM C OCHOBHbIM TOCYAAPCTBEHHLIM PErUCTPALUOHHBIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BKAYaeT Koa cybbekta Poccuitckon
depepaunm, COOTBETCTBYIOWMN ABYM NepBbiM UMdppam O6LLEPOCCUNCKOro KnaccudpuKkaTopa 06BHEKTOB
aAMUHUCTPATUBHO-TEpPPUTOPUANbHOIO AeneHua (aanee - OKATO).

PaspeluaeTca nsrotasansatb peuenTtypHble 6naHkn popmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
MOMOLLbIO KOMMbIOTEPHbIX TEXHOIOTUA.

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

2. Ha peuentypHbix 6naHKax, 0dOPMAAEMbIX WHAMBUAYANbHLIMW NpPeanpPUHUMATENAMMU,
UMEIOWMMM JINLLEH3NIO Ha MEAMUMHCKYIO AEATENbHOCTb, B BEPXHEM JIEBOM Yray TUnorpadpckum
cnocobom MAM MyTEM MPOCTaBAEHUA lTamna [Ao/MKeH 6biTb yKasaH agpec WHAMBMAYa/bHOIO
npeanpuHMmaTens, HOmMep M AaTa AULEH3MWM, HaMMeHOBaHWe OopraHa rocyAapCTBEHHOM BAacTy,
BblAaBLLErO IMLEH3MIO.

3. PeuentypHble 6naHkn ¢dopm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n) 3anonHatoTca
MeANLMHCKMM PabOTHUKOM YepHUIAMMN U LUAPUKOBOW PYYKOM.

4. JonyckaeTcs opopMeHNEe BCeX PEKBU3UTOB (3a MCKItOYeHMEM pekBM3nTa "Moanmch nevallero
Bpava (nognuce denbaliepa, akyliepku") peuenTtypHbix 6naHkos dpopmbl dopmbl N 107-1/y, dopmbl N
148-1/y-88 n dopmbl N 148-1/y-04(n) c ncnonb3oBaHMEM NeyaTaloLLMX YCTPONCTB.

5. OdopmneHne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BKAtovaeT uudposoe
KoAupoOBaHue.

LindpoBoe KogMpoBaHMe yKa3aHHbIX peLenTypHbiX 61aHKOB BKIOYaET:

1) Koa megmuMHCcKolM opraHusauuun (OTPH) Mau Kop uHAMBMAYaANbHOrO NpeanpuHMMaTens B
cootBeTcTBMM C OCHOBHbIM rOCYAAPCTBEHHbIM PErnCTPALMOHHBIM  HOMEPOM WHAMBUAYANBHOIO
npeanpuHmumarens (aanee - OTPHUN), npocTtaBasembli NPy U3roTOBAEHUM pPeLenTypHbIX 6/1aHKOB;

2) KoA KaTeropuu rpaxkgaH, MMeLWMX NpPaBo Ha NOJIyYeHWE NEKAPCTBEHHbIX MpenapaTos B
COOTBETCTBUM €O cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 nons 1999 r. N 178-$3 "O rocyaapcTBeHHOM
coumanbHoM nomowm" <1> wn Koa Ho3osornvyeckoin popmbl nNo MexayHapoAHOM CTAaTUCTUYECKOM
Knaccudukaunm bonesHel M npobnem, cBA3aHHbIX cO 3a0poBbem (10-1 nepecmoTp) (ganee - MKB),
3ano/IHAEMble NeYallMm BPAYOM MyTeM 3aHECEHMA KaxAon undpbl B NycTble AYENKU, MPU STOM TOUKA
NPOCTaBNAETCA B OTAE/IbHON AYEKe;
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<1> CobpaHue 3aKoHoaaTenbcTBa Poccuiickoint ®epepaumn, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 UCTOUYHUKe duHaHcupoBaHUA (deaepanbHbliit GoaxeT [1], 6roaXKeT cybbekTa
Poccuitckoit depepaumm [2], myHuumMnanbHbi 6logxeT [3]) U npoueHTe onnaTtbl peuenta (becnnatHo
[1], 50% [2], nHoit % [3]);

4) WTpUX-Koa, - AONONHUTENbHbIA PEKBM3UT (B C/Nyyae M3rOTOBNEHUS Ha TeppuTopuu cybbekTa
Poccuiickolt depepaumm peuenTypHoro 61aHKa ¢ UCNoib30BaHMEM KOMMbIOTEPHbIX TEXHOMOTUIA).

6. B peuentypHbix 6n1aHKax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damunus,
MHUUMANbI MMEHW W oTyecTBa (mociegHee - MpWM HanAMumMu) naumeHTa" yKasbiBatoTca damuaua,
MHUUMANbI UMEHU U OTYEeCTBa (MocaeaHee - MPU HaMuMKM) NaumeHTa.

7. B peuentypHbix 6naHKax ¢popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata
poxaeHuMA" yKasblBaeTca AaTa PoXKAeHUA nauneHTa (YMcno, mecsad, roa).

JononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n ¢popmbl N 107-1/y ana geten 8
Bo3pacTe Ao 1 roga B rpade "[aTta poxKaeHMA" yKasblBaeTca KOIMYECTBO MOJIHbIX MECALLEB.

8. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHWAC" u "N nonuca
06A3aTeNIbHOr0  MEeAMUMHCKOTO CTpaxoBaHMA" YKasbiBAlOTCA CTPAxoOBOM HOMEP WHAMBUAYANbHOIO
NIMLEBOTO cYeTa rpakaaHuHa B NeHcMoHHom doHae Poccuiickon deaepaummn (CHUAC) (npy Hanuuum) n
HOomep nonunca 06s3aTelbHOro MeAMLMHCKOrO CTPaxoBaHuA.

9. B peuentypHbix 61aHKax popmbl N 148-1/y-88 B rpade "Agpec mecrta KUTeNbCTBA UAN HOMEpP
MeAULIMHCKOM KapTbl NaumMeHTa, MoJyyYalollero MeauuMHCKY0 MNOMOLLb B ambynaTopHbIx ycnosuax",
yKa3blBaeTCs MNOYTOBbLIA aApec MecTa KUTeNbCTBa (mecTa npebbiBaHMA uAM mecTa (aKTUYECKOoro
NPOXKMBaAHUA) MaUMEHTa WUAM HOMEP MEAULUMHCKOW KapTbl MauMeHTa, MOy4Yalowero MeamuUMHCKYH
NomolLb B aMbynaTOPHbIX YCNOBUAX <2>.

<2> Mpukas MuHUcTepcTBa 3apaBooxpaHeHna Poccuiickon deagepauum ot 15 gekabps 2014 r. N
834H "O6 yTBEpPXKAEHUU YHUODULMPOBAHHLIX GOPM MEOMULMHCKOM [OKYMEHTALMU, UCMONb3YyEeMbIX B
MEANUMHCKMX OPraHM3aumax, OKasblBAOWMX MeAMLMHCKYI0 NOMOLb B aMOy/laTOPHbLIX YC/0BUAX, U
nopaaKoB No ux 3anosHeHuto" (ganee - Mpukas N 834H) (3apernctpmpoaH MUHUCTEPCTBOM OCTULMUM
Poccuiickoli depepaumm 20 despana 2015 r., peructpaumoHHbii N 36160) ¢ M3MeEHeHUsaMMU,
BHECEHHbIMW NpUKasamm MuHUCTepCTBa 3a4paBooxpaHeHna Poccuiickon ®epepaunn ot 9 aHBaps 2018
r. N 2 (3apeructpupoBaH MwuHuUcTEpPCTBOM tocTUUMK Poccuiickoit depepaumm 4 anpens 2018 r.,
pervcTpaumnoHHbiii N 50614), ot 2 HoA6pa 2020 r. N 1186H (3apermuctpmMpoBaH MUHUCTEPCTBOM HOCTULUN
Poccuiickolt depepaumm 27 Hoabpa 2020 r., perucTpauMoHHbii N 61121).

YKasaHue un afpeca mecCTta XUTtesibCTtBa N HOMepa MQLI,VILI,VIHCKOVI KapTbl NauuneHTa, nosyyatouiero
MEeONLIMHCKYHO NOMOLLDb B aM6y}'IaTOprIX YCNOBUAX, HE ABNAETCA OLUNOBKOMN.

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep MeaMUMHCKOW KapTbl
naumveHTa, NOMYYaloWero MeaMUMHCKYIO MOMOLWb B aMbynaTopHbIX ycnoBuax" yKasbiBaeTcd Homep
MeAMLMHCKOW KapTbl NauMeHTa, NoAy4alowWwero meanuMHCKY0 NOMOLLb B aMBynaToOpHbIX YCA0BUAX <3>.

<3>lMpukKas N 834H.


consultantplus://offline/ref=39BA201404D757A678963EC7B192F72981268DC68D14DF6614496E3872C6C99A43247B2D04C6600691FFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72981268DC68D14DF6614496E3872C6C99A5124232104C57E0290EA86AEECwCD4E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72981268DC68D14DF6614496E3872C6C99A43247B2D04C6600691FFD0FFAA92F044901144CBDF4B5353w9D6E
consultantplus://offline/ref=39BA201404D757A678963EC7B192F72981268DC68D14DF6614496E3872C6C99A5124232104C57E0290EA86AEECwCD4E

10. B rpage "damuava, MHUMUMANLI UMEHM M OTYecTBa (nocneaHee - NPWU HaJAWYMKM) Nedallero
Bpaya (penbawepa, akywepkmn)" peuenTtypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) yKasblBalOTCA MOJHOCTbIO GaMWUAMA, MHULMANbI UMEHU, OTYECTBa (nociaegHee - MPU HaMumK)
MeAMLMHCKOro paboTHMKa, Ha3HaYMBLLIEro IeKapCTBEHHbIe npenapaTthl 1 0GOPMUBLLETO peLenT.

11. B rpade "Rp" peuentypHbix 6aaHkos ¢dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n)
YKasblBaerca:

1) HauMmeHOBaHWE NEKapCTBEHHOro npenapaTa (MeXAyHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, FPYNMUMPOBOYHOE WAN XMMMUYECKOE HAMMEHOBAHWE, TOProBoe HauMMeHOBaHWE) Ha
NATUHCKOM f3blKE WM HA PYCCKOM A3blike, Gopma BbINyCKa, [03UPOBKA, KOAMYECTBO (yKasbiBaeTcA
NPONMCbIo Ha peuenTypHom baaHke popmbl N 107/y-HIM);

2) cnocob npMMeHeHMA NeKapCcTBEHHOrO npenapata Ha rocygapcTBeHHOM f3blke Poccuiickoi
depepaunmn uAM Ha rocyaapcTBEHHOM A3blke Poccuitickon Pepepaumm M rocygapcTBEHHOM si3blKe
pecnyb/nK 1 MHbIX f3blKax Hapoa0B Poccuinckon Peaepaumnm <4>,

<4> Yactb 1 ctatbn 15 3akoHa Poccuiickoit Pegepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoBs Poccuiickont Pepgepaunn (ganee - 3akoH N 1807-1). (BegomocTn cbesga HapoaHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCHCP, 1991, N 50, ct. 1740; CobpaHne 3akoHoaaTenbCTBa Poccuiickomn
depepaunn, 1998, N 31, cT. 3804).

KoHcynbTaHTlAKOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUM C OPULIMAJIbHBIM TEKCTOM AOKYMEHTA.

13. Mpu odopmMmaeHUM peuenTypHbiXx 6MaHKOB 3anpellaeTca OrpaHMYMBaTbCA  OBLWUMM
yKasaHuAMUK, Hanpumep, "BHyTpeHHee", "N3BecTHO".

14. PeuenT, opopmneHHbIit Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTCA MeAULMHCKMM PabOTHUKOM M 3aBEPSAETCA Ero nevaTtbto.

PeuenTt, opopmaeHHbIN Ha pelentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
OONONHUTENIbHO 3aBepsieTcA NevyaTbio MeguMUMHCKOM opraHusaumm "Ona peuentos”.

[na peuenta, obopmaeHHOro Ha peuenTtypHom 6naHke ¢popmbl N 107-1/y, Hannumne neyatn "[na
peuenToB" He ABAseTCA 06A3aTeIbHbIM.

15. Ha ogHom peuentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetca
OCYLLECTBAATb Ha3HaYeHne TObKO 0AHOM0 HaMMeHOBaHWA IeKapCTBEHHOro Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaeTca OCyLECTBAATb HasHauyeHue
TONbKO OAHOMO HAaWMEHOBaHWA  NEeKapCTBEHHOro npenaparta, oOTHocAweroca no ATX K
aHTMNCMxoTUYeckum cpeactsam (Kog NO5A), aHKcnonutukam (Kog NOS5SB), CHOTBOPHbIM U CeAaTUBHbIM
cpeactBam (kog NOSC), aHTupenpeccaHtam (Kog NO6A) M He nogjaexalero npeameTHo-
KOIMYECTBEHHOMY Y4eTy, M [0 Tpex HAMMEHOBAHWIW JIeKApCTBEHHbIX NPenapaTtoB - AAA WHbIX
NIeKapCTBEHHbIX NPenapaToB, He OTHECEHHDIX K BbllleyKa3daHHbIM ATX.

16. UcnpasneHunA B peuente He JOMNYCKAlOTCA.

17. Npu odbopmneHun peuentypHbix 6n1aHkos dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
NeKkapcTBeHHble MpenapaTtbl, Ha3HayeHHble MO pelweHno BpadyebHoW Komuccun, Ha obopoTe
peuenTypHOro 61aHKa CTaBUTCA cneumanbHaa OTMETKa (WTtamn).
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18. Ha peuentypHom 6naHke d¢opmbl N 148-1/y-04(n) BHWM3Y MMeeTCA AUHMA OTPbIBA,
pa3gensaolLan peuenTypHblii 61aHK U KOpPeLLOoK.

KopeuwloK ot peuenTta, opopmIEHHOro Ha yKa3saHHOM peuenTypHom 6/1aHKe, BblAAeTCa nauueHTy
(ero 3akoHHOMY MpeAcCTaBUTENO) B anTeYHON OpraHWsauumM, Ha KOpellKke Aenaercd OTMETKa o
HaMMeHOBaHMM IeKapCTBEHHOrO Npenapara, A4031POBKe, Koauvectse, cnocobe npumeHeHus.

Il. OdopmneHue peuenta B popme 3/1€KTPOHHOrO AOKYMEHTA

19. PeuenT B Gopme 3/1eKTPOHHOIO AOKYMEHTA, NOANUCAHHOIO YCUAEHHOW KBAaANPULMPOBAHHOM
3/1eKTPOHHOW noanucbio, GopmupyeTcs MeaULMHCKMM paboTHUMKOM, CBEAEHMA O KOTOPOM BHECEHbI B
denepanbHbii  perucTp MeguUMHCKMX pPaboTHUMKOB <5>, a TaKXe npu YCAOBUM pernctpauuu
MeAMLMHCKOWM OpraHMsaumn, B KOTopo opopmaseTtca peuenT, B deaepasbHOM peecTpe MeauLUHCKUX
OpraHun3aumii <6> egMHON rocyaapCcTBeHHOM MHPOPMALMOHHOM cucTembl B chepe 34paBOOXPaHEHMA U
NOAK/IOYEHNA TaKOW MeAMLMHCKOM OpraHM3auuu K rocyAapcTBeHHOM MHPOPMAUMOHHOM cucTteme B
chepe 3apaBooxpaHeHus cybbeKkta Poccuitckolt Pepepaumm <7>,

<5> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

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

<7> Cratbn 91 n 91.1 degepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTenbCcTBa Poccmninckoi
depepaunn, 2011, N 48, cT. 6724).

20. Npu odopmneHnn peuenta B ¢GOPME 3/IEKTPOHHOIO [OKYMEHTA Ha JIEKAPCTBEHHblEe
npenapaTbl, YyKasaHHble B NyHKTax 9 u 11 [lopAagka Ha3HaYeHWA NEKAPCTBEHHbIX MNpPenaparos,
YTBEPXAEHHOI0 HACTOAWMM MPUKA3oM, W OTMNyCKaemble 3a TMOJIHYID CTOMMOCTb, 3aMOJIHAOTCA
cnepyowme peKkBU3nTbI:

1) koa cybbekta Poccuitickonn depepaumm no OKATO, onpeaensowmin rocynapcTBeHHYO
MHGOPMAUMOHHYIO cuctemy B cdhepe 34paBooxpaHeHns cybbekTa Poccuiickon depepaumnm, B KOTOPOit
cbopmmupoBaH peuenT B popme 3/1EKTPOHHOTO LOKYMEHT];

2) HanmeHoBaHWue MeAMLLMHCKOVI OopraHunsauunun, agpec, Tel'led)OH nnn d)aMMI'IMFI, MHUNUManbl UMeHU
M oT4yecTBa (nocnep,Hee - npu Ha}'IW-IMVI) MHONBMAYaANbHOIO npeanpuHMmMmaTtena, MMerwero 1MueH3nto
Ha MeANUNHCKYIO 0eATENIbHOCTb, €ro agpec;

3) OrPH topuamyeckoro nvua (MeauMuuHCKoW opraHusauum) unnm OTPHUMN mHamBmMAayanbHoro
npegnpuHuUmaTens;

4) pata opopmneHus peuenTa (YKasbiBaeTca YNCNO, MecAL, roa);

5) pata OKOHuYaHuWsA geicTBuA peuenta (popmupyetcs rocyaapCTBeHHON WMHGOPMALMOHHOM
cuctemoli B cdepe 3apaBooxpaHeHus cybbekTa Poccuiickolt Pegepauumn B COOTBETCTBUM CO CPOKAMM
nencreus peuentos: 15 aHei, 30 aHen, 60 aHen, 90 aHein, Ao 1 roaa);

6) YHUKaNbHbIA HOMep peuenTa (bopmupyeTca rocyaapcTBeHHOM MHGOPMALMOHHOW CUCTEMON B
chepe 3apaBooxpaHeHUs cybbekTa Pocculickoli ®depepaumm n  obecneumBaeT OAHO3HAYHYHO
naeHTMdMKaumnio peuenta B GoOpme 3/EKTPOHHOrO AOKYMeHTa B codeTaHum ¢ OKATO, OFPH uaum
OrPHUN);

7) otmeTkM "cito" (cpoyHo) unm "statim" (HemeaneHHo) Npu HeoBXOAUMOCTU CPOYHOrO WU
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HemeaNeHHOro OTnyCcka 1eKapCTBEHHOrO nNpenaparta nauueHTy,;

8) aapec naumeHTa (yKasbiBaeTcA NOYTOBbIM afpec MecTa KUTeNbCTBa (MecTa npebbiBaHMA MU
MecTa GaKTUYECKOro NpPoXKMBaHUSA) C YKa3aHUEM MHAEKCA, HAMMeHOBaHUA Kpas, 0b6nactu, pecnybamKy,
aBTOHOMHOIO OKpyra n uHoro cybbekTa Poccuiickoint degepaunm, HAMMEHOBaHUS HACe/IEHHOTO MYHKTa,
HaMMeHOBaHMA yauuUbl (NPOCMeKTa, NepeysKka, npoesaa), Homepa Aoma (C ykasaHMeM Kopryca, npu
HaAN4MmM), HOMepa KBapTMpPbl);

9) HOMep 3/IeKTPOHHOW MEAMLMHCKOM KapTbl MalMeHTa B rocyZapcTBeHHON WMHPOPMALIMOHHOM
cucteme B chepe 34paBooxpaHeHmnsa cybbekTa Poccuiickot Pepepaunu;

10) dpamunus, nmsa, otyecTso (nocneagHee - NPU HaANUYUKU) NaLMEHTa NONHOCTbIO;

11) pata poxaeHus nauueHTa (yKasbiBaeTcA 4MCNo, MmecaAl, rog), ana getei no 1 roga
[OMOJIHATENBbHO YKa3bIBAETCA KOJIMYECTBO MOJIHbIX MECALEB;

12) damunms, MHUUMaNbl MMEHW M oTyecTBa (mocnegHee - MPU HaAMUUKM) MEAULIMHCKOro
paboTHUKa NOHOCTbIO;

13) HaMmeHOBaHWe NEeKapCTBEHHOro npenapata (MeAyHapoaHoe  HemnaTeHTOBaHHoe
HaMMeHOBaHWe, TPYNMNMPOBOYHOE MWAM XMMUYECKOe HaummeHOBaHWe, TOProBoe HauMeHOBaHMe),
[031poBKa, Gopma BbiMyCcKa, KOMYECTBO (BCE NO3MLUMM YKA3bIBAOTCA HA PYCCKOM A3bIKe);

14) cnocob npuMMeHeHWs NeKapCTBEHHOrO MpenapaTta Ha rocyAapcTBEHHOM s3blke Poccuiickol
depepauun MAN Ha rocynapcTBeHHOM A3blke Poccuitckoin Pepepaumm U rocyaapCTBEHHOM A3bIKe
pecnybanK 1 MHbIX A3blKax HapogoB Poccuiickon depepaumnm <8>;

<8> Yactb 1 cratbu 15 3akoHa N 1807-1 (Begomoctu cbesga HapoAHbix AenytatoB PCOCP u
BepxosHoro Coseta PC®CP, 1991, N 50, cr. 1740; CobpaHue 3aKoHOogaTenbcTBa Poccuiickomn
depepaunn, 1998, N 31, ct. 3804).

15) [AOKYMEeHT, NOATBEPXKAAMOWMIA Ha3HayeHMe JIeKapCTBEHHOro npenapata Mo peleHuto
BpauyebHO KOMUCCUM MEANLIMHCKOM OpraHusaumu;

16) oTMeTKa O Ha3HauyeHWW NeKapCTBEHHOrO npenapaTa Mo peleHuto BpadebHOM Komuccum
MeANUNHCKON OpraHM3aumMM B CAy4YanX, YKasaHHbIX B ab3aue BTOPOM NyHKTa 6 Mopsaaka HasHavyeHus
JIeKapCTBEHHbIX NPenapaToB, YTBEPKAEHHOIO HAaCTOALLMM MPUKa30M;

17) oTmeTKa O creumasbHOM HasHaYeHWM JIEKAPCTBEHHOTO Mpenaparta (3anosiHAeTCA B C/y4asX,
YKa3aHHbIX B NyHKTax 15 u 24 [lopAagka Ha3HayeHMA NeKapCTBeHHbIX NpenapaTos, YTBepKAeHHOro
HaCTOALWMM NPUKA30M);

18) oTMeTKa O crnewLmanbHOM Ha3HaYeHUN IeKapCTBEHHOTO NpenapaTa NaumeHTy ¢ 3aboeBaHvem,
TpebyloWwmMmM ANNTENbHOTO KYPCOBOrO IedeHms (3ano/HAETCA B Clyyae, yKasaHHOM B NyHKTe 23 MNopagka
Ha3Ha4YeHMsA NEeKapCTBEHHbIX MPENapaToB, YTBEPMKAEHHOro HaCTOALWMM MPUKA3OM) C NPOCTaB/eHNEM
NepuoamnYHOCTM OTMNYCKa IeKapCTBEHHOro Npenapara;

19) npu odopmneHun peuenta B Popme 3INEKTPOHHOTO [AOKYMEHTA Ha JIeKapCTBEHHble
npenapaTbl, YKasaHHble B noAnyHKTax 2 - 5 nyHKTa 9 1 nyHKTe 11 MopAaaKka HasHa4yeHUA NeKapCTBEHHbIX
NpenapaToB, YTBEPKAEHHOIO HACTOALWMM MPUKA30OM, FparkAaHam, MMelLWwuM npaBo Ha HecnnaTHoe
noJiydeHMe NIeKapCTBEHHbIX MPEenapaToB WM MOJlyYeHUE JIEKAPCTBEHHbIX MPenapaToB CO CKUAKOM,
3aMOJ/IHAIOTCA PEKBU3UTbI, MpPeayCMOTpeHHble noAnyHkTammn 1 - 18 HacToAwero MyHKTa, a TakXke
cnepyowme peKkBU3InTbI:
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a) KaTeropusa rpaKAaH, MMelLWMX MpaBO Ha MOAYYEHME NEeKapCTBEHHbIX MNpenapaToB B
COOTBETCTBMM CO cTaTbel 6.1 PeaepanbHoro 3akoHa ot 17 nona 1999 r. N 178-$3 "O rocygapcTBeHHOM
couyanbHOM nomoLn" <9>;

<9> CobpaHue 3aKoHoaaTenbcTBa Poccuiickoint ®epepaummn, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

6) Kog, Ho3o10rnyeckor popmbl no MKB;

B) UCTOUYHUK dMHaHcMpoBaHuA (1 - deaepanbHbin GroaxKeT, 2 - broaKeT cybbekTa Poccuintckoit
depepaunn, 3 - MyHMLMNANbLHBIN BIOAXKET);

r) paamep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - UHOU %);

[) CTpaxoBOlV HOMEp WMHAMBMAYANbHOIO NULEBOTO CYeTa rpakaaHuHa B lMeHCcMOHHOM ¢oHAae
Poccuiickoit depepaumm (npu Hannumm) (CHUAC);

e) Homep nosmca 06A3aTeNbHOro MeAULMHCKOrO CTPaxoBaHUs.

21. Mpwn nNpocTaBAeHUM OTMETKM, YKa3aHHOM B nognyHKkTe 16 nyHKTa 20 Hactoawero MopAagka,
peuent B Qopme 3NEKTPOHHOIO [JAOKYMEHTa MOAMNUCLIBAETCA YCUAEHHON KBaAMdULMPOBAHHOM
3NEKTPOHHOM noANUCblD MpeaceaaTena MWAM  CeKpeTaps BpayebHON KOMMCCUM  MeaMLMHCKOM
OpraHusaumm, Npyn NPOCTaBAEHMN OTMETOK, YKa3aHHbIX B nognyHKTax 17 n 18 nyHKTa 20 HacToAwero
MopsagKa, - YCUAEHHbBIMU KBanUOUUMPOBAHHBIMU 3INEKTPOHHLIMU MOAMUCAMM COOTBETCTBYHOLLMNX
MeAUNLMHCKMX pabOTHUKOB.

22. Mo TpeboBaHUIO MaUMEHTA WIW €ro 3aKOHHOro npeactaButens oPopMIAETCA IK3EeMNasap
peuenta B ¢opmMe 3/EKTPOHHOIO [AOKYMEHTa Ha OymakHOM HocuTesne ¢ oTmetkoh "[Oybaukat
3/IEKTPOHHOIO AOKYMeHTa".

lll. YyeT peuenTypHbiX 61aHKOB (3a UCKAIOUEHMEM peLenTypPHbIX
6naHkos no ¢popme N 107/y-HI "CneunanbHbiii peuentypHblii 6aaHK")

23. YyeT peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rotasanBaemMbIx Tunorpapckum crnocobom (ganee - peuentypHble 6aaHKWM, NoAnexalime ydery),
OCYLLLECTBNAETCA B KypHanax yyera, NPOHYMEPOBaHHbIX, MPOLIHYPOBAHHbIX U CKPEMnAeHHbIX NOAMMUCHIO
pyKoBOAMTENA WM NeyaTbid MeAMUMHCKOW OopraHvM3auMv WAW  NOAMMCbIO  MHAMBUAYANbHOrO
npeanpuHUMaTeNs, UMEIOLLETO INLEH3MIO HA MEAULMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTtypHbix 61aHKoB dopmbl N 107-1/y coaep»ut cneayrouime rpadbi:
1) Homep No nopsaaKy;

2) B pasgene "Mpuxoa™:

a) flaTa perncTpaumm 4OKYMeHTa, NOATBEPKAAIOLLErO NOCTYN/EHNE;

6) Homep ¥ faTa LOKYMEHTa, NOATBEPKAAOLLEro NOCTYN/1eHUE, HAUMEHOBaHWE NOCTABLUUKA;
B) obLLee KOAMYECTBO NOCTYNUBLUMX PELLENTYPHbIX 61aHKOB;

r) damuama, uHULMaNbI MMEHM U oT4yecTBa (nocnegHee - NPU  HanMuMM) M NOANUCH
OTBETCTBEHHOrO MeAMLMHCKOro paboTHMKa, NONYUYMBLUErO peLenTypHble 61aHKK OT NOCTaBLUMKa;

3) B pasgene "Pacxon':
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a) AaTa BblAauM peLenTypHbIX 61aHKOB;
6) KO/IMYECTBO BblAaHHbIX PeLEenTypPHbIX 61aHKOB;

B) $amunua, MHUUMANLI MMEHM W OT4yecTBa (nocnegHee - MNPU HAAMYMKU) OTBETCTBEHHOrO
MeANLMHCKOro paboTHMKA, NONYYMBLLIETO PeLLEnTypHble 6aaHKu;

I') noanncb OTBETCTBEHHOIO meanMUMNHCKOTO pa6OTHMKa, nonyymsLliero peuenTtypHble 6J'IaHKVI,'

4) damunna, UHUMUMaNbl MMEHM U oTyecTBa (nocnegHee - NpU  HaAMuMM) U NOAMMUCH
OTBETCTBEHHOro MeAULUMHCKOro paboTHMKa, BblAaBLIero peuenTypHble 6aaHKu;

5) ocTaToK peuenTypHbIx 61aHKOB.

25. XypHan ydeTa peuenTtypHbix 6naHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(n) comeput
cneayrouwme rpadol:

1) Homep No NOPAAKY;

2) B pasgene "Mpuxon'":

a) faTa perncTpaumm 4OKYMeHTa, NOATBEPKAAIOLWLErO NOCTYNIEHUE;

6) HOMep 1 faTa LLOKYMEHTA, NOATBEPKAAIOLLErO NOCTYN/IeEHUE, HAUMEHOBaHWE MOCTABLUUKA;
B) 0bLLee KONMYECTBO NOCTYMUBLLMX PELENTYPHbIX 61aHKOB;

r) cepum n Homepa peuenTypHbIX 61aHKOB;

A1) KONNYECTBO peLenTypPHbIX 61aHKOB MO CEpUAM;

e) dammnua, WMHUUMANLI MMEHM U oT4yecTBa (nocnegHee - MPUM  HaAMYMKM) U NOAMNUCH
OTBETCTBEHHOIrO MEeAMLIMHCKOIO PpaboTHMKA, NOJTyYMBLUETO peLenTypHble BaHKM OT MOCTABLUUK];

3) B pasgene "Pacxon":

a) AaTa BblAaum peLenTypHbIX 6/1aHKOB;

6) cepun n Homepa BblAaHHbIX PeLEenTyYPHbIX 6N1aHKOB;
B) KOJIMYECTBO BblAaHHbIX PeLenTypHbIX 61aHKOB;

r) damunuma, MHUUMANbLI MMEHM W oOT4yecTBa (nocnegHee - MPUM HaAUYMKM) OTBETCTBEHHOIO
MeANLMHCKOro paboTHMKA, NOyYMBLUErO peLenTypHble B1aHKK;

A1) NoANNCb OTBETCTBEHHOIO MeAMLMHCKOro PaboTHMKa, NONYYMBLIEro peuenTypHble 6naHKu;

4) damunua, uHMUMaANbl MMEHM W oTyecTBa (MocsnegHee - NpPU  HaAMuMM) U NOAMMUCH
OTBETCTBEHHOro MeAMLMHCKOro paboTHMKa, BblAaBLIEro peuenTypHble 61aHKY;

5) ocTaToK peuenTypHbIX 61aHKOB.

26. Yyer peuenToB, oPopM/IeHHbIX B (GOPME 3NEKTPOHHOIO AOKYMEHTA, OCYLLecTBAAeTCA B
rocygapcTBeHHoM WHGOPMAUMOHHOM cucteme B cdepe 34paBOOXpaHeHus cybbekta Poccuiickoin
denepaumn NocpesCcTBOM BEAEHMA eOUMHOMO peecTpa peLenTtos, 0GOPMAEHHbIX B POPME 3/1eKTPOHHbIX
[OKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (33 UCKNOYEHMEM PeLLenTypPHbIX



6naHKkoe no ¢popme N 107/y-HI "CneumnanbHblii peuentypHblii 6aaHK")

27. MeauuMHCKMEe opraHu3aLmnmn noiy4atoT Heobxoammble peuentypHble 61aHKM, 0dOpMAEHHbIe
TMnorpadckMm crnocobom, 4Yepes TeppuTOpMasibHble OpPraHbl ynpas/ieHUs 34PaBOOXPaHEHWEM WAU
OopraHM3auuu, YynoJsHOMOYEHHbIE Ha 3TO OpraHamMu WMCMOJIHUTENbHOM BAacTU cybbekToB Poccuitckol
depgepaunmn.

28. PeuenTypHble 61aHKK, Nog/exalme yyeTy, XpaHATCA OTBETCTBEHHbIM JIMLLOM, Ha3HaYeHHbIM
pyKoBoauTENEM MEeOMUMHCKOM OpraHv3auuu, B 3anNMpaeMoM MeTan/Myeckom wkaoy (celride) nam
METa/IIMYECKOM AILLMKE.,

29. HanBuayanbHbii NpeanpuHMMaTe b, UMEIOLWMIN TMLEH3UIO Ha MEeANLMHCKYIO AeATENbHOCTb,
XPaHUT peLenTypHble 61aHKN, NogaexKawme yyeTy, B 3anMpaeMom mMeTanIMyeckom WwKady (ceide) nam
METa/IIMYECKOM SILLMKE,

30. MpoBepKa COCTOSHWUS XpaHeHWs, yyeTa, GaKTUYECKOro Ha/uuMa W pacxoda peuenTypHbIX
6/1aHKoOB, nognexKawmx y4yeTy, OAMH pa3 B KBapTaa OCYLLECTBAAETCA KOMUCCMel, Cco3gaHHON B
MeANLMHCKOM OpraHmn3aLmnu.

31. PeuenTypHble 61aHKM, odopmasembie Ha OymaxKHOM HoOcuTesNe U nogaexkallue y4yeTy,
BbIAAOTCA MEAUUMHCKUM PabOoTHMKAM, MMEIOLWMUM NpaBo 0GOPMIEHUNSA PELLENTOB, NO PaCMOPSXKEHUIO
rNABHOrO Bpaya MaKM ero 3amecTuTens.

MonyyeHHble peuenTypHble 6naHKM Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeANUNHCKUMU
pa60THMKaMM B nomeuleHunAx, O6€CI'I€‘-IMBa|'OLLI,MX MX COXPaHHOCTb.

32. MporpamMmMHO-TEXHUYECKNe CPpeacTBa rocyaapCTBeHHbIX MHPOPMALMOHHBIX cuctem B chepe
3[paBOOXPaHEHUA, MEAUUMHCKMX  MHOOPMALMOHHBIX  CUCTEM  MEAUUMHCKUX  OpraHuM3auui
obecneynBaloT XpaHeHWE 3N1EKTPOHHbIX PeLenToB, 0POPMAEHHbIX B POPME INEKTPOHHbIX JOKYMEHTOB B
TeYeHMEe CPOKOB, YCTAHOBNEHHbIX AN XPaHEeHWUA peuenToB, OPOPMIEHHbIX Ha COOTBETCTBYHOLIMX
dopmax peuenTypHbIX 6/1aHKOB Ha BymaykHOM HocuTene <10>.

<10> NoanyHKT 5.2.169 MonoxeHna o MuHuctepctee (CobpaHne 3akoHogaTeNbCTBa PoccUincKo
depepaunn, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

MpunoxeHune N 4

K NpuKasy MuUHWCTepCTBa 34paBOOXPaHEHMS
Poccuinckoin epepaumm

OT 24 HoA6ps 2021 r. N 1094H

®OPMA CNELIMANIBHOIO PELENTYPHOIO B/TAHKA N 107/Y-HN

MWHUCTEPCTBO 34paBooXpaHeHMa Poccuitckoit Kog dopmbl no ORY/,
Pepepauun MeanumnHCcKana 4oKyMeHTauma
dopma N 107/y-HN,
YTBEPKAEHHAA NPMKa3oM
MuHKUcTepCcTBa 34paBOOXPaHEHNA

WTaMn MeAMLMHCKOW opraHu3aumm . .
ANY P 4 Poccuiickoit depepaumm
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o7 24.11.2021 N 1094H

PELIENT

Cepun N

v 20 .
(maTa BbINUCKM peuenTa)

(B3poOCAbIl, 4ETCKUN - HYXKHOE NOAYEPKHYTb)

damunus, ms, oTyectso (nocneaHee - NPU HaANUUK)
naumeHTa

Bospact

CepMﬂ M HOMEP NosincCa obAsaTenbHOro MegnUNHCKOro CTpaxoBaHUA

Homep meguLMHCKOM KapTbl

damunus, nms, oT4ecTso (NocnegHee - NPU HaanMumm)
Nevallero Bpaya (denbawepa, akywepKu)

20 o L PTRPPPPINE

Moanncb n AMYHaAA neyaTb Bpaya
(noanuch dpenbaliepa, akyliepKn)

damunus, Ums, oT4ecTso (nocieaHee - NPU HaANUYUK) U NOANMUCH YNONHOMOYEHHOTO ANLA
MeAULMHCKON opraHM3aumnm

OTmeTKa anTe4yHol opraHnsaumnmn ob oTnycke

damunus, Ums, oT4eCTBO (NocsiegHee - NPU HaAUYUK) U NOANUCL PaBOTHMKA anTeYHOM
opraHusauum

Cpok gelicteuA peuenTta 15 gHei



MpunoxkeHne N 5

K NpuKasy MUHUCTepPCTBA 34paBOOXPaHeHMA
Poccuiickoin Pepgepaumm

oT 24 HoA6pA 2021 r. N 1094H

NoPAA0K
W3roTOB/IEHUA, PACNPEAENEHWUA, PETUCTPALIUM, YYETA U XPAHEHUA
PELLENTOB, COAEPALLMX HASHAYEHUE HAPKOTUYECKMX CPEACTB
W1 NCUXOTPOMHbIX BELLEECTB

I. MopAaoOK U3roToBNAEHUA, pacnpeaeneHus cneLuabHbIX
peuentypHbix 61aHkoB no ¢popme N 107/y-HN

1. OpraH13aumio M3roToBAEHUA U pacnpeaeneHua peuenTypHbix 6naHkos no popme N 107/y-HM
"CneumanbHbiii peuenTypHbln bnaHk" (ganee - cneumanbHbIM peuenTypHbid 6naHK) ocyliecTBaser
MWHUCTEPCTBO 34paBooxpaHeHna Poccuiickon deaepaumm (ganee - MUHUCTEPCTBO).

2. CneumanbHble peuenTypHble B1aHKM SBAAOTCA 3alMLEHHON nonurpaduyeckon npoaykumen
ypoBHsa "B", nsrotasnnsaemoit Ha bymare po3oBoro ugeTa pasmepom 10 cm x 15 cm, A0NKHbI UMETb
CEepUI0 U HOMEpP, a TaKKe COOTBETCTBOBaTb TpeboBaHMAM, yKasaHHbIM B MpuKkase MUHUCTEPCTBa
¢dunHaHcoB Poccuiickon Degepaumm oT 29 ceHTabpsa 2020 r. N 217H "O6 yTBepkaeHMU TexHUYecKux
TpeboBaHMIA U YCNOBWUIN M3FOTOBJIEHMA 3aLLMLLEHHOW OT MNOAAENOK noaurpadmyeckon npoayKummn"
(3apeructpuposaH MuHUcTepcTBOM tocTUUMKU  Poccuitickoit  depepauum 16 Hosbpa 2020 r.,
pernctpaumnoHHbiii N 60930).

3. B uenAx opraHM3aumMm M3roTOB/IEHUA U pacrpefesieHnn CreumnasbHbiX pPeuenTypHbiX 61aHKoB
MeAMLMHCKME OpraHM3aummn, MMelolwme NpaBo OCYLWECTBAATL Bblgayy PeLenToB Ha HapKoTUYecKue
CpeacTBa MAM MCUXOTPONHble BelectTBa cnucka |l MepeyHs M 3aperncTpupoBaHHble B Poccuiickoit
desepaumn B KayecTBe JIEKAPCTBEHHbIX MPEnapaToB AN MeAMUMHCKOro npumeHeHua (panee
COOTBETCTBEHHO - MEAMUMHCKAA OpraHuW3aumsa, HAPKOTUYECKMI (MCUXOTPONHLIN) /IeKapcTBEHHbI
npenapar), COCTaBAAIOT 3a8BKU Ha pPeuLenTypHble 6aaHKu.

4. B cpoK A0 1 oKTABpA TeKyllero roAa 3afaBKM MeAULMHCKUX OpraHuM3auuin Ha cneumanbHble
peuenTypHble 6N1aHKM NPeacTaBAAIOTCA:

1) MeguUUMHCKMMKM OpraHM3auMsamMK, HaxogAWMMUCA B BeAeHMM denepanbHbiX OpraHoB
NCNOJIHUTENbHOM BNACTU, - B COOTBETCTBYIOLWME deaepanbHble OpraHbl MCMONHUTENBHOW BAACTY;

2) MeaMUMHCKMMM OpraHusauMaMM, HaxoAAWwUMUCA B BedeHUM cybbekToB Poccuickoi
desepaumnn, MeanMLMHCKMMM OPraHM3aLMaMN MyHULMNAAbHOM U YaCTHOM CUCTEM 34PaBOOXPaHEHNUA - B
OpraHbl MCMONHUTENbHOM BAacTu cybbekToB Poccuiickon Pegepaunmn B chepe oOxpaHbl 340POBbA
rpa)kaaH, Ha TEPPUTOPUM KOTOPbIX OHU PACMONONKEHbl (4anee - opraHbl UCMOAHWUTENLHOW BAACTU
cybbekToB Poccuitckolt egepaumn).

5. B 3aABKe mMeAMLMHCKON OpraHusaluMM Ha cneuuanbHble peuenTypHble 6AaHKM yKasbiBaloTca
cneaytollme cBeaeHus:

1) cBegeHMs 0 MegULMHCKOM opraHusauuu, noAaBliel 3asBKy Ha creuunanbHble peuentypHble
61aHKM (NONHOE HaMMeHOBaHME, afpec MecTa HaxoXaeHus);

2) KONIM4eCcTBO CneuunasibHbIX pPeUeEnTYPHbIX 6J'IaHKOB, M3pPacxon0BaHHbIX Me,El,l/ILI,VIHCKOﬁ
opraHM3aL|,14e171 Ha 1 AHBapA npeALwecTBYOWEro roga;

3) KOANYEeCTBO cneumnanbHbIX peuenTypHbIX 61aHKOB, HEOBXOANMMbIX MEANLIMHCKOW OpraHM3aumm
Ha cieayloWnii roa,
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3anaBKa MeAVILI,MHCKOﬁ OopraHMsaunMn Ha cneymnanbHble peuenTypHble 6.1aHKK noanuncolBaeTCA
pyrkosoauTenem MELI,VILI,VIHCKOVI OpraHusauum, KOTOprVI HeceT NnepcoHa/ibHYyHO OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb U AO0CTOBEPHOCTb YKA3aHHbIX CBE,EI,EHVII‘;I.

6. PenepasibHble OpraHbl UCMOJIHUTE/IBHOM B/1IAaCTU, B BEAEHUN KOTOPbIX HAXoAATCA MeaUUMHCKue
opraHusaumn (ganee - ¢peaepanbHble opraHbl UCNOAHUTENLHOW BAACTU), M OpraHbl UCMONHUTENbHOM
BfacTn cybbektoB Poccuiickoii Pepepaumm Ha OCHOBAHUM 33ABOK MEAMLMHCKMX OpraHM3aumin Ha
cneumasbHble peuenTypHble 61aHKKM GOPMUPYIOT CBOAHbIE 3asiBKM Ha cneuuaibHble peuenTypHble
61aHKM 1 B CPOK A0 1 aeKabps TeKkywero roga NnpeacraBsatoT nx B MUHUCTEPCTBO.

7.B CBO,CI,HOﬁ 3aABKe Ha cneuunasbHble peuenTtypHble 61aHKM YKa3blBalOTCA cnegytowme ceeaeHunA:

1) cBegeHus o pesepanbHOM opraHe UCMONHUTENbHOM BAACTU (opraHe UCNONHUTENbHOM BNACTK
cybbeKkTa Poccuiickon denepaumm), npeacTaBMBLLIEM CBOAHYIO 3aABKY Ha cneuuanbHble peuenTypHble
61aHKM (NONHOE HaMMeHOoBaHUe, aipec MecTa HaxoXaeHus);

2) KONMYECTBO CneLnabHbIX PeLenTypHbIX 6aaHKoB, pacnpeaeneHHbiXx deaepasibHbIM OpraHoOM
NCMNOJIHUTENbHOM BNacTU (OpraHOM WMCMONHUTENbHOM BnacTu cybbekta Poccuiickoit depgepaumnn) Ha 1
AHBApPA NpeALecTBYIOWEro roga Mmexay meguumMHCKMMUM OpraHnU3aunamu;

3) KO/AMYecTBO cneuuanbHbIX peuenTypHbiXx 61aHKOB, HeobxoauMMmbIX ¢eaepasbHOMy OpraHy
MCMONHUTENbHOW BNacTuM (opraHy WMCNONHWUTENbHOW BAacTM cybbekTa Poccuitickoit depepaumu) Ha
cneaytowmii rog ana pacnpeneneHms Mexay MeguumHCKMMN opraHn3aumnamm;

4) cBegeHMA O NoABeAOMCTBEHHOW OpraHM3auuu, YNoJIHOMOYEHHOW denepanbHbIM OpraHom
WCNONIHUTENbHON BAacTM (opraHomM WCMOJIHUTENbHOM BRacTM cybbekTa Poccuiickon depepauummn)
OCYLLECTBNATb MOMYYEHUE CheuManbHbIX peuenTypHbiX 6aaHKoB OT MUHWUCTEPCTBA, MX XPaHEHME U
BblAauyy MeAMLMHCKMM OpraHm3aumMam (nosiHoe HaumeHoBaHMe, agpec mecta HaxoxaeHus, MHH/KNM,
OKTMO opraHusaumu, GakTUYECKMI afpec NOCTaBKM).

8. Ha ocHOBaHWW NONyYEHHbIX CBOAHbLIX 3afBOK Ha CcheuuasbHble peuenTypHble 6naHKK
MWHUCTEPCTBO €XKerogHo B CPOK Ao 15 sHBapsa ciaeaytowero roga ¢opmMupyeT U yTBEPXKAAET MJiaH
pacnpegeneHus cneumanbHbiX peuenTypHbiX 6/1aHKOB, B KOTOPOM OTpayKaeTca rofoBas noTpebHOCTb
Poccuiickoli depepauum B cneuManbHbiX peuenTypHbiX 6naHKax (Oanee - niaH pacnpegeneHus
MwuHUcTepcTBa).

9. B nnaHe pacnpegeneHma MMUHUCTEPCTBA YKa3biBalOTCA CAeAyloLMe CBeAeHNA:
1) nopAAKOBbLIM HOMEP 3anNuUCK;

2) HaumeHoBaHWe ¢enepanbHOro OpraHa MCNOJHUTENIbHOM BAAcTU (OpraHa WCMOSHWUTENbHOM
BAacTM cybbekTa Poccuiickor ®depepaunu), NpeacTaBMBLIEro CBOAHYHO 3afBKY Ha CreuuasbHble
peuenTypHble 61aHKMK;

3) HeobX0AMMOE KONMYECTBO CNeunanbHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbIX peuenTypHbiX 61aHKoB peaepasnbHbIM OpraHam UCMOAHUTENbHOM
BJaCTW, OpraHam MCMNOJAHUTENbHON BNacTM cy6bekToB Poccuiickon ®depepaumy  ocylLecTBAAETCA
MMWHUCTEPCTBOM B KO/IMYECTBE, NPeayCMOTPEHHOM NAaHOM pacnpegeneHma MuHucTepcTsa.

11. MWHUCTEPCTBOM [OMNOSHUTENIBHO K KOJIMYECTBY CMeLManbHbIX peuenTypHbiX 61aHKOB,
npesycMOTPEHHOMY NJaaHOM pacnpegeneHva  MuHucTepcTBa, $opmupyeTca pesepBHbIA  3anac
CNeumanbHbIX peuenTypHbiX O71aHKOB B KoJiMyecTBe, He npesbiwatowem 150 000 cneumanbHbIX
peLenTypHbIX 61aHKOB.

12. B cnyyae yBennuyeHus noTpebHOCTM B crneumasbHbiX peuenTypHbiXx 6aaHkax denepasbHble



opraHbl UCMONHUTE/IbHOM BNAcTU (OpraHbl MCNONHUTENIbHOM BNacTu cybbekTos Poccuitckoit deaepaummn)
HanpaBAAlT B MMUHUCTEPCTBO CBOAHbIE 33ABKM Ha AOMOJIHATENIbHOE KOJIMYECTBO CheLuMabHbIX
peuenTypHbix 61aHKoB (C 06OCHOBaHWEM YBEAMYEHWUS MOTPEOHOCTM B CneumasbHbIX pPeuenTypHbIX
6naHKax), KoTopble npegocTaBaaloTca MUWHUCTEPCTBOM M3  pe3epBHOro 3amnaca  crneumanbHbIX
peuenTypHbIX 61aHKOB.

13. ®epepanbHble opraHbl UCNONHUTENbHOW BacTU (OpraHbl UCNONIHUTENBHOW BNACcTU Cy6beKToB
Poccuitickoli depepaumm) pacnpeensatoT MNoJiydyeHHble cheluanbHble peuenTypHble 6aaHKK mexay
MEAULMHCKMMM OpraHM3auMAMM Ha OCHOBAaHWKW NJIaHOB pacnpegeneHus, ChOOpPMUPOBaHHbLIX B
COOTBETCTBUM C 3aABKaMM MEeANLMHCKUX OPraHn3aLmMin Ha cneumanbHble peLenTypHble 6aaHKu.

1. MopAapoK perncTpauumn, yueta u XpaHeHUsA cnewmanbHbIX
peuentypHbix 61aHkos no ¢popme N 107/y-HN

14. MWHWCTEPCTBO, WHble ¢eaepanbHble OpraHbl  WCMOAHWUTENbHOW BNACTM W OpraHbl
MCMNONHUTENBHOW BnacTu cybbekToB Poccuiickoi depepaumy OpraHUsyloT XpaHeHUe cheumanbHbIX
peuenTypHbiX 61aHKOB B MOABEAOMCTBEHHbLIX OPraHM3auusaX, YMNOJHOMOYEHHbIX OCYLLECTBAATb
nofyyeHue chneumanbHbiX PeuenTypHbiXx 61aHKOB OT MMHUCTEPCTBA, MX XpaHeHMe W  Bblgauy
MeANUMHCKMM OpraHu3aumam (ganee - ynoJHOMOYEHHasA opraHM3aums).

15. B yno/IHOMOYEHHOW OpraHusaLmMm U MeanuMHCKON OpPraHn3aLmmn, NoayyYmsLIEn cneunanbHble
peuenTypHble 6M1aHKWM, OpPraHU3yeTcs perucTpauma, yyeT M XpPaHeHWe CcheuManbHblX PeuenTypHbIX
61aHKOB.

Pernctpauma, yyeT M XpaHeHMe pe3epBHOro 3amaca cneumanbHbiX peuenTypHbiXx 6naHKoB
MuHucTepcTBa  ocylecTeasetca deaepanbHbiM - rOCyAapCTBEHHbIM  BIOAMKETHbIM  yUpesKAeHUEM,
Haxo4AWMMcA B BeAeHMM MuHUCTepcTBa (Oanee COOTBETCTBEHHO - pes3epBHbIM  3anac,
noAseAoMCTBEHHOE yupeKaeHue).

16. PabOTHMK, Ha3HauyeHHblA MPMKA3OM pyKoBoAUTENA YNOAHOMOYEHHOW OpraHu3auumm
(ynonHomoueHHoOI opraHunsauumn, NoABeAOMCTBEHHOIO YYpeXKAeHNA) OTBETCTBEHHbIM 32 pPerncTpaumio,
XpaHeHMEe W y4yeT cneumanbHbiX peuenTypHbiX 61aHKOB (Aanee - OTBETCTBEHHbIM PabOTHWK), Ha
OCHOBAHWWM [O0BEPEHHOCTM, OGOPMIEHHON B MNOPAAKE, YCTAaHOBNEHHOM 3aKOHOLATE/NbCTBOM
Poccuiickolii  ®depepaumm  (C nognucblo  PyKOBOAWUTENA  YMNONHOMOYEHHOM  OpraHusauuu
(ynonHomouYeHHOIM opraHusauuu, NOoABEAOMCTBEHHOrO  y4ypesKAeHusa), [naBHOro  byxrantepa,
3aBEpPEeHHbIX KPYraoW neyaTbio), MOJIyYaeT cneumanbHble peuenTypHble 6/1aHKM U OCYLLEeCTBASET
BeAEeHMEe KypHaia perucTpaumm u yuyeta cneymanbHbIX peLenTypHbIX 61aHKOB, K KOTopoMy npuobuiaet
doT0- 1 (MNn) BUAeomaTepmanbl, NoATBEPKAAOWME GAKT oPpopmaeHUa peuenTypHbiX 61aHKOB Ha oMy
(npu Hannuum).

17. MypHan perucTpaumMm UK yyeTa cheumanbHbiX peuenTypHbiXx 6/71aHKOB A0/KeH ObiTb
NPOHYMEPOBAH, MPOLIHYPOBAH, MMETb Ha MOC/AeAHeN CTpaHWue 3anucb, COAEPMKALLYID KOANYECTBO
CTPaHWL, NOJIHOE HAMMeHOBaHME YMNO/NHOMOYEHHOM OpraHusaumMmM (MeguUMHCKON OpraHusaumy,
NnoABeAOMCTBEHHOrO YUYpEeXKAEHMA), a TaKKe CKpensieH MOoAMUCbI0 PYKoBOAUTENA W NevaTbio
YNOJIHOMOYEHHOM OpraHu3aLmm (MeauMUMHCKON OpraHn3aumm, NoABEeAOMCTBEHHOIO YUPEXAEHUS).

ypHan peructpaumm M ydeTa ChneuuanbHbIX PeuenTypHbix 61aHKOB pe3epBHOro 3anaca
MUWHUCTEPCTBA CKPENIAeTCs TaKkKe MOANUCHI0O AMPeKTopa (B cC/iyyae ero OTCYTCTBMA - 3amecTuTens
AvpekTopa) [lenapTamMeHTa PeryanpoBaHWa OOpaLLeHWs SIeKAPCTBEHHbIX CPEACTB U MeAMLMHCKUX
nsgennii MmHMCTepCcTBa M neyvaTbio MUHUCTEPCTBA.

18. B KypHane peructpaumm M ydyeTa CheumanbHbIX pPeLenTypHbiX 671aHKOB YKasblBalOTCS
cnepyrolme ceeaeHus:

1) nopAAKOBbLIN HOMEP 3anNuUCK;



2) NpuxoA cneumnanbHbIX peLenTypHbIX 61aHKOB:

a) peKBU3UTbI U AaTa PerncTpaumm NPMXoaHOro AOKYMEHTa;

6) obLLee KOANYECTBO MOCTYMMBLUMX CNELMAbHBIX PELLENTYPHbIX 61aHKOB;

B) cepua U HOMep crneunanbHoro peLenTypHoro 61aHKa;

r) KONIMYECTBO CNeumnanbHbIX PeLenTypPHbIX 61aHKOB MO KaxkaoW cepum;

4) damunua, umsa, oT4ecTBO (NnocneaHee - NpU HaMYUK) U NOANMUCL OTBETCTBEHHOTO PabOTHMKa;
3) pacxopg, cneumanbHbIX PpeLenTypHbIX 61aHKOB:

a) AaTa BblAauyM CreLmasbHbIX peuenTypHbiX 61aHKOB;

6) cepun n Homepa BblAaHHbIX CeunanbHbIX peLenTypHbIX 61aHKOB;

B) KOJIMYECTBO BbIAAHHbIX CMeuManbHbIX PeuenTypHbiX 671aHKOB C yKasaHMem B CKObKax
KOJIMYECTBA CneLyManbHbIX peuenTypHbiX 61aHK0B, BblAaHHbIX 419 0QOpPMAEHUS Ha SOMY;

r) ¢ammnua, umsa, oTtyectBo (mocnegHee - NpU HaAuuMmM) U NOAMUCL NKULA, NOAYYMBLLETO
cneumanbHble peuenTypHble 6aaHKuy;

A1) KONNYECTBO CreumnasbHbIX peLenTypHbIX 6/1aHKOB, 0GOPMIEHHbIX Ha AOMY;

e) damunua, umaA, OTYeCTBO (nocneaHee - MpUM HaAMuMKM) M NOANUCL AWUUA, OPOPMMBLLErO
cneumanbHble peuenTypHble 61aHKM Ha ZoMy;

4) pamunus, nma, otyecTso (nocnegHee - NPU HAANUUK) U NOANUCL OTBETCTBEHHOTO PAabOTHUKA;
5) ocTaToK crneumanbHbiX peuenTypHbIX 61aHKOB.

19. CneumanbHbli peuenTypHbI BiaHK ABAAETCA AO0KYMEHTOM CTPOroi OTYETHOCTM. 3anac
crneumasbHbIX PeuenTypHbIX 6J1aHKOB B MeAULMHCKON OpraHM3aLmmn AOIKEH XPaHUTBLCA B CNELMabHbIX
nomelLLeHunx, cendax Uam B CNeLManbHO U3FOTOBAEHHbIX WKadax, 06UTbIX OLMHKOBAHHbIM Kene30om, C
HaAEeKHbIM BHYTPEHHUM MM HAaBECHbIM 3aMKOM.

MomeuieHun, celdbl, WKadbl, B KOTOPbIX XPAHATCA CcneumanbHble peuenTypHble 6aaHKK, AOMKHbI
ObITb 3aKpbITbl HAa 3aMKM M MOCAEe OKOHYaHWA pPaboTbl onevyaTaHbl MeyaTbio YNOJAHOMOYEHHOM
opraHusaumm (MeamLMHCKOM OpraHM3aLmmn) nam onnombrpoBaHsl.

20. B MeAMUMHCKMX OpraHusauusax 3anac ChneuManbHbIX PeuenTypHbiX 671aHKOB He [0J/IKeH
npeBbILLaTb FOA0BOM NOTPEOHOCTH.

21. Paspewaetcs BblgaBaTb MeAULMHCKOMY pPabOTHUKY, MMelLWemMy nNpaBo HasHauyaTb
HapKoTUYeckme (MCUXOTPOMHbIE) JIeKapcTBEHHbIE MpenapaTtbl, eAMHOBPEMEHHO He 6osiee ABaAuUATM
cneLmanbHbIX peLenTypHbiX 6/1aHKOB.

MepguunHckmne pa6OTHMKM, BbliMUCbIBalOWMeE peLenTtbl Ha HaApPKOTUYeCKUe (I'ICMXOTpOI'IHbIe)
NNeKapCTBEHHbIE NpenapaTbl, HA OCHOBaAaHWKN NPUKa3a PyKOBOAUTENA MeAMLI,MHCKOﬁ OpraHun3saunmn HecyTt
JINYHYIO OTBETCTBEHHOCTb 3@ COXPaAHHOCTb MOJIy4eHHbIX ChneunaabHbIX peuenTypHbIX 61aHKOB.
CneumanbHble peuenTtypHble 6}'IaHKM, nonyyeHHblie megUUUNHCKUM pa6OTHMKOM, XPaHATCA No4 3aMKOM B
cef&cbax, MeTaNNn4YeCcKnx LUKad)aX NN MeTannnvyecCkmnx amnkKax.

22. B MeAMUMHCKOW OpraHM3aLmMm Co34aeTcs NOCTOAHHO AEWNCTBYIOLLAA KOMMUCCUA, KOTOPas He
pexe 1 pasa KBapTan (No pelleHWo PyKoBOAMUTENA MeAMUMHCKOM OopraHusauMyM BO3MOMKHO Yalle)



OCYLLECTBAAET NPOBEPKY COCTOAHMA PErmcTpaumm 1 yyeTa cneumnanbHbiX peuentypHbiXx 61aHKOB, B TOM
yncae NyTem CBEPKM 3aMmMCent KypHana peructTpauum u ydeTa cneumanbHbIX peuenTtypHbiXx 61aHKOB, C
baKTUYECKMM HannMumMem crneumanbHbiX peLenTypHbIX 61aHKOB, a TaKKe MPOBEPKY COCTOAHUA XpaHeHun
crneumanbHbIX peLenTypHbIX 61aHKOB.

Mo pe3ynbTaTam NPOBEPKW B XKypHaae perncrpauum 1 ydeTta cneumanbHbiX peuenTypHbix 61aHKoB
[AenaeTtcs 3anucb O pesy/bTaTax NPoBeAeHUs CBEPKU [laHHbIX, 3aKpenneHHas NoAnUCcAMKN BCEX Y/IeHOB
KOMWCCUU, UK CO3aETCA CNELNaibHbIA aKT NPOBEPKU.

23. depepanbHble opraHbl UICNOJHUTENbHOW BAACTU M OPraHbl UCNOJIHUTE/IbHOM BNAacTh Cy6beKToB
Poccuiickolt desepaumn oCyLLECTBASAIOT KOHTPO/Ib 33 OPraHU3auMein perucTpaumn, yyeta M XpaHeHus
CneumanbHbiX peuenTypHbiX 6/1aHKOB B YNOJIHOMOYEHHbIX OPraHM3auMsax U MeAULMHCKUX
OpraHun3aumsaXx.

24. Bblgava cneumasnbHblX peLenTypHbix 61aHKOB M3 pe3epBHOro 3amaca MuHuUcTepcTBa
depepanbHbIM OpraHam WCNONHUTENIbHON BAACTM W OpraHamM WCMNOJIHUTENbHOM BAacTM cybbeKTos
Poccuitckoit  depepaunm  OCyWEecTBAAETCA  OTBETCTBEHHbIM  PabOTHMKOM  NOABELOMCTBEHHOTO
yyperKAeHUA Ha OCHOBAHWUM pelleHna 06 OTNyCcKe cneuunanbHbiX peLenTypHbix 61aHKOB, 0bOpPMAEHHOTO
B BMAE MUCbMa, NOAMWCAHHOTO AMPEKTOPOM (B C/lyyae ero OTCYTCTBUA - 3aMecTUTENeM OUPEKTOpPa)
JenapTameHTa peryavpoBaHus o06pallleHMA IeKapCTBEHHbIX CPeACTB M MEeAUUMHCKUX U3aenuvi
MwuHucTepcTBa.

MpoBepKa AeATeIbHOCTU NOABEAOMCTBEHHOIO YUPEKAEHUA MO PErncTpaLmm, y4etTy u XpaHeHuIo
pe3epBHOro 3anaca ocyulecTsadeTcA [enapTameHTOM peryanposBaHua obpalleHua eKapCTBEHHbIX
CPeacTs M MeAMUMHCKMX u3gennin MuHuctepcTBa 2 pas3a B rog He nosgHee 20 umcna mecaua,
cnefyolero 3a UCTEKWNM NOYroAneM.

MpunnoxkeHne N 6

K NpMKasy MUHUCTEPCTBA 34paBOOXPaAHEH A
Poccuinckoin ®epepaumm

OT 24 HoA6ps 2021 r. N 1094H

NMPABUNA
OdPOPMJIEHUNA PELLENTOB, COAEPKALLMNX HASHAYEHME HAPKOTUYECKUX
CPEACTB UM NCUXOTPONHbIX BELLLECTB, B TOM YUCJ/IE B ®OPME
SNEKTPOHHbIX JOKYMEHTOB

I. OpopmneHue peuenta Ha 6ymarKHOM HocuTene

1. Ha peuenTypHbix 6n1aHKax ¢opmbl N 107/y-HI B neBoM BepxHem yray NpoCcTaBAAETCA LTamn
MEeOVLIMHCKON OpraHusauMm C yKaszaHMemM ee MOJIHOrO0 HauMeHOBaHuA, agpeca u TenedoHa c [aToMn
BbINUCKM (AaTol obopMIeHNA) peLLlenTa Ha NeKapCTBEHHbIV Npenapar.

PeuentypHble 6naHkn ¢dopmbl N 107/y-HI M3roTaBaMBaloTCA MUCKAOYUTENBHO TUNOrPadCKnum
cnocobom.

2. Ha peuentypHbix 6s1aHKax, 0dOPMAAEMbIX WHAUBUAYANbHLIMU NPeanpUHUMATENAMMU,
UMEIOWMMM JIMLEH3NIO HA MEAUUMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM Yray Tunorpadpckum
cnocobom MM MNyTeM TMPOCTaB/AEHUA LWTamna JO/MKEeH ObiTb yKasaH agpec WHAMBUAYA/bHOTO
npegnpvHMmartens, HOmMep M AaTa JWLEH3WMW, HaMMEeHOBaHWe oOpraHa roCyLapCTBEHHOM B/acTy,
BbIJABLUErO JIMLEH3MIO.



3. PeuentypHble 6naHKM ¢opmbl N 107/y-HM 3anonHaoTcA MeAULUUMHCKUM PaboTHUKOM
YepHUIaMUM UM LLAPUKOBOM PYYKON.

4. JonyckaeTtcs opopMeHNe BCeX PEKBU3UTOB (33 UCKtoYeHMeM pekBu3nTa "Moannch nevalero
Bpaya (moanucb denbaliepa, akywepku)') peuentypHbix 6naHkos dopmbl N 107/y-HM ¢
NCNO/Ib30BaHMEM MEeYaTatoLLMUX YCTPOMCTB.

5. B peuentypHom 6narke dopmbl N 107/y-HIN B cTpoKax "damunnsa, uma, otyectso (nocieaHee -
npu Hannumm) naumnenTa" n "Bospact” yKasbiBatOTCA NOMHOCTbIO pamuama, UMs, OTYECTBO (NnocneaHee -
NPV HaIMYUKN) NALMEHTA, ero BO3pacT (KOJIMYECTBO MOHbIX NET).

JonycTMmo ykasaHue AaTbl POXKAEHUA NauneHTa.
6. B peuentypHom 6naHke popmbl N 107/y-HIM:

1) B cTpoke "Cepua 1 Homep nosivca 06a3aTesIbHOro MeAUUMHCKOTO CTPaxoBaHUA" yKasbiBaeTcs
HoMep noaunca 06a3aTesIbHOro MeANLMHCKOTO CTPAaX0BaHWA NaumeHTa (Mpu Haanuum);

2) B cTpoke "Homep meaMLMHCKOM KapTbl" yKa3blBaeTcs HOMep MeAMLUMHCKOM KapTbl NaLMeHTa,
NoJly4atoLLero MeguuMHCKY0 NOMOLLb B aMBynaTopHbIX YCNOBUAX, UAN UCTOPUM DBONE3HU MAUMEHT],
BbIMMCbIBAEMOTO U3 MEANLMHCKON OpraHn3aumu;

3) B cTpoKe "®amunua, uma, otyecTBo (NocnegHee - NpyU HaNMUYMK) Nedallero Bpaya (penbawepa,
aKywepKn)" yKasbiBaeTCcA MNOMHOCTbIO GamMuaMsA, MMsA, OTYECTBO (NocnegHee - MpW HaaMuMK) Bpava
(benbalwepa, akylwepKkn), BbiNMCcaBLIEro peuenT Ha HapKOTUYECKUN (MCUXOTPOMHbIA) NeKapCTBEHHbIN
npenapar.

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

1) HauMmeHOBaHME  JIeKAPCTBEHHOro  Mnpenapata  (MeXKAyHapogHoe  HemnaTeHTOBaHHOe
HaMMeHOBaHMe, FPYNMUMPOBOYHOE WAW XMMMUYECKOE HAMMEHOBAHWE, TOProBoe HauMMeHOBaHWE) Ha
NATUHCKOM f3blKE WM Ha PYCCKOM A3blke, GOpma BbIMyCKa, A03MPOBKA, KOAMYEcTBO (yKasbiBaeTcs
NPOMMCbIO Ha peLenTypHoM baaHke popmbl N 107/y-HI);

2) cnocob nNpUMeHeHWs NeKapCTBEHHOrO NpenapaTa Ha rocygapCTBEHHOM fA3blke PoccuiicKkoi
degepaumn UAM Ha rocydapcTBeHHOM A3blke Poccuitickolt Peaepaunm M rocyaapCTBEHHOM A3blKe
pecnybaunK 1 MHbIX A3blKax HapodoB Poccuiickon Peaepaumn <1>.

<1>Yactb 1 ctatbm 15 3akoHa Poccuinckoit Pepepaumm ot 25 oktabpa 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuiickoi Pepepaunn” (aanee - 3akoH N 1807-1). (BegomocTu cbesga HapoaHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. Mpu obopmneHnmn peLenTypHbIX 61aHKOB 3anpeLlaeTca OrpaHNYMBaATLCA 0BLLMMM YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

9. Mpu odopmaeHUn naumeHTy peuentypHoro 6naHKa dopmbl N 107/y-HIM Ha HapKoOTUYECKuit
(NCUXOTPONHBINA) NEKApPCTBEHHbLIM MpenapaT B pPaMKax OKAa3aHWA MegMLMHCKOM MOMOLLM  Npu
onpeaeneHHom 3abosieBaHNM TaKoM peLenT 3aBepaeTca:

1) noAnNMCbIO U IMYHOM NeYaTbio Bpaya Mbo noanucbio denbaluepa (akylwepku);

2) neyatblo MeAMLMHCKOW OpraHv3auuu, AnMbo CTPYKTYPHOro NoApasfaeseHus MeLuLMHCKOW
opraHmzaumm "Ans peuenTtoB", KOTOpas MPOCTABAAETCA JIMLOM, YNOJHOMOYEHHbIM PYKOBOAMTENEM
MeAMLMHCKOW OpraHM3aummn ¢ ykasaHmem Gpamuanmn, MMeHu, oTyecTBa (nocneaHee - NPU HaAMunm) u
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npocTtaBaieHnem ero NNYHOM noanuncu.

B cayyaax HeobxogumocTM o0dOpPMAEHMA peuenta Ha HapKOTUYECKU (NCUXOTPOMHbIN)
NIeKapCTBEHHbIA NpenapaT Ha AOMYy B pPaMKax OKas3aHWA MNai/IMAaTUBHON MeAMUMHCKOW NOMOLLM
OONYCKaeTca npeasapuTeNbHOE 3aBepeHMe pelenTa WTaMnom MeaMUMHCKOM OpraHusaummn, nevatbto
MeAULMHCKOM OpraHusaumm Anbo CTPYKTYPHOro noapasaeneHusa MeauumMHCKOW opraHusaumm "[Ons
peuenTtoB"”, KOTOpaA MPOCTABAAETCA JIMLUOM, YMNOJHOMOYEHHbIM PYKOBOAUTENEM MEAULIMHCKON
OpraHusaumm, ¢ ykasaHmem Gpamuanm, UMeHu, otyecTsa (nocaeaHee - NPy HaANMYMK) U NPOCTABAEHMEM
ero NMYHoM noanucu. lpu 3TOM B KypHase pernctpaumMm M y4yeTa peuenTypHbiXx 61aHKOB B
COOTBETCTBUM C MMOpPAAKOM PErncTpaumu, ydeTa U XpaHeHuA crneumasbHblX pelenTypHbix 61aHKOB Ha
HapKOTUYECKME CPeacTBa WAM MNCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbIM HACTOALWMM MPUKA3OM,
OenaeTcA OTMeTKa O ero Bblgaye AnA odOopMIeHMA Ha AOMY, a TaKKe OTMETKA, YAOCTOBEpeHHas
noanucbio Bpaya nmMbo denbpluiepa (akywepku), obopmusLiero peuent, o ¢akte ero opopmaeHus,
KOTOPbIA MOKET ObITb AONONHUTENLHO NOATBEPKAEH GOTO- U (MNK) BUAEOMATEPUANAMM.

B cTpoke "OTmeTKa anTeyHol opraHuMsauumM o6 OTnycke" CcTaBUTCA OTMETKA anTeyHou
opraHusaumm ob oTnycke HapKOTUYECKOro (MCMXOTPOMHOro) IeKapCTBEHHOrO npenapara (C ykasaHuem
HaMMeHOBaHMA, KOJMYECTBA OTMYLEHHOr0 HapPKOTUYECKOro (NMCUXOTPOMHOro) JIeKapCTBEHHOrO
npenaparta u AaTtbl ero oTnycka), KoTopas 3aBepaeTca NoANUCblo PaboTHUKA anTeyHoW opraHusaumu,
OTMYCTMBLLEro HapPKOTUYECKUI (NCUXOTPOMHBINA) NEeKapCTBEHHbIM NpenapaT (C yKkasaHuem ero pamunmu,
MMEHM, OTYecTBa (nocnegHee - NPU HaAMYKMKM), @ TaKKe KPYr/iolM neyaTbio anTeyHoW opraHusauumu, B
OTTUCKE KOTOPOI AOMKHO BbITb MAEHTUPULMPOBAHO NONHOE HAMMEHOBaHWE anTeYHOW OpraHU3aLmu.

10. Ha ogHom peuentypHom 6narke dopmbl N 107/y-HIM paspeluaerca ocywecTsaAsaTb Ha3HauYeHne
TO/IbKO OAHOTr0 HaMMEHOBAHUA IEKAPCTBEHHOTO NpenapaTa.

11. UcnpasneHunA B peuente He AOMYCKAOTCA.
Il. OpopmneHue peuenta B popme 3/IEKTPOHHOTO ALlOKYMEHTa

12. PeuenT B popme 3/1EKTPOHHOIO AOKYMEHTA, NOANNUCAHHOIO YCUAEHHOM KBAMULMPOBAHHOM
3/IeKTPOHHOM noAnucbto, GopMUpyeTca MeaNLMHCKUM pPaboTHMKOM, CBEAEHMA O KOTOPOM BHECEHbI B
depepanbHbIi  PerucTp MeguLMHCKMX pPaboTHUKOB <2>, a TaKXe nNpu YCIOBUM pernctpauumm
MeAULMHCKOIN OpraHuM3aumnmn, B KOTopoi opopmaneTca peuenT, B peaepasibHOM peectpe MeauLMHCKUX
OopraHusaumn <3> egMHOM rocyfapcTBeHHON MHPOPMALIMOHHOM cncTemMbl B chepe 34paBOOXPaHEHUS U
NOAKNOYEHUSA TAKOW MEAMUMHCKOW OpraHuMsauum K rocypapcTBeHHOM WMHGOPMAUMOHHOM cucTeme B
coepe 34paBooOxpaHeHuns cybbeKkTa Poccuinickol Pepepaumm <4>,

<2> Yactb 4 cratbn 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbn 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuiickolt depepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> Cratbn 91 n 91.1 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbCcTBa Poccminckoit
depepaunn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHWIO MNaLMEHTA WAM €ero 3aKOHHOro npeacTaBuTens oGOpPMAAETCA IK3eMnnsap
peuenta B ¢oOpmMe 3/IEKTPOHHOrO AOKYMeHTa Ha 6yma)KHoOM HocuTene ¢ oTmeTKkol "[ybaukat
3/IEKTPOHHOrO AOKYMeHTa".
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