JokyMmeHT npepnoctaBsieH KoHcyibTaHTIOC

3apeructpmpoBaHo B MuHtocte Poccmnm 30 Hos6ps 2021 1. N 66124

MUWHWUCTEPCTBO 3PABOOXPAHEHWA POCCUNCKOW ®ELEPALUA

NPUKA3
oT 24 HosA6ps 2021 r. N 10941

OB YTBEPXXAEHUN MOPALKA
HA3HAYEHUA NEKAPCTBEHHbBIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJTAHKOB HA IEKAPCTBEHHbIE MPEMAPATbI, NOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA N XPAHEHUA, ®OPM BJIAHKOB
PELIENTOB, COAEPXXALLIUX HASHAYEHUE HAPKOTUYECKUX CPEAICTB
NN NCUXOTPONMHbBIX BELLIECTB, MOPAAKA UX U3rOTOBJIEHUA,

PACNPEOENEHNA, PETUCTPALIN, YHETA U XPAHEHUA,

A TAKXXE NPABUJ1 O®OPMJIEHUA BJIAHKOB PELIENTOB,

B TOM YNCNE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB

B cooTtBeTcTBUM € NYHKTOM 16 Yacth 2 ctatbu 14 PepepanbHoro 3akoHa ot 21 Hos6ps 2011 r. N
323-03 "O6 ocHOBax OxpaHbl 340pOBbA rpaaaH B Poccuiickont ®epepaumn” (CobpaHue
3aKoHogatenbcTBa Poccuiickoin ®epepaummn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), NyHKTOM 2
ctatb 26 ®PepepanbHoro 3akoHa ot 8 sHeaps 1998 r. N 3-®3 "O HapKOTMYECKMX CpeacTBax M
ncmMxoTporHbIx Bewectsax' (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepauun, 1998, N 2, cr. 219;
2017, N 31, ct1. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179 nyHkra 5 MNonoxkeHns o MuHmucrepcree
3[paBooxpaHeHnss Poccuinckonn depepaumun, YTBEPXKAEHHONO MOCTaHOBAEHMEM [lpaBUTeNbCTBA
Poccuitckoin Pepepaummn ot 19 uioHa 2012 r. N 608 (CobpaHue 3akoHopaTenbcTBa Poccuitckoi
denepaunn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT1. 7258),
NpUKasbiBato:

1. YTBEPAUTD:
MopaaoK HazHaYeHUs IeKapCTBEHHbIX NpenapaToB CoraacHo npunoxxeHuto N 1;
dOopMbl peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl COrnacHo npuaoXxeHuto N 2;

Mopsaok odopMaeHUs peLenTypHbiX 6G/1aHKOB Ha NeKapCTBEHHble npenapaTbl, MX yyeta MU
XpaHeHus cornacHo npunoxeHuto N 3;

d)OprI 61aHKOB peuentoB, coaepXawux Ha3Ha4YeHne HapKOTUYECKUX Cpeacis  uan
NMCUXOTPOMHbIX BELWECTB, COMIACHO NpuaoXeHuto N 4,

MopsaaoK WM3roTOBJIEHMSA, pacnpefenieHns, pPerncrpaumn, Yy4era W XpaHEHUS PeLEnToB,
coaepXallmx Ha3HaYeHNUEe HapPKOTUYECKUX CPEeACTB UM NMCUXOTPOMHbIX BELLECTB COrIaCHO MPUJIOXKEHUIO
N 5;

MpaBuna odopMJIEHUSI PELENTOB, COAEPXKALLMX Ha3HauYeHUe HAPKOTUYECKMX CPEeACTB WK
MCMXOTPONMHbIX BELLECTB, B TOM YMc/e B GOpMeE 3/IEKTPOHHBIX IOKYMEHTOB COrIacHO NpuaoxkeHuo N 6.

2. Mpu13HaTb YTPATUBLLUMU CUNY:

npukas MumnHUcTepcTBa 3apaBooxpaHeHms Poccuiickon ®eaepaunm ot 1 aBrycta 2012 r. N 54H "O6
yTBEPXKAEHUN (GOPMbl BIAHKOB PELIENTOB, COAEPKALLMX Ha3HAaYeHME HAPKOTUYECKUX CPEACTB WU
NMCUXOTPONHbIX BELLECTB, NMOPSAKa UX U3rOTOBJIEHUS, pacnpeaeneHns, perucTpaLmm, y4eta u XpaHeHus,



a TaKkxe npasua odopmaeHua" (3apernctpmposaH MuHUCTEPCTBOM tocTULMKU Poccuiickon depepaumm
15 aBrycrta 2012 r., peructpaumoHHbiid N 25190);

npukas MmHucTepcTea 3apaBooxpaHeHus Poccurickon ®epepaumm ot 30 utoHs 2015 r. N 3851 "O
BHECEHUUN U3MEHEHMI B NPMKa3 MUHUCTEPCTBA 34paBooXxpaHeHns Poccurickon ®epgepaymm ot 1 aBrycra
2012 r. N 54H "O6 yTtBep>KaeHUM GopMbl B1AHKOB PELLENTOB, COAEPKALMX Ha3HAaYEHME HAPKOTUYECKMX
CpPeACTB MM NMCUXOTPOMHbIX BEWECTB, MOPSAKA UX U3rOTOBAEHUS, pacrpeneneHuns, peructpaumnm, y4yeTa
M XpaHeHUs, a TakKe npaBun obopMieHus" (3apermcTpmpoBaH MUHUCTEPCTBOM HOCTULMKU PoccuiicKoli
denepaunn 27 Hoabps 2015 r., pernctpalmoHHbIn N 39868);

npuka3 MunHucTepcTea 3apaBooxpaHeHmns Poccuiickon Gepepaunm ot 21 anpens 2016 r. N 254H
"O BHECEHUU U3MEHEHUN B NpuKa3 MUHUCTeEPCTBA 3apaBooxpaHeHus Poccuimckon ®epepaumm ot 20
aekabpsa 2012 r. N 1175H "O6 yTBEpXAEHUM NOPSAKA Ha3HAYEHUS U BbIMUCbIBAHMS NEKAPCTBEHHbIX
npenapatoB, a Takxe @opM peuenTypHbiXx 6/M1aHKOB Ha JieKapCTBEHHble TMpenapaTtbl, Mopsajka
0pOopMIEHUS YKa3aHHbIX 61aHKOB, UX y4eTa U XpaHeHMa" u npunoxeHme N 2 K npmukasy MuUHUCTEpPCTBA
3apaBooxpaHeHus Poccuitckon ®epepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBepxaeHun GopMbl
6/1aHKOB peLenToB, coAepXallMX Ha3HaAYeHME HaAPKOTUYECKMX CPeACTB MJIM MCUXOTPOMHbIX BELLECTB,
nopsiaka WX W3roTOBJIEHWS, pacnpeneneHus, perucTtpauum, ydeTa M XpaHeHus, a TakKXe MpaBun
odopmaeHus" (3apeructprpoBaH MUHUCTEPCTBOM tocTULMKM Poccuinckoit ®depepauumn 18 nrons 2016 r.,
pernctpaumoHHbii N 42887);

NYHKT 4 U3MEHEHWUI, KOTOPble BHOCATCS B HEKOTOPbIE NPMKa3bl MUHMUCTEPCTBA 34PaBOOXPaHEHUS
M coumanbHoro passutma Poccuiickon ®egepaunmn m MuHucTepcTBa 34paBoOXpaHeHus Poccuinckon
depepaumn No BOMpocamM OOpaLLeHMs JIEKAPCTBEHHbIX MpenapaToB, COAEpXalMX HapKOTUYecKue
cpeacTBa, MCUMXOTPOMHbIE BeEWEeCcTBAa U UX MPEKYPCopbl, M JIEKAPCTBEHHbLIX CPeACTB, MOAJEXaLnX
npegMeTHO-KOJIMYECTBEHHOMY  YYeTy, YTBEPXAEHHbIX MPUKAa3oM MUHUCTEpPCTBA 34paBOOXpPaHEHMs
Poccuiickoit ®epepaumm ot 31 okTs6psa 2017 r. N 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuiickoit Pepepaumm 9 sHeaps 2018 r., perucrpauoHHbiin N 49561);

npukas MuHUCTepcTBa 34paBooxpaHeHms Poccuiickon depepauum ot 11 gekabps 2019 r. N
1021H "O BHeceHUM namMeHeHurn B npunoxeHma N 2 u 4 K npmkasy MuHUCTEpPCTBa 34paBOOXPAHEHNS
Poccuinckon ®epepaumm ot 1 aerycta 2012 r. N 54H "O6 ytBep)kaeHUn GopMbl GNAHKOB peLLENTOB,
coAepXalmx HasHayeHne HapKOTUYECKUX CPeacTB WAM  MCUXOTPOMHbIX BELWECTB, MopsgKa WX
W3roTOBJIEHUS, pacrpefesieHns, perncTpauumn, ydyeta M XpaHeHus, a Takxke npaBun odopmseHus"
(3apernctpupoBadH MuHUcTepcTBOM  tocTULMKM  Poccuiickoit  Pepepauumn 28  aneaps 2020 r.,
permcrpaumonHbiin N 57293);

npukas MmHUCTEPCTBa 34paBooxpaHeHms Poccnitickonn Gepepaupum ot 8 okTa6psa 2020 r. N 1076H
"O BHeceHMM M3MeHeHui B [MopsAoK pernctpauum, ydeTa U XpaHeHUs CneumasbHbIX PeuenTypHbIX
6GNaHKOB Ha HapPKOTMYECKUE CPeAcTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbIN MPUKA30OM
MuHucTepcTBa 3apaBooxpaHeHus Poccuinckon @Pepepaupm ot 1 aerycta 2012 r. N 54H"
(3apernctpupoBadH MuHUcTepcTBOM tocTuumMn  Poccminckon  ®depepauym 13 Hosabpa 2020 .,
peructpaumoHHbiin N 60898);

npukas MmMHUCTepPCTBa 3apaBooxpaHeHns Poccuiickoin Oeaepaunm ot 14 aHBapsa 2019 r. N 4H "O6
YTBEPXKAEHUN MNOPSAKA Ha3HA4YeHWUs JIeKApCTBEHHbIX MnpenapatoB, GopM peuenTypHbiX 6/1aHKOB Ha
JIeKapCTBEHHblE npenapatbl, nopsaka odopMAEHUs YKa3aHHbIX 61aHKOB, MX yyeTa M XpaHeHus"
(3apernctpupoBadH MuHUCTEPCTBOM  OCTULMKM  Poccuitckoin  ®epepauumn 26 mapta 2019 .,
perucrpaumorHbiin N 54173);

npukas MuHUCTEpPCTBaA 3apaBooxpaHeHns Poccuiickon depepaumnm ot 11 pekabps 2019 r. N
1022H "O BHECEHUM U3MEHEHUI B NMPUKa3 MUHUCTEPCTBA 3 paBooxpaHeHns Poccuinckon Oepepaunm ot
14 aHBaps 2019 r. N 4H "O6 yTBEp)KAEHMWN NOpsJKa Ha3HAYeHUs NEeKapCTBEHHbIX NpenapaTos, GopMm
peuenTypHbIX 6/1aHKOB Ha SIeKapCTBEHHbIE NpenapaTbl, NopsaKa oGopMAEHUs yKasaHHbIX 6/1aHKOB, MUX
y4eTa n xpaHeHus" (3apernctpmpoBaH MuHUCTEPCTBOM tocTmumMu Poccuickon depepauun 28 aHeaps



2020 1., peructpaumoHHbiii N 57292);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccnitckon ®Pepepaumm ot 8 oktabps 2020 r. N 1075H
"O BHECEHMW W3MEHEHUN B MNOPSAAOK Ha3HAYEeHUST NEKAPCTBEHHbIX MPEnapaToB, YTBEPKAEHHbIN
npuka3oM MUHUCTEpPCTBa 3ApaBooxpaHeHns Poccuinckon ®depepaumm ot 14 auBaps 2019 r. N 4R"
(3apeructpupoBaH MwuHUCTEpPCTBOM tocTUUMKM  Poccuiickon ®depepaummn 22  pekabpa 2020 r.,
pernctpaumnoHHbin N 61695);

NyHKT 3.8 MIHCTPYKUMM O MOpsiiKe BbINUCbIBAHMS NEKAPCTBEHHbIX NpenapatoB U odopMAeHUs
peLenToB M TpeboBaHUN-HaKNAAHbIX, YTBEP)KAEHHON MPMKa3oM MUHUCTEPCTBA 3/PaBOOXPaHEHUS U
coumanbHoro passutnsa Poccuinckonm ®epepaumm ot 12 dpespans 2007 r. N 110 "O nopsjke HasHa4yeHUs
M BbINWUCbIBAaHUSA  JIEKAPCTBEHHbIX MpenapaToB, MU3AeAUMA  MEAULMHCKOrO  HasHayeHuss U
CNeLUMann3nNpoBaHHbIX NPOAYKTOB Ne4yebHOro nuTaHus" (3aperucTpupoBaH MUHUCTEPCTBOM HOCTULUU
Poccuiickoit ®epepaumm 27 anpens 2007 r., pernctpaumoHHbin N 9364);

npukas MuHMUCTEpPCTBa 3[4paBOOXPaHEHUST U COLUMANbHOro pasButmua Poccuitckon depepauum ot
17 maa 2012 r. N 562H "O6 ytBep)aeHuun lopsaka oTnycka ¢U3HMYECKUM NULLAM NIEKAPCTBEHHbIX
npenapaTtoB A/ MeEAULMHCKOTO NMPMMEHEHUS, CoAepXKallMX KpOMe MasbIX KOJIMYECTB HAapKOTUYECKMX
CpefACTB, NMCUXOTPOIHbIX BEWECTB M X MPEKYPCOPOB Apyrne dapMaKoaormieckme akTMBHble BelecTea"
(3apernctpupoBaH MuHUCTEPCTBOM  tocTMUMKM  Poccuiickoit  depepaumm 1 mwoHs 2012 .,
perucTpaumoHHbiin N 24438);

MYHKT 2 U3MEHEHMI, KOTOPbIe BHOCATCS B HEKOTOpPbIE NMpUKa3sbl MMHUCTEPCTBA 34paBOOXPaHEHMS
M couManbHoro passutusa Poccuiickon ®epepaumn, YTBEP)KAEHHbIX MPUKa3oM MUHUCTEPCTBA
3apaBooxpaHeHns Poccuiickoit ®epepauuun ot 10 uioHa 2013 r. N 369H (3apernctpupoBaH
MuHUCTEPCTBOM oCcTULMKM Poccuitckoit Depepauuu 15 nions 2013 r., pernctpaumoHHbln N 29064);

npukas MuHucTepcTBa 34paBooxpaHeHus Poccumckon ®epepauum ot 21 aBrycta 2014 r. N 465H
"O BHECEHUM U3MEHEHUI B MOPSAOK OTMYyCKa OM3NYECKUM NMLAM JIEKAapCTBEHHbIX MpenapaToB Aas
MeOMLUNHCKOTO MPUMEHEHMS, COAEpPXKALUMX KPOME MaJiblX KOJIMYECTB HAPKOTUYECKUX CpPeacTs,
MCUXOTPONMHbIX BELLECTB M UX MPEKYPCOpPOB Apyrve apMaKoJIoTM4yecKne aKTMBHblE BeLLECTBa,
YTBEPXAEHHbIN MPUKa3oM MUHUCTEPCTBA 3[paBOOXPaAHEHMS U coumanbHOro passutus Poccuinckoin
depepaunn ot 17 mMas 2012 r. N 562H" (3apeructpupoBaH MUHUCTEPCTBOM HOCTULMKM Poccuitckol
depepaunn 10 ceHTA6psa 2014 r., perncTpaumoHHbin N 34024);

NYHKT 1 MU3MEHEHUI, KOTOPbIE BHOCSTCS B HEKOTOpPbIE NMpPUKasbl MUHUCTEPCTBA 3/1paBOOXPaHEHMS
M coumanbHoro passutmns Poccuiickon Pepepaunmn m MuHUcTepcTBa 34paBooOXpaHeHust Poccuinckoi
depepaunu, yTBepPXKAEHHbIX NMPUKa3oM MUHUCTEPCTBA 3ApaBooxpaHeHus Poccuickon deaepaummn ot
10 ceHTa6psa 2015 r. N 634H (3apeructpupoBaH MUHUCTEPCTBOM tocTULMK Poccuiickoin degepaumm 30
ceHTa6ps 2015 1., pernctpaumoHHbiii N 39063);

NYHKT 3 U3MEHEHUI, KOTOPble BHOCATCS B HEKOTOPbIE NPUKa3bl MUHUCTEPCTBA 34PaBOOXPaHEHUS
M coumanbHoro passutma Poccuiickon ®epepaunmn m MuHucTepcTBa 34paBooOXpaHeHus Poccuinckon
depepaummn No BoOMpocamM OOpaLLeHMs JIEKAPCTBEHHbIX MpenapaToB, COAEepXalMxX HapKOTUYecKue
cpeacTBa, MCUXOTPOMHbIE BELLECTBA M UX MPEKYPCOPOB, W JIEKAPCTBEHHbLIX CPEACTB, MOAJEXALLMX
npegMeTHO-KOJIMYECTBEHHOMY YYeTy, YTBEPXLEHHbIX MPUKa3oM MUHUCTEpPCTBA 34paBOOXpPaHEHMUs
Poccuiickoit ®epepaumm ot 31 okTs6psa 2017 r. N 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuiickoi depepaummn 9 sHeapst 2018 r., peructpalMoHHbin N 49561).

3. PeuentypHble 6naHkuM ¢opmbl N 107/y-HI, M3rotoBfAEeHHble A0 [AHS BCTYMNJAEHUS B CUAY
HaACTOSLLLEro NpPUKasa, MOryT 6bITb MCNOABL30BaHbI A0 1 MapTa 2023 roaa.

4. Hactoswmin npmkas BCTynaeT B cuay ¢ 1 MapTta 2022 r. n gencteyeT 8o 1 mapta 2028 .

MuHUCTP



M.A.MYPALLKO

MpunoxkeHmne N 1

K NpuKasy MuUHMUCTepCTBa 34paBOOXPaHEHMS
Poccuitckon ®epepaumm

OT 24 Hos6ps 2021 . N 1094H

NnoPAOOK HASHAYEHNA NNEKAPCTBEHHbIX NMPEMAPATOB
I. O6wme nonoXKeHus

1. HasHaueHuWe NeKapCTBEHHbIX MpenapaTtoB [/ MeAULMHCKOrO MpuMeHeHus (aanee -
NleKapcTBeHHbIe npenapaTbl) OCYLECTBASETCA NeYallumM BpadoM, desbiliepoM, aKyLepKon B caydae
BO3/IOXKEHUS HA HWUX MOJHOMOYMM Jleyallero Bpaya, MpU OKa3aHUW MEeAUUMHCKON MOMOLWN B
MeAMUMHCKUX  opraHmsaumax <1>, B nopsgKke, YCTaHOBJEHHOM MpuKasoM MUHUCTepCTBa
3/1paBOOXPaHEHNS U coumanbHOro passutnsa Poccuinckon Gepepauum ot 23 mapta 2012 r. N 252H "06
yTBepKAeHUn [lopsiaka BO3/OXKEHUs Ha denbliepa, aKylepKy PyKOBOAMUTENEM MeAULIMHCKOM
OpraHMsauum npu OpraHu3alMM OKasaHUS NEPBUYHOM MEAMKO-CaHUTAPHOM MNOMOWM U CKOPOM
MeMLMHCKON MOMOLLUN OTAE/NbHbIX GYHKUMA Neyalero Bpaya MO HEemnocpeAcTBEHHOMY OKasaHMUIo
MeMLMHCKON NMOMOLLM MalMeHTy B nepuoj Hab/loAeHUs 338 HUM U €ro JIe4eHusi, B TOM 4Yucae no
Ha3HaYeHMI0 U NPUMEHEHUIO NEKAPCTBEHHbIX MPenapaToB, BKAKOYas HapKOTUYECKME JIEKAPCTBEHHbIE
npenapatbl n NMCUXOTPONHbIE NIeKapCTBEHHbIE npenaparbl’'<2>, UHAMBUAYANbHbIMU
npeanpuHUMaTeNs MU, OCYLLECTBASIOWMMU  MeAMLUMHCKYIO AeaTeNbHOCTh (Janee - MeauuUMHCKMe
paboTHUKN).

<1>MyHKT 11 cTatbk 2 PepepanbHOro 3akoHa ot 21 Hos16psa 2011 r. N 323-03 "O6 ocHoBax OXpaHbl
3[0poBba rpaxkaaH B Poccuinckont depepaunn' (CobpaHue 3akoHogatensctea Poccmitckoin deaepauuu,
2011, N 48, c1. 6724, 2019, N 52, c1. 7796) (nanee - depepanbHblit 3aKkoH N 323-03).

<2> 3apeructpMpoBaH MMHUCTEPCTBOM tocTMUMKM Poccuiickon ®epepauum 28 anpens 2012 r.,
pernctpaunoHHbin N 23971 ¢ USMeHEHUAMU, BHECEHHBIMM MPUKA30M MUHUCTEPCTBA 3/4paBOOXPaAHEHNS
Poccuiickon depepaumm ot 31 oktabpsa 2017 r. N 882H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMK
Poccuiickon ®epepaumm 9 aHsaps 2018 r., pernctpaumnoHHbii N 49561).

MeauUMHCKUIA paboTHUK, OPOPMUBLUMIA peLenT C HapylleHWEM HacTOSALLEro nopsaKa, Wau
pyKoOBOAUTENIb MEeAMLMHCKOM opraHuMsaumm obecneynBaloT CBOeBpeMeHHoe nepeodopMeHme
TpebyeMoro ans nauyeHTa pelenTa.

2. CBeJleHUs1 O Ha3HAYeHHOM JIEKApPCTBEHHOM npenapate (HaMMeHoBaHWe fleKapCTBEHHOIO
npenapara, A03UPOBKa, CNoco6 BBeAEHUS N NMPUMEHEHUS, PEXUM A03UPOBaAHUS, NPOAO/HKUTENILHOCTb
NeyeHnss M 060CHOBaHME Ha3Ha4YeHUS JIeKapCTBEHHOro rMpenaparta) BHOCATCS  MeAULUMHCKUM
PaBGOTHUKOM B MEeAULMHCKYIO AOKYMEHTALMIO NaLMeHTa.

B cnyvasx, ykasaHHbIX B MyHKTax 8 - 11 Hactosiero MNopsiaka, MeAULMHCKUIA PaBOTHUK,
Ha3HauMBLLMIA IeKapCTBEHHbIN Npenapat, odopMAsSeT Ha3HayeHne JIeKapCcTBEHHbIX NpenapaTos, B TOM
yucse noasexkallmMx U3roTOBJIEHMIO U OTMYCKY anTe4YHbIMU opraHmMsaumsaMm (ganee - neKapcTBeHHble
npenapatbl UHAUBUAYANLHOIO U3rOTOBJIEHNSA), Ha pPeLLenTYpHOM 61aHKe, 0pOpPMAEHHOM Ha 6YMa)KHOM
HocuTesle 3a CBOoel noAnuckio (anee - peuent Ha 6yMa)kHOM Hocutene), U (Man) ¢ cornacus naumeHTa
WM ero 3aKOHHOTo npeacTaBuTens <3> Ha pelenTypHoM 61aHKe B GopMe 3JIEKTPOHHOIO JOKYMEHTA C



MCMNOJIb30BaHUEM YCUJIEHHOM KBaNUGULMPOBAHHON 3NEKTPOHHOW MOANMUCU MEAULIMHCKOrO paboTHUKA
(manee - peuent B popMe 3/IEKTPOHHOTO OKYMEHTA).

<3>MyHKT 2 cratb 20 ®PepepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENLCTBA
Poccuiickon ®epepaumm, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Peuent B ¢popme 3/1EKTPOHHOIO [OKYMEHTa, COMIEPXKAllMii Ha3HAYeHME HAPKOTUYECKUX CPeacTB
WM TICUXOTPOMHbIX BELLECTB, MOAMUCLIBAETCS C UCMOJIb30BAHUEM YCUIEHHOM KBaiUPULMPOBAHHOM
3JIEKTPOHHOM MoANUCK ledallero Bpada uam denbillepa, akylepKu, Ha KOTOPbIX BO3JIOXKEHbI GpYHKLUU
Jleyallero Bpaya, M COOTBETCTBYHOLLEN MeAULMHCKON opraHmn3auumn <4>,

<4>MyHKT 1 cTatbn 26 depepanbHOro 3akoHa oT 8 sHBaps 1998 r. N 3-03 "O HapKOTMYECKMX
CcpefcTBax M NCcUXoTponHbixX Bewectsax" (CobpaHue 3akoHogaTtenbcTBa Poccuiickon depepaumm, 1998,
N 2, ct. 219, 2017, N 31, ct1. 4791) (nanee - GegepanbHbiit 3akoH N 3-03).

OdopmneHue pelenToB B GOpMe 3NIEKTPOHHbBIX IOKYMEHTOB OCYLLLECTBASETCSA B C/lydae NPUHATUA
YNO/IHOMOYEHHbIM  OpraHOM  WUCMOJIHUTENILHOW BRacTM cybbekta Poccuiickont ®Pepepaummn B
COOTBETCTBMU C MYHKTOM 4 cTtatb 6 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpallleHMn NeKapCcTBEHHbIX CpeAcTB'<5> pelleHMs 06 WUCNOo/b30BaHMM Ha TEPPUTOPUN CyBbeKTa
Poccuitickon ®depepaumm Hapsily C peLenTaMu Ha JieKapCTBEHHble mnpenapatbl, 0pOpPMAEHHbIMU Ha
OYMa)KHOM HOCUTesle, PELENTOB Ha JIEKApCTBEHHble npenapatbl, CPOPMUPOBAHHbLIX B dopme
3/IEKTPOHHbIX IOKYMEHTOB.

<5> CobpaHue 3akoHopaTenbcTBa Poccuiickon Gepepaumnmn, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Mpu BbINUCKE NaUMeHTa M3 MEAMLMHCKOWM OpraHusalum, B KOTOPOM €My OKasblBanacb
MeJMLMHCKass MOMOLLb B CTaLMOHAaPHbIX YCA0BUAX, MPU HEOBXOAMMOCTU MPOAOJIKEHMS MpUeMa
JNIEKapCTBEHHOrO NpenapaTta B aMByNaTOPHbIX YC/IOBUSIX JlaHHOMY NaLMEHTY MO peLLIeHUI0 PYKOBOAUTENS
MeNLMHCKOM OpraHu3aLMmn HazHavaTcs ¢ opopMiieHMEM pelenTta B opMe 3/IEKTPOHHOIO JOKYMEHTA
M (MM) Ha ByMaxKHOM Hocutene (3a uckadeHueM odopMJIEHMS PeLenToB Ha JieKapCTBEHHble
npenaparbl, nogjexatliue oTnycKy 6ecniaTHo MAM CO CKMAKOW) IM6Oo BbiAatoTca (NauueHTy uan ero
3aKOHHOMY MpeAcTaBUTeN0) OJHOBPEMEHHO C BbIMUCKOM U3 UCTOpUU 60N1€3HU NEeKaPCTBEHHbIe
npenapartbl, B TOM 4YMCJIE HAPKOTUYECKUE U MCUXOTPONMHbIE IEKAPCTBEHHbIE MpenapaTtbl, BHECEHHbIE B
cnnckn Il n 1l nepeyHss HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB,
noasexawmx KoHtposito B Poccuickon Pepepaumm, yTBep)KaeHHoro [MpaBUTeNbCTBOM PoccuicKom
depepaunn <6> (panee - lepeyeHb), CUAbHOAEUCTBYIOLME JIEKAPCTBEHHbIE Mpenapathl, Ha CPOK
npuMema naumeHToM a0 5 gHen.

<6>TyHKT 2 cTathk 2 depepanbHoro 3akoHa N 3-®3 (CobpaHue 3akoHopgaTesbcTBa Poccuickom
depepaunn, 1998, N 2, cT. 219; 2016, N 27, cT. 4238).

4, Ha3HauyeHMe JIeKapCTBEHHbIX MpenapaTtoB MNpPW OKasaHMM MeAMLMHCKOM MNOoMOoLLM B
CTaLUMOHAPHbIX  YC/AOBUAX MOXET  OCYLLECTBAATLCS MOCPEeACTBOM  Tpe6GoBaHWU  MeAULIMHCKOM
OpraHusaumM,  HanpaBAsieMblX B anTeyHble  OpraHusauuu,  sSIBASIOWMECS  CTPYKTYPHbIMMU
nofpasaeneHnaMmM MeULMHCKON opraHusauum, <7>



<7>MyHKT 54 ctatbk 4 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03 "O6 obpauieHumn
NekapcTBeHHbIx cpeacts" (CobpaHue 3akoHoatenscrtsa Poceuiickon ®epepaumm, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - PepepanbHbliit 3aKoH N 61-D3).

5. HasHayeHWe NeKapCTBEHHbIX MPENapaToB OCYLLECTBASETCA MEAWULMHCKUM pPaboTHMKOM Mo
MeXyHapo4HOMY HeMaTEHTOBaHHOMY HaUMEHOBaHUIO, a MPW €ro OTCYTCTBUM - TPYNTMUPOBOYHOMY WM
XMMUYECKOMY HaMMEHOBaHWIO. B  ciyyae OTCYTCTBUS  MEXKAYHAPOAHOrO  HEMaTeHTOBAaHHOIO
HaUMEHOBaHUS U TPYMMUPOBOYHOIO WM XMMUYECKOrO HaMMEHOBaHMWs JIEKApPCTBEHHOTO Mpenapata
JIEKapCTBEHHbIM MpenapaT Ha3HayaeTcss MeAULMHCKUM PaboTHMKOM MO TOProBOMY HAaMMEHOBAHMIO.
MpyM HanMuMM MEAULMHCKMX MOKa3aHUM (MHAMBUAYa/bHAs HEMEePEHOCMMOCTb, MO YM3HEHHbIM
NMoKasaHusIM) MO peLleHn0 BpayebHOM KOMUCCUM MeAULMHCKOM OpraHusaumm <8> ocyllecTBAseTcs
HasHauyeHMe U O0pOPMJIEHME HA3HAYEHUs JIEKAPCTBEHHbIX MPEnapaToB, He BXOASLWIMX B CTaHAApTbl
MeAMLMHCKOM MnoMoly, paspaboTaHHble B COOTBETCTBUM C MyHKTOM 14 ctatbmn 37 depepanbHoro
3akoHa N 323-03 <9>, naM He NpeaycMOTPEHHbIX COOTBETCTBYIOLLEN KAMHUYECKOW PEKOMEeHAaLMen,
IM6o Mo TOProBbIM HaMMeHOBaHUAM. PelleHMe BpayebHOM KOMMUCCUM MEAMLIMHCKOM OpraHusaumum
dUKCUpyeTCsi B MeAMLMHCKON JOKYMEHTaL MM NaLUMeHTa U B XXypHaJie BpayebHOM KOMUCCUMN.

<8>Mpukas MuHucTepcTBa 34paBOOXPAaHEHMS U COLManbHOro passutusa Poccuickon ®epepaunm
oT 5 Mas 2012 r. N 502H "O6 yTBEepXAeHMM nopsaKa Co3faHusa U AeaTeNbHOCTU BpayebHOM KoMuccmm
MeaMLMHCKOMN opraHmsaummn" (3apermctpupoBaH MMUHUCTEPCTBOM tOCTULMK Poccuiickon depepauymn 9
nioHs 2012 1., pernctpaumoHHbii N 24516) ¢ USMeHEeHUSIMU, BHECEHHbIMU MPUKA3OoM MUHUCTEPCTBA
34paBooxpaHeHns Poccuiickoit ®depepaumm ot 2 gekabpa 2013 r. N 886H (3apeructpupoBaH
MUHUCTEPCTBOM tocTULMK Poccunitickoit Gepepaumm 23 aekabps 2013 r., perucrpaumoHHbii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickonm ®epepaumm, 2011, N 48, cT. 6724.

Ecam npu oKasaHMM nauyeHTy MeaMUMHCKOM MOMOWM B  MEeAMLMHCKOM OpraHu3auum B
CTaLUMOHApPHbIX YCNOBUSX MO pPeELIEHUD BpayebHOM KOMMCCUM OCYLLECTBASIOTCSA Ha3HayeHue U
NpUMEHEHNE IEKAPCTBEHHOrO NpenapaTta ¢ KOHKPETHbIM TOProBbIM HaMMEHOBAHMEM, TO MPU OKa3aHUU
JAHHOMY NauMeHTY MeAULMHCKON MOMOLM B MHOM MeAULMHCKOM OpraHm3auuM B CTalLMOHAPHbIX
YCNIOBUSAX, @ TaKKe B aMOy/laTOPHbIX YCNOBUAX OCYLLECTB/IAETCA HasHayeHMe eMy JIeKapCTBEHHOro
npenaparta C TeM )Xe TOProBbIM HaMMeHoBaHMEM <10>,

<10>MyHKT 2 noctaHoBneHus MpaeutensctBa Poccuinckon ®epepaumm ot 30.06.2020 N 965 "O
BHECEHUU U3MeHeHMUI B MpaBuia GopMMUPOBaHUS NEPEYHS NEKAPCTBEHHbIX CPEACTB, 3aKYMNKa KOTOPbIX
OCYLLUECTBJISIETCAA B COOTBETCTBMMU C UX TOPrOBbIMU HaMMEHOBAHMAMU, U O NPUMEHEHUN JIEKAPCTBEHHbIX
npenaparoB ¢ KOHKPETHbIMU TOProBbIMU HauMeHoBaHUAMK" (CobpaHmne 3aKoHoaTeNbCcTBa Poccuiickoi
depepaunn, 2020, N 28, cT. 4422).

6. HasHayeHMe leKapCTBEHHOrO MnpenapaTta B peuente Ha GyMa)KHOM HocuTene uan peuente B
dopMe 3M1eKTPOHHOro AOKyMeHTa O0GOpMASETCS Ha MM NauMeHTa, AN KOTOpOoro npeaHasHayeH
NleKapCTBEHHbIN Npenapar.

Peuent Ha 6yMaxHOM Hocutesne, opopMJIEHHBIN Ha pelenTypHoM 6aaHke ¢opm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBEpP>KAEHHbIX HACTOALIMM MPUKA30M, MOXKET BbITb MOJYYEH
NauMeHTOM, €ro 3aKOHHbIM NpPeACTaBUTENEM UM INLOM, UMEOWMM OPOPMAEHHYIO B COOTBETCTBUM C
rpakJaHCKMM 3aKoHoaaTenbctBoM Poccuickon depepaumm AOBEPEHHOCTb OT MaUMEHTa Ha MpaBo
noJly4eHust Takoro peLenTa (ganee - ynoHOMOYEHHOE nL).



MpeactaBieHe OOBEPEHHOCTM He TpebyeTcs B C/lydae MOJYYEHMS PeLLEenTa Ha JIEKapCTBEHHbIN
npenapat [OJs WHKypabenbHOro 60/1bHOrO Ha 3aBepLUaloWEM 3Tarne  €ro  KU3HU  JINLOM,
OCYLLECTB/IAIOLMM YXO[, 33 TaKUM MHKYpabeibHbIM 60/1bHbIM. B TakoM cilydae MeaUUMHCKUIA paBoTHUK
BblJAET /LY, OCYLLECTB/IAIOLLIEMY YXO[ 3a MHKYpabesibHbIM 60/1bHbIM, AOKYMEHT, NMOATBEPXKAAOLLMIA
MHKypabenbHOEe CcOCTOsIHME 60/bHOrO, CoAepXKalllMii CBeJeHUs O JiMue, KoTopoe 6GyaeT nosyvatb
JleKapcTBeHHbIEe NpenapaTtbl No peuenty (damMuans, UMs, oT4ecTBO (NocnesHee - NPy HaiM4uMK), BUA,
cepus n (MM) HoMep AOKYMEHTA, YAOCTOBEPSIOLLENO JIMYHOCTb), 3aBEPEHHBIN MOAMUCBIO U MEeYaTbio
[aHHOro MeANLIMHCKOrO PaboTHUKA, a TaKXKe NevaTbio MeAULIMHCKOM OpraHU3aumn.

L OKYyMEeHT, I'IOLI,TBep)K,EI,a}OLLI,Mﬁ MHKypaGeanoe COCTOsSIHME 6O0JIbHOro, OCTaeTcs B anTeyHom
opraHunsauunun.

Peuent B $opMe 3IEKTPOHHOIO AOKYMeHTa GOpMUPYETCS C UCMOJIb30BAaHMEM FOCYapCTBEHHOM
MHPOpMaUUMOHHOM cucteMbl B chepe 34paBooxpaHeHMs cybbekta Poccuiickon ®epepauymn,
MeAMLMHCKOM MHGOPMALMOHHOM CUCTEMbI MEANLMHCKON opraHmsaumnmn <11>.

<11>CtatbM 91 u 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOAATENLCTBA
Poccuiickon ®epepaumm, 2011, N 48, c1. 6724; 2021, N 27, c1. 5141).

dakT BblgauM pelenTa Ha JIEKApCTBEHHbIA MNpenapaT 3akoHHOMY MpeAcTaBUTENO WU
YNOJIHOMOYEHHOMY JIMLY GUKCUPYETCA B MEANLMHCKON NOKYMEHTaLUKU NaLUeHTa.

7. MeANUMHCKMM paboTHMKaAM 3anpellaetcss oGpopMAATb peLenTbl NpU OTCYTCTBUM Y MaLUeHTa
MeAMLUMHCKUX TOKa3aHWU; Ha He3aperucTpuMpoBaHHble JieKapCTBEHHble npenapathl <12>; Ha
JleKapCTBEHHbIE NpenapaThbl, KOTOpble B COOTBETCTBUU C MHCTPYKLMEN MO MEAULUHCKOMY NMPUMEHEHUIO
npeaHasHayeHbl A5 NPUMEHEHUS TOILKO B MEAULIMHCKUX OpraHU3aLUusxX; Ha HapKOTUYECKUe cpeacTsa
M TMCUXOTPOINHbIE BelllecTBa, BHeceHHble B cnncoK |l lMepeyHs, 3aperncTpupoBaHHble B KayecTBe
NIeKapCTBEHHbIX NPEenapaToB., B LEsaX NPUMEHEHNS A0S le4eHNs HapKOMaHUM.

<12>Pewenne CoBeTta EBpasmicKon 3KOHOMMYECKOM KoMuccumn ot 3 Hosbps 2016 r. N 78 "O
MpaBunax pernctpaumm M 3KCNepTU3bl JIEKAPCTBEHHbLIX CPEeACTB AN MeAMLMHCKOro npumMeHeHus"
(oduruManbHbIi calT EBpa3nIMCKOro skoHoOMKUYecKoro corosa http://www.eaeunion.org/, 21 Hos6ps 2016
r.). Ctatbs 13 depepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTea Poccuiickoit Pepepaumu,
2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

NHauBUAYyanbHbIM  MpeanpuHUMaTensM, OCYLLECTBAAIOWUM  MeAULMHCKYI0  [AeAaTesIbHOCTb,
OONONHUTENIbHO K TpeboBaHMAM, yKa3aHHbIM B ab3aue MepBOM HACTOALLEro MyHKTA, 3anpeLliaercs
odopMIATL peuenTbl Ha HapKOTUYECKME CPEACTBA U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMIUCKK |l n
[ll NMepeyHs (manee - HapKOTMYECKUE M TMCUXOTPOMHbIE JIeKapcTBEHHbIE NpenapaTbl cnuckos Il u il
MepeuHs).

8. MNpu Ha3HAYeHUM HAPKOTUYECKMX M MCUMXOTPOMHbIX JIeKapCTBEHHbLIX NpenapaTtoB crvcka i
MepeyHs, 3a UCK/OYEHMEM JIeKapCTBEHHbIX MPenapartoB B BUAe TPaHCAEPMasibHbIX TepaneBTUYECcKUX
CUCTEM W JIEKAPCTBEHHbIX MNPENapaToB, COAEPXKALUMX HAPKOTUYECKOE CPEACTBO B COYETAHUM C
aHTaroOHMCTOM OMWOUIHBIX PELENTOPOB, peLenTbl Ha 6yMaxXHOM Hocutesle oGOPMASIOTCA Ha
peuentypHoM 6naHke ¢popmbl N 107/y-HI.

9. PeuenTtypHblin 6naHK dopmbl N 148-1/y-88 odopmasieTcs npu HasHaYeHUMU:

1) HapKOTUYECKMX U MCUXOTPOMHbIX JIEKAPCTBEHHLIX MpenapaTtoB cnucka Il MepeyHs B Buae
TpaHcAepMasbHbIX TepaneBTUYECKUX CUCTEM, HaPKOTMYECKUX JIeKapCTBEHHLIX NpenapaTtoB chnucka I



MepeyHs, coAeprKalux HapKOTUYECKOe CPeACTBO B COYETAHUMM C  aAHTarOHUCTOM  OMUOWUAHbLIX
peLenTopoB, MCMXOTPONMHbIX JIEKAaPCTBEHHbIX NpenapaToB crnuvcka lll MepeyHs;

2) KOMBMHNPOBAHHbIX JIEKAPCTBEHHbIX MPENapaToB, COAEPMKALLMX:

a) KOJEWH AN ero conun (B nepecyete Ha YMCTOE BELLLECTBO) B KoandecTse A0 20 Mr BK/IOYUTEIbHO
(Ha 1 po3y TBepAoOM NeKapcTBEHHOMN GopMbl) UK B Koamndectee 40 200 Mr BKAtoUMTENbHO (Ha 100 mMn
nnm 100 1 UKo NeKapCTBEHHON GOPMbI A1 BHYTPEHHETO NMPUMEHEHUS);

6) ncesgo3delpuHa TMAPOXAOPUA B KoauyectBe, npesbiwawowem 30 mr, u go 60 ™mr
BKJIIOYUTESIbHO (Ha 1 03y TBEPAOI IeKapCcTBEHHOM GOpPMbI);

B) nceBgosdelpuHa rMAPOXJOPUL B KoaudectBe, npesbiwatoweMm 30 Mr, u go 60 ™Mr
BK/IIOYMTESIbHO B COYETAHUU C fleKCTpoMeTophaHOM rMapobpoMmnaoM B KONMYECTBe, NpeBbilwatolem 10
Mr, n 1o 30 Mr BKJIlounTesIbHO (Ha 1 03y TBEpA0i AeKapcTBEHHOM GOopMbl);

r) pekcrpoMeTtopdaHa ruapobpomMus B Koamndectse 4o 200 Mr BKAOUMTENBHO (Ha 100 Ma uam 100
I >KUIKOWN NeKapCTBEHHON GpOPMbI A1 BHYTPEHHETO NPUMEHEHUA);

1) abeapuHa ruapoxnopug, B Komdectse, npesbiwatowem 100 Mr, u o 300 Mr BKAKOYUTENLHO (Ha
100 MAa uam 100 1 XKMOKOWN NeKapCTBEHHOMN GOPMbI AN BHYTPEHHENO NPUMEHEHUS);

e) adegpuHa ruapoxaopua B KoaudectBe Ao 50 Mr BkaouMTeNbHO (Ha 1 [03y TBepaoi
NeKapcTBeHHO GopMbl);

) deHunnponaHonaMmH B KoaumdecTBe A0 75 Mr BKauuTenbHo (Ha 1 po3y TBepaou
NeKapcTBeHHo ¢popMbl) nam Ao 300 Mr BKAUYMTENbHO (Ha 100 Ma uam 100 1 »KKUAKON eKapCTBEHHOM
$OpPMbI AN BHYTPEHHErO NpUMeEHeHUs);

3) deHobapbuTan B KoamyecTse A0 15 Mr BKAKOYMTENILHO B COYETAHUU C KOAEMHOM (MAu ero
CONAMU) HE3ABUCUMO OT KoJiMYecTBa (Ha 1 A03y TBepAoi eKapCTBEHHON GOPMbI);

n) ¢deHobapbuTtan B KoamdectBe A0 20 Mr BK/IHOYMTENBHO B COYETaHUM C 3beapuHOM
rMAPOXI0PUOM HE3ABMCMMO OT KOoJiIyecTBa (Ha 1 103y TBepAoii IeKapcTBEHHOM GpopMbl);

K) XJlopamMasenokcug, B Koamdectse, npesbilatollemM 10 Mr, 1 Ao 20 Mr BKIoYUTENbHO (Ha 1 ao3y
TBEPAOI NNIeKapCTBEHHOM GOPMBbI);

3) NeKkapcTBEHHbIX MpPenapaToB MHAMBWUAYA/IbHOTO WM3rOTOBJIEHUS, COAEPXKALLMX HapKOTUYECKOE
CpeacTBO MM NCUXOTPOMHOE BelecTBO cnucka |l MepeyHsa, u apyrue dapmMakosiorMyeckme akTUBHbIE
BElleCcTBa B [03€, He TMpeBbllAloWen BbICWIYHD pPa3oBYyld 03y, M NpU  YCAOBMWU, YTO 3TOT
KOMOMHMPOBAHHLIA JIEKAPCTBEHHbIMA Mpenapat He SBASETCS HAPKOTUYECKUM WMAW MCUXOTPOMHbIM
JleKapCcTBEHHbIM npenapaTtoM cnucka Il MNMepeyHs;

4) neKapcCTBEHHbIX MNPENapaToB, BK/KYEHHbLIX B TMepeyeHb JIEKApCTBEHHbIX CPeAcTB Ans
MeJULUMHCKOTO MPUMEHEHMUs, noanexawmux npeaMeTHO-KOMYecTBeHHOMY ydyeTy (panee -
JNleKapCcTBeHHbIE Npenaparhl, BK/OYEHHbIE B nepedeHb MKY) <13>,

<13>MoanyHKT 5.2.171(1) nyHkTa 5 noctaHoBneHus MpaButenbctea Poccuitckon depepaumm ot
19.06.2012 N 608 "O6 yTtBep)kaeHUM [onoxeHns o MuHUCTEpCTBE 34paBoOXpaHeHus Poccuiickon
bepepaunn” (panee - MonoxeHne o MwuHuctepctee) (CobpaHue 3aKoHoAaTenbCcTBa Poccuiickomn
denepaunn, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970).

10. PeuenTtypHbit 61aHK dpopmbl N 148-1/y-04(n) odopmMaseTcs Npu HasHaYeHUN NeKapCTBEHHbIX



Nnpenapartos rpaxgaHaMm, MMerLWn1M MpaBo Ha 6ecnnatHoe NnoJly4HeHUE JIEKAPCTBEHHLIX MNMPeErnapatos nUin
noJsiy4eHmne NEKapCTBEHHbLIX NMpenapaTtoB CO CKMAKOVI.

11. PeuenTtypHbI 61aHK dopMbl N 107-1/y odopMnseTcs Npy HasHaYEeHUU:
1) nekapcTBEHHbIX MPenapaToB, He YKa3aHHbIX B MyHKTax 8, 9 HacToswero MNopagka;
2) KOMBUHNPOBAHHbIX JIEKAPCTBEHHBIX NPENapaToB, COAEPIKaLLUX:

a) sprotaMmHa ruapoTapTpaT B KoAMYecTBe A0 5 Mr BKAUYUTENbHO (Ha 1 [03y TBEepaoi
NekapcTBeHHO GopMbl);

6) adbeapuHa rugpoxaopup B Koamdectse Ao 100 Mr BKAKOYMTENLHO (Ha 100 Ma uam 100 r >KuaKoi
NleKapCTBEHHON GOPMbI A1 BHYTPEHHETO NPUMEHEHUS);

B) nceBgoadenpuHa ruapoxaopu B Koandyectee, He npesbiwatowemM 30 Mr (Ha 1 ao3y Teepaon
NleKapcTBeHHOM GopMbl);

r) ncespgosdefpuHa rMAPOXJAopUA, B KOJIMYECTBe, He MnpeBbiwatoweM 30 Mr, B COYeTaHMMU C
AeKcTpoMeToppaHOM rMAPO6POMMAOM B KOMYeCTBe, npeBbiwatouem 10 Mr, u o 30 Mr BK/IHOYMUTENBHO
(Ha 1 posy TBepaoit NeKapcTBEHHOM GOpPMBI);

[) AekcTpoMeTopdaHa ruapobpoMmna, B KOAMYecTBe, npesbiwatowem 10 mr, u go 30 mr
BKIHOUMTESIbHO (Ha 1 03y TBEpO0M leKapcTBEHHOMN GOpPMBbI);

e) deHobap6bUTan B Kosam4yecTse, npesbillatowemM 20 Mr, U Ao 50 Mr BKAUUTENbHO (Ha 1 mosy
TBEPAOI NNIeKapCTBEHHON GOPMBbI);

) ¢deHobapbutan B KoamdecTBe A0 20 Mr BKJIHOYUTENIBHO B COYETAaHUM C 3ProTaMUHOM
r'MapoTapTPaTOM HE3aBUCUMO OT KOJIMYecTBa (Ha 1 103y TBepAoi NeKapCcTBEHHOW GOpPMbI);

3) xnopanasenoKkcu, B Koamdectse Ao 10 Mr BKAHOUMTENBHO (Ha 1 403y TBEPAOW SIeKapCTBEHHOM
dopMbl).

12. MNpw Ha3HaYEHMM JIeKapCTBEHHOIO NpenapaTta UHAMBUAYAIbHOTO U3rOTOBJIEHUS B peLenTe Ha
OYMa)KHOM Hocutene U (Man) peuente B GOpPME 3/IEKTPOHHOIO JOKYMEHTA HauMeHOBaHUs
JIeKapCTBEHHbIX CPEACTB (BELLEeCTB), BK/OYEHHbIX B nepeyeHb MKY, yKasbiBaloTcsi B Hayane peLenTa,
3aTeM - BCE OCTa/IbHbl€ UHIPEAMNEHTbI.

13. MpK Ha3HAYEHUM NEKapCTBEHHOrO Mpenaparta B peuenTte Ha GyMaXHOM Hocutene u (Man)
peuente B GOpMe 3/IEKTPOHHOIO AOKYMEHTA 3aMpeLLaeTcd MpeBbilaTb KOANMYECTBO HAPKOTUYECKMX
CpeacTB  WAM  MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObiTb BbIMMCAaHO B OAHOM peLenTe,
ycTaHoBseHHoe npunoxeHneM N 1 K HacTosiweMy NopsgKy, 3a UCKIKOYEHMEM C/Iy4aeB, YKa3aHHbIX B
nyHKTax 15 n 24 Hactoawero Mopsaaka.

14. MNMpwn Ha3HaYEeHUM NeKapCTBEHHbIX NMpPenapaToB, BKAYEHHbIX B NepeyeHb 1KY, Ao03a KoTopbIX
NpeBbIWAET BbICIUIMI OAHOKPATHbIM NpUEM, MeOMUMHCKMIA paboTHMK o0603HavyaeT [A03y 3Toro
JIEKapCTBEHHOrO npenapata B peuente Ha OyMaXXHOM HocuUTene MPOMNUCbID C MPOCTaBJIEHNEM
BOCK/IMLATENILHOTO 3HAaKa U (M/M) NPOCTaBASEeT BOCKAMLATE/BHbIA 3HAK NpyU 0pOPMIEHNN peLienTa B
dopMe 31eKTPOHHOr0 OKYMEHTA.

15. KoanyecTtBo Ha3Ha4vyeHHbIX JIeKapCTBEHHbIX NpenapaToB, BKAOYEHHbIX B nepedveHb KY, npu
OKasaHMKM NauMeHTaM, HYXXAAWUMCSA B OJUTENIbHOM JI€4EHUU, MNEPBUYHON MEANKO-CaHUTAPHOM
NoMoLWM U NaJJIMATUBHOM MEAUMLMHCKOM MOMOLWM MOXET OblTb YBEJIMYEHO C YYETOM KAMHUYECKUX
pekoMeHaauui He 6onee 4YeM B 2 pasa MO CPaBHEHMIO C KOJMYECTBOM HAPKOTMYECKUX CPeACcTB MU
MCUXOTPONMHbIX BELLECTB, KOTOPOE MOXET ObiTb BbIMMCAHO B OJHOM peuenTe, YCTaHOBJEHHbIM



npunoxenmem N 1 K HacTosweMmy lNopsagky.

B cnyyasix, npeycMOTpeHHbIX ab3alL,eM NepBbiM HACTOSLWENO NYHKTA, Ha peuenTax Ha 6yMaXHOM
HocuTene npousBoamTca Hagnuck "lNMo cneunanbHOMY HasHaYeHUKO", OoTAe/IbHO 3aBepPeHHas NOANUCHIO
MeANLMHCKOro paboTHMKA M MevyaTbio MeAULMHCKOM opraHusaumu "[Ons peuentoB", Ha peuenTax B
dopMe INEKTPOHHOrO [IOKYMeHTa npousBoauTcss oTMeTka "lNo chneumanbHOMY HasHayeHul" ¢
NPOCTaBAEHNEM YCUSIEHHOM KBAaNIUDULIMPOBAHHOM 3NEKTPOHHOMN NOANNUCU MEAULIMHCKOrO paboTHMKa.

16. CoctaB neKapCTBEHHOro npenapara, JiekapcTBeHHas dopMa U obpalleHue MeAULUMHCKOro
paboTHUKa K dapMaLeBTUYECKOMY paboTHMKY 06 OTMycKe JIeKapCTBEHHOrO Npenapata Ha 6yMa)KHOM
HocuTese obopMAAOTCA Ha NATUHCKOM WJIM PYCCKOM 513bIKE B POAUTENBHOM MafeXe, 32 UCK/IIOYEHNEM
odopmieHUs pelentos B GopMe 3/IEKTPOHHOIO JIOKYMEHTA, OCYLLLECTBASEMOrO Ha PYCCKOM Si3bIKe.

Mpu odopMaeHUM peuenTypHbiX 6AaHKOB  AOMYCKAETCA  WCMOJIb30BaHME  COKpaLLEeHMI
(npunoxkenme N 2 K HacTosweMy Mopagky).

Mpu Ha3HaYeHUM NEeKapCTBEHHOro MperapaTa He [AOMyCKaeTcsl COKpalleHWMe HauMeHOBaHWi
WMHIPEINEHTOB, COCTaBASIOWMX JIEKAPCTBEHHBIM NpenapaT, He MO3BOAAWMX YCTaHOBUTb, KaKoW
MMEHHO JIeKapCTBEHHbIN NpenapaT HasHa4yeH.

17. Cnoco6 npuMeHeHUs eKapCTBEHHOrO npenapata 0603HavYaeTcs ¢ YKasaHMEM MyTU BBEAEHMS,
[03bl, YacTOTbl, BPEMEHWN NPUEMA OTHOCUTE/NIbHO CHa (YTPOM, Ha HOYb) M €ero AAUTENbHOCTU, a AAs
JIEKApCTBEHHbIX MNpenapaToB, B3aMMOAEWCTBYHOWMX C MUWEN, - BPEMEHU UX ynoTtpebneHus
OTHOCUTENLHO NpUeMa nuLLM (40 efbl, BO BPeMs efibl, Nocae eabl).

18. Mpn Heob6X0AMMOCTM HEMEAJ/IEHHOIO UM CPOYHOro (B TeyeHue AByx paboumx AHel) oTrnycKa
NIeKapCTBEHHOrO npenapata nauMeHTy B BEpXHEM 4YacTM peuenta Ha OyMaXHOM HocuTene
NpocTaBAAlTCA 0603HavYeHus "cito" (cpoyHo) nam "statim" (HemMeaieHHo). AHanOrM4YHbIe 0603HAYEHMS
NPOCTaBASAIOTCS B BUAE OTMETOK Npun opopMieHnmn pelenTta B GopMe 3EKTPOHHOIO JOKYMEHTA.

19. Mpn opopMaeHMN HazHaYeHNsI TOTOBOTO JIEKAPCTBEHHOIO NMpenapara B peuente Ha 6yMa)KHOM
HocuTene uam peuente B GOpMe 3/EKTPOHHOrO AOKYMEHTA KOJIMYECTBO AENCTBYHOLWMX BELLECTB
YyKa3blBaeTCs B COOTBETCTBMM C MHCTPYKUMEN MO MEAMUMHCKOMY MNPUMEHEHMUIO NEKAPCTBEHHOrO
npenapara. [lonycTMMO YKa3biBaTb JO3UPOBKY IEKAPCTBEHHbIX NPENapaToB CUCTEMHOIO AeUCTBUSA (aN1s
pe3op6TMBHOIO NpuemMa) B TBEpIbIX JIEKAPCTBEHHbIX hopMax (HanpuMep, TabaeTKu, MOPOLLKM, Kancy/ibl)
KaK cojfiepyaHue OJHOro MU HECKONbKUX AeNCTBYIOWUX BELLEeCTB B eAuHMLAX Macchl (B rpaMmax,
MUAAUrpaMmmax). Jonyctumo ykasbiBaTb JO3UPOBKY JIEKAPCTBEHHLIX NPenapaTtoB CUCTEMHOIO AencTBuUS
(ona pe3opbTUBHOTO MPUMEHEHUS) B XKUAKUX NeKapCTBeHHbIX dopMax (Hampumep, pacTBOpbI,
CYCMeH3UU) KaK cofiepXXaHuMe OJHOTO UM HECKOJIbKMX AeUCTBYIOLIMX BELEeCcTB B eAUHULAX Macchl Ha
eMH1LY o6beMa (Hanpumep, MUIIUTPaMM/MUNNANUTP) C YKa3aHMeM 06lLero o6bema ekapcTBEHHOM

dopMbl.

MNpu opopMaeHUn HaszHauyeHUs JIEKAapCTBEHHOro npenapaTa MHAMBMAOYa/bHOIO WU3roTOB/IEHUS B
peuente Ha OyMa)XHOM HocuTene uMan peuente B GOpPME 3JIEKTPOHHOIO [OKYMEHTa KOJIMYeCTBO
TBEPAbIX U CbINMy4ynx papMaLeBTUYECKUX CybCTaHLMI YKasbiBaeTcs B rpaMmax (0,001; 0,5; 1,0), XKXUaKux -
B MWJJIMANTPAX, FfPaMMaXx U Kanasx.

20. Peuentbl Ha 6yMaXHOM Hocutene, B GopMe 3JIEKTPOHHOIO AOKYMeHTa, 0hOpPMJIEHHbIE Ha
peuentypHoM 6naHke ¢opmbl N 148-1/y-88 M npegHasHayeHHble A5 OTMYCKA JEKAPCTBEHHbIX
npenapaTtoB, NPeAyCMOTPEHHbIX NoAnyHKTamMu 1 - 3 nNyHKTa 9 Hactosulero Mopsaka, AENCTBUTE/bHbI B
TeyeHue 15 gHel co aHsA obopMAEHUS.

21. PeuenTbl Ha 6yMaXHOM HocuTene, B GpopMe 3JIEKTPOHHOIO AOKyMeHTa, opOpMJIEHHbIE Ha
peuentypHoM 6naHKe ¢opMbl N 148-1/y-04(n) U npepHasHayeHHble OAS OTNYCKa /IeKapCTBEHHbIX
npenapaTtoB rpa)kJaHaM, yKasaHHbIM B NyHKTe 10 HacTosuero MNopaaka, AencTBUTENbHbI B TedeHne 30



AoHen co gHA odOopMAEeHUs, 33 WCKIOYEHMEM caydaeB O0GOpMJIEHUs peuenta B COOTBETCTBUM C
nyHkTamu 38 n 39 Hactosawero MNMopsaka, Npyu KOTOPbIX OH AEMACTBUTENEH B TeyeHune 15 aHen co AHs
odpopMaeHus.

22. PeuenTbl Ha 6yMaXHOM HocuTene, B popMe 3/IEKTPOHHOIO AOKYMeHTa, opOopMIEHHbIE Ha
peuenTypHoM 6naHke ¢opmbl N 148-1/y-04(n) M npeaHasHayeHHble A/ OTMYCKA JIEKAPCTBEHHbIX
npenapaToB rpa)gaHaMm, AOCTUMLMM MEHCMOHHOro BO3pacTa, WHBa/AMAAM MepBOW Tpynnbl, AETAM-
WHBaMAAM, a TaKXke TrpaxgaHaM, CTpajaloWwyM XPOHUYECKMMU 3aboseBaHMIMMU, Tpebyowmnmm
OJINTENIBHOTO KYPCOBOTO JleYeHus, AeNcTBUTENIbHbI B TeyeHne 90 gHel co AHs odopmieHus, 3a
UCK/IIOYEHMEM C/ly4aeB, YKasaHHbIX B MyHKTax 38 u 39 Hactoswero Mopsgka, Npu KOTOPbIX OH
OEeNCTBUTENEH B TedeHue 15 aHel co aHA opopMieHms.

[nsa neyeHUs XPOHUYECKUX 3aBONEBaAHMIA YKa3aHHbIM KaTeropusiM rpakaaH JieKapCTBEHHbIe
npenapatbl ¢ odopMIEHMEM PELENTOB Ha BYMaXHOM HOCUTENE UM PeLEenToB B popMe 3/1EKTPOHHOIO
[OKYMEHTa MOryT Ha3HayaTbCs Ha Kypc JiedeHns ao 180 gHen.

23. PeuenTbl Ha 6yMaXXHOM HocuTenie, B popMe 3IEKTPOHHOIO AOKYMeHTa, opOpMIIEHHbIE Ha
peuentypHoM 61aHKke dpopmbl N 107-1/y 1 npegHasHaYeHHble 418 OTNYCKa IeKapCTBEHHbIX MpenapaTos,
npeaycMoTpeHHbIX MyHKTOM 11 HacTtosiwero [Mopsaka, AeACTBUTENbHbI B TeyeHue 60 gHen co aHs
odpopMaeHus.

Mpu Ha3HaYeHWM TOTOBbIX JIEKAPCTBEHHbIX MPENapaTtoB M JIEKAapCTBEHHbIX Mpenapatos
WHAMBUAYAJIbHOTO U3rOTOBJIEHNS MaLUeHTaM ¢ 3a60/1eBaHUAMUN, TPEGYIOLLMMU ASIUTENILHOTO KYPCOBOTO
NeyeHns, ¢ opopMsieHMEM Ha peuenTypHoM 6GnaHke ¢opmbl N 107-1/y peuenta Ha 6yMa)KHOM
HocuTeNle UAnM B GopMe 3NEKTPOHHOrO JAOKYMEHTa YCTaHaB/IMBAETCA CPOK JENCTBUA pelenTa B
npeaenax Ao o4HOro roja.

B cnyyae ycTtaHOBAEHMs CpOKa AeNcTBMS peuenta B npefenax 4O OOHOMO roAa B peuente
npomsBoAnTCcsA Hagnuck: "MMo cneuyanbHOMY Ha3HadeHUto', 0603HaYaeTCcs CPOK AEUCTBUSA pelenTta U
NepuoaMYHOCTb OTMYCKA JIeKaPCTBEHHbIX NPEnapaToB M3 anTeYHOIN opraHn3aLumn MM UHAMBUAYaIbHbIM
npeanpuHMMaTtesieM, UMELLUM JIMLEH3UIO Ha GapMaLEBTUYECKYIO AeATeNbHOCTb <14> (eXXeHeaenbHO,
€XXEeMECSYHO U MHble nepunobl). LoNoNHUTENBHO 3TO YKa3aHWe 3aBepsieTcsl NOANMCbI0 MEANLIMHCKOrO
paboTHMKA, a TaKXKe MevyaTbio MeaULMHCKOM opraHm3aumm "Ons peuentos" (ans peuenta Ha 6yMaXHOM
HOCUTeNEe) NN YCUIEHHOW KBaANULIMPOBAHHOM 3/1EKTPOHHOM MOANUCHI0 MEeAULMHCKOTO PaboTHUKA U
JIMLa, YNOJHOMOYEHHOIO 3aBeEPSATh JIOKYMEHTbI OT MUMEHU MeAMLMHCKOM opraHusauun (ans peuenTa B
¢$bopMe 3N1EKTPOHHOTO AOKYMEHTA).

<14>MNyHKT 47 vactn 1 ctatbn 12 QdepepanbHOro 3akoHa oT 4 Mmas 2011 r. N 99-03 "O
JIMLLEH3UPOBAHUM OTAENbHbIX BUAOB AesTensHocTn" (ganee - PeaepancHbiii 3akoH N 99-03) (CobpaHue
3aKoHoaaTenbcTBa Poccnitickon depepauum, 2011, N 19, cT. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha JieKapCTBEHHble npenapatbl, BKAOYEHHble B nepedyeHb [KY, ans nedyeHus
NaLMeHTOB C XPOHUYECKMMM 3a601€BAHMAMU MOTYT 0POPMAATLCA Ha KypC edyeHuns ao 60 gHen.

B cnyyae, Korga Kypc neveHus coctaBnseT 6onee 30 gHen, AOMOAHUTENbHO B peuenTax Ha
OYMa)KHOM HocuTesne npou3BoguTCA Hagnuce "lMo cneumanbHOMY HasHayeHuK", 3aBepeHHas
NnoAnucbi0 MeAMUMHCKOrO paboTHMKA M neyaTblo MegMUMHCKOM opraHmsaumm "Ong peuentoB”, Ha
peuenTax B $OpMe 3/IeKTPOHHOIO JOKYMEHTa Npom3BoauMTCs oTMeTKa "o cneyyansbHOMY HazHavyeHuto"
C NPOCTaB/IEHNEM YCUJIEHHOM KBa/IMPUUMPOBAHHOM 3/IEKTPOHHOM NOAMUCU MefULIMHCKOro paboTHMKa
W 1La, YNOJHOMOYEHHOrO 3aBePSATb AOKYMEHTbI OT UMEHU MeANLMHCKON OpraHu3aLmu.

25. Peuent Ha O6yMa)KHOM Hocutene B GOpPME 3JIEKTPOHHOTO LOKYMEHTa, OPOPMJIEHHBIN C
HapyLUleHNEM YCTaHOB/IEHHbIX HAacTOAWMM [MopsagKkoM TpeboBaHMI, CHUTAETCA HELENCTBUTESbHbIM.



Il. HasHayeHue neKapCcTBEHHbIX NpenapaTtoB NpuU OKasaHUU
MeAULMHCKOM NOMOLMU B CTaLLMOHAPHbBIX YC/IOBUAX

26. lMpy oKasaHUM MauueHTy Mep,VILI,MHCKOﬁ nomMouwn B CTauMOHAPHbLIX YC/IOBUAX Ha3Ha4YeHue
NNIEKAPCTBEHHbLIX MpEnapatoB Npoun3BoAUTCA 6e3 Od)OpMJ'IeHMFI peuenta MegUNUUNHCKUM paGOTHI/IKOM
€ANHOJINYHO, 3a UCK/TKOYEHNEM C/yHaEB, YKa3aHHbIX B MYHKTE 27 HacTtoswero lNMopsagka.

27. CornacoBaHuMe Ha3HayeHWs /IeKapCTBEHHbIX MPENapaToB C 3aBEAYIOWMM OTAE/IEHUEM WU
OTBETCTBEHHBIM AEXKYPHbIM BPayoM JIM60 APYTMM JIMLOM, YIOJIHOMOYEHHbBIM NMPUKA30M [1aBHOTO Bpaya
MEeAMLUMHCKOM oOpraHMsauMu, a TakXKe, MpPU HaAMuMKM, C BPayYoM - KIMHUYECKMM ¢$apMaKo/Iorom
Heo6X0AMMO B CJIyYasx:

1) OAHOBPEMEHHOIO Ha3Ha4YeHUA NATN N 6onee JIEKAPCTBEHHbIX NMPENapaTtoB O4HOMY MaLUEHTY,

2) Ha3Ha4Y€HUA JIEKAPCTBEHHbLIX MPernapartos, HE BXOAALWNX B NepeyYeHb XMU3HEHHO HEO6XOAVIMbIX
M BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaTtoB <15>, NpyM HETUNMYHOM TeyeHuu 3a60/1€BaHNsA, HaAUuYUKU
OCJIOXKHEHMA OCHOBHOro 3aboneBaHus U (MJ'IM) COnyTCTBYHOLWUNX 3a60./1eBaHNH, npn Ha3Ha4YeHUn
JNIEKAPCTBEHHbIX TMMpeEenapartos, 0CcOb6EeHHOCTH B3aMMO,£I,el>'1CTBMFI M COBMECTUMOCTU KOTOPbIX COrj1aCcHO
MHCTPYKUMAM MO UX TMNPUMEHEHUIO NPUBOAAT K CHUMXKEHUIO 3¢¢EKTMBHOCTM M 6e30nacHOCTU
d)apMaKOTepal'lMM n (VI]'IM) CO34aK0T NOTEHLMA/IbHYHO ONACHOCTb AJ14 XXU3HU U 300POBbA NaLMEHTAa.

<15>Yactm 1 crtatbM 60 depepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHOAATENLCTBA
Poccuitckon depepaumm, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX C/y4yasx HasHayeHWe JIeKapCTBEHHbIX MpenapaToB CbVIKCMpy@TCH B MeAMLI,MHCKOI‘/'I
AOKYMEHTaUuun nauneHta " 3aBepsAaeTca noanncblto MeauumnHCKOoro pa6OTHMKa 1M 3aBegyroulero
OoTAENIEHNEM (OTBeTCTBEHHOFO AEXYPHOro Bpada nian Apyroro yrnoJiHoMo4eHHoOro nmu,a).

28. MeaUUMHCKUIA PaBOTHUK MEIULIMHCKON opraHM3aumm (ee CTpyKTYpHOro nojApasaeneHus),
PacrojIoXXeHHOM B CEJIbCKOM HacCe/IeHHOM TMYHKTEe, OCYLLECTB/ISeT Ha3HayeHWe JIeKapCTBEHHbIX
npenapartoB B C/ly4asiX, YKa3aHHbIX B NMyHKTax 27 1 29 HacTosulero MNopsaka, e AUHOINYHO.

29. Mo pelleHnto BpayebHOM KOMUCCUKM NaLUEHTaM MpU OKasaHUU UM MeAULMHCKOM MOMOLLM B
CTalMOHapPHbIX YCNOBMAX Ha3Ha4yaloTCs /IeKapCTBEHHble MpenapaTbl, He BKJ/IOYEHHblIE B MepeyeHb
YXU3HEHHO HEOBXOAUMBIX U BaXKHEWLIUX JIeKapCTBEHHBIX MPEenapatoB, B c/lydae UX 3aMeHbl U3-33
WHAMBUAYANILHOWN HEMEPEHOCUMOCTH, MO KU3HEHHBLIM MOKa3aHUSM.

PeweHne BpayebHOM KOMUCCUM OUKCUPYETCS B MEAMLMHCKOM [OKYMEHTAUMW MauueHTa u
YKypHane Bpa4yebHON KOMUCCUUN.

30. B cnyyasx o6CnefoBaHMsA U JIEYEHUS TpakAaHMHA B CTaUMOHAPHbIX YC/IOBUSAX B paMKax
npeaocTaBAeHNs MeAULMHCKUX YCIYT Ha BO3ME3JHOW OCHOBE 3a CYET JIMYHbIX CPEACTB rpakiaH,
CPEeACTB OPUANYECKUX JIUL, U WMHbIX CPEACTB Ha OCHOBAHUM [lOrOoBOpa, B TOM YuCle [A0roBopa
[06POBO/IBHOIO MEeAMULMHCKOrO CTpaxoBaHUA <16>, eMy MoryT 6biTb Ha3HauyeHbl JIEKAPCTBEHHbIE
npenapatbl, He BXOJAALIME B MNepeyeHb >KU3HEHHO HEO6XOAMMbIX U BaKHEMLUMX JIEKAPCTBEHHbIX
npenapartoBs, eC/IN UX Ha3HaYeHUe 1 NpuMeHeHne 06yCN0BAEHO MEAULIMHCKMMM NOKa3aHMUAMMU.

<16>MocTtaHoBneHmne MpaButenbctBa Poccuitckon Gepepauum ot 4 oktabps 2012 r. N 1006 "O6
yTBEpKAeHUN paBun NpeaocTaBAeHN MEANLUUHCKMMU OpraHU3aumnsaMmu NAaTHbIX MeAULMHCKUX ycayr"
(CobpaHue 3akoHoaaTenbcTBa Poccuinckon Gepepaumm, 2012, N 41, cT. 5628).



lll. HasHayeHue neKapCcTBEHHbIX NPenapaToB NpuU OKasaHUU
nepBUYHOMN MeANKO-CaHUTAPHOM NOMOLLM, CKOPOW MeAULLMHCKOMN
NOMOLLM U Na/UIMAaTUBHON MeAULUHCKOMA NOMOLLU

31. Mpu oKasaHMM MEPBUYHON MEAMKO-CaHUTAPHOM MOMOLLM U NaAIMATUBHON MeEIMLMUHCKOM
nomowy B aMO6YyNaTOPHbIX YCAOBMSAX Ha3HauyeHWe JIEKApCTBEHHbIX MpPEenapaToB OCYLLECTBASETCS
MeANLMHCKMM paBoTHUKOM B Clydasix TUMMYHOTO TeYeHUs 3a6o/ieBaHMs NaLUMeEHTa UCXOIS U3 TSXKECTU U
XapakTepa 3a6o/1eBaHKs.

32. HasHayeHMe fleKapCTBEHHbIX NMpenapaToB Mo pelleHuto BpadyebHoM KOMUCCUM NPU OKa3aHMK
NepBUYHON MEAUKO-CAHUTAPHOM MOMOLUM, NaNIMATUBHON MEIULIMHCKOM MOMOLUM B aMBynaTOpHbIX
YCJIOBUAX NPOU3BOAMTCS B CyHasx:

1) OAHOBPEMEHHOIO Ha3Ha4Ye€HMA OHOMY NaAUUEHTY NATU U bonee JNNIEKAPCTBEHHbIX MPENapaTtoB B
Te4eHne oaHNX CYTOK WJIN CBbILLE AECATU HaMMeHOBaHUIN B TeYEHUE TPMnAaUaTn }J,HEI‘/‘I;

2) Ha3Ha4Y€HUA NEKaPCTBEHHbLIX NMPEenapatoB Nnpmn HETUNMMYHOM TEHEHUU 3a60/1€BaHNA, HanUuUm
OCJIOXKHEHMA OCHOBHOro 3aboneBaHus U (MJ'IM) COnyTCTBYHOLWUNX 3a60./1eBaHNH, npn Ha3Ha4YeHUn
JNIEKAPCTBEHHbIX TMMpeEenapartos, 0CcOb6EeHHOCTH B3aMMO,£I,el>'1CTBMFI M COBMECTUMOCTU KOTOPbIX COrj1aCcHO
MHCTPYKUMAM MO UX NMPUMEHEHUIO NMPUBOAAT K CHMXXEHUIO 3¢¢EKTMBHOCTM M 6e30MacHOCTU ieYeHus
nauneHTa n (MI'IM) CO34ak0T NOTEHUMAIbHYHO OMNACHOCTb A4 XXU3HU U 30,0P0OBbA NaLlMEHTA;

3) nepBMYHOrO Ha3HAYEHUA MAUMEHTY HAPKOTUYECKMX W  MCUXOTPOMHbIX NEKAPCTBEHHbIX
npenapatos cnunckos Il u Il NepeyHs (B ciiyyae NPUHATUSA PYKOBOAMTENEM MEAULIMHCKON OpraHu3aLmm
pelueHns 0 Heo6X04MMOCTM COrIaCOBaHNA Ha3HAYEHNA TaKUX JIEKAPCTBEHHbIX MPenapaTos ¢ Bpave6Hoi
KoMuccuen).

33. TOBTOpHOE Ha3HaYeHWe HaAPKOTUMYECKMX W TMCUXOTPOMHBIX JIEKAPCTBEHHbIX MpernapaToB
cnnckoB Il u [l NepeyHs npom3BoaMTCS MEAULMHCKMM PaboTHUKOM CaMOCTOSTE/IbHO MW €AUHOINYHO
6e3 y4acTus BpauyebHON KOMUCCUM MaLMEHTAM C BblPaXKeHHbIM 60JIEBbIM CMHAPOMOM JIH060ro reHesa,
HapyllEHWEM CHa, CYAOPOXHbIMWU COCTOSIHUAMMW, TPEBOXHbBIMM  paccTpoMcTBaMu, Ho6USIMMU,
NCMXOMOTOPHBIM BO36YXKAEHNEM.

34. MpK OKazaHUM CKOPON MEAMLIMHCKOM MOMOLLM JIEKapCTBEHHbIE MpenapaTtbl Ha3HayaloTcs
MeAMUMHCKMUM paboTHUMKOM Bbl€3AHOW 6Gpuragpl CKOpPOM MOMOLLM, MEAMLMHCKUM PaBbOTHUKOM
MeAMLMHCKOM OpraHM3aumMmM Mpu oKasaHUM MeAULMHCKOM MOMOLLM TrpaxkgaHaMm npu 3aboseBaHusXx,
HEeCYaCTHbIX C/lyyasix, TpaBMax, OTPaBJEHMAX U APYIUX COCTOSIHUSAX, Tpe6YIoLMX CPOYHOro
MeAMLMHCKOro BMELLIATE/IbCTBA.

IV. HazHayeHue ieKapCTBEHHbIX NPENapaToB rpaXkpaHaMm,
MMEIOLLMM NPaBO Ha 6ecniaTHoOe NoslyYeHUe JIEKAPCTBEHHbIX
npenapaToB UK NoJiy4eHUE IEKAPCTBEHHbIX NpenapaToB
CO CKUAKOM, NPU OKa3aHUM NepPBUYHOMN
Me[UKO-CAaHUTAPHOM MOMOLLM

35. Mpu oOKasaHUM MEPBUYHON MEAUKO-CAaHUTAPHOM MOMOLLN Ha3Ha4YeHMEe MeaULMHCKUM
pabOTHMKOM Ha OCHOBE KJIMHMYECKUX PEKOMEHAALMA U C YH4ETOM CTaHAAPTOB MEeAMULMHCKOM NMOMOLLMU
<17> nekapCTBEHHbIX NpenapaToB, OTNYyCKaeMbIX 6eCnIaTHO MAN CO CKMAKON, rpakaHaM, MMELUM
NnpaBo Ha obecrnevyeHWe NeKapCTBEHHbIMU MpenapaTaMmn 3a cHeT CPefCcTB OAYKETHbIX aCCUrHOBaHUM
depepanbHoro 6romKkera M 6HOIKETOB CybbekToB Poccuitckon ®Pepepaummn, OCyWECTBASETCS Ha
peuentypHoM 6naHke N 148-1/y-04(n).

<17>Cratbs 37 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA PoccuicKoi



depepaunu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).

Mpu odopmMaeHnn peuenta Ha 6GnaHke dopmbl N 148-1/y-04(n) Ha 6ymMakHOM HocuTene
odopMAISAOTCA ABa 3K3EMMJISAPA, OAUH U3 KOTOPbIX OCTAeTCcs B anTeYHOM OopraHuMsalumu, BTOPON - B
MeNLMHCKON AOKYMEHTALUM NaLMEHTA.

36. MNpaBo Ha3HayaTb JIeKapCTBEHHbIE Mpenapathl rpaxjaHaM, UMerLLIMM NPaBo Ha 6ecnaaTHoe
noJiydeHMe NeKapCcTBEHHbIX MPEenapaToB WAM MOJIlyYeHUEe NeKapCTBEHHbIX MPEnapaTtoB CO CKUIKOW,
TaK)Xe UMEeIoT:

1) MenUMHCKNE paboTHUKN, paboTatollme B MeAULMHCKON OpraHn3aLumn No COBMECTUTENLCTBY (B
npejenax cBoei KOMMeTeHUUn);

2) MeaUUMHCKME PaBOTHUMKU CTaLMOHAPHbIX OPraHM3auuii COLMANBLHOTO O6C/YXXMBaAHUA MNpU
Ha/M4YMMU JIMLEH3UM Ha OCYLIECTBNEHUE MEeAMULMHCKOM AesTenbHoCcTU <18>, npemycmaTtpuBsalollein
BbINOJIHEHWE paboT (OKasaHMe ycayr) Mo OKasaHWo MNEPBUYHON MeAUKO-CaHUTApHOW MoMoWU B
aMBynaTopHbIX YCIOBUSAX (HE3aBUCUMO OT BEJOMCTBEHHOM NPUHANIEXXHOCTN);

<18>TyHKT 46 yactn 1 ctatbn 12 depepansbHoro 3akoHa N 99-03 (CobpaHue 3aKoHOAATENILCTBA
Poccuiickon ®epepaumm, 2011, N 19, cr. 2716; 2021, N 27, c1. 5159).

3) MeANUMHCKME PabOTHUKM MEAMLMHCKUX OpraHU3auUmie, OKasbIBalOWUX MEPBUYHYIO MEIUNKO-
CaHUTapHYIO MOMOLb, MOJABEAOMCTBEHHbIX defepasbHbiM OpraHaM WCHOAHUTENBHOM BAAcTU UK
opraHam UCMOJHUTENIbHOM BAacTK cybbekToB Poccuinckomn ®eaepaumu;

4) vHAMBUAYya/bHble NpPeAnPUHUMATENIN, OCYLLECTBASAIOWMNE MEAULMHCKYIO AEATENbHOCTh WU
BKJ/IIOYEHHbIE B PEECTP MEAULMHCKUX OpraHmMsaumi, OCYLLECTBASAOWMX AeaTeNbHOCTh B chepe
0653aTeIbHOro MeMLIMHCKOro CTPaXoBaHUS.

37. MNMpu Ha3Ha4YeHUM NeKAPCTBEHHbIX MPENapaToB rpaXkjaHaM, UMELLIMM NpaBo Ha becnsaTHoe
NoJlydeHUe NeKapCTBEHHbIX MpenapaTtoB MM MOJydYeHUEe NeKApPCTBEHHbIX MPenapaTtoB CO CKUAKOM, B
peuenTe YyKasblBaeTcs HoMmep TenedoHa, MO KOTOPOMY pPabOTHMK anTeYHOM oOpraHuMsaumMm npu
HeobX04MMOCTU MOXKET COr/JlacoBaTb C MEANUMHCKMM pabOTHMKOM 3aMeHy JIeKapCTBEHHOrO npenapara.

38. Ha3HayeHMe HapKOTUYECKUX N NMCUXOTPOMHbIX EKAPCTBEHHbIX NpenapaToB cnucka |l MNepeyHs
(3a MCKNtoYEHMEM NIeKapPCTBEHHbBIX NPenapaToB B BUAE TPaHCAEPMasbHbIX TEPANEBTUYECKUX CUCTEM, a
TaKXXe JIeKapCTBEHHbIX MpPenapaToB, COAEP’KALLMX HapKOTUYECKoe CpeicTBO B COYETaHMU C
aHTaroHMCTOM OMMOMUJHbLIX PELENTOPOB) rpa)kaaHaM, UMEILWMM MpaBo Ha 6ecrnnatHoe nosyyeHue
JNIEKapCTBEHHbIX MPENapaToB WUJIM NOAYYEHUS IEKAPCTBEHHbIX MPENapaToOB CO CKUAKOW, OCYLLECTBASAETCS
Ha peuenTypHoM 6naHke ¢dopmbl N 107/y-HI, K KOTOpOMY AOMNOAHUTENBLHO ObOPMASETCA PELLENT Ha
peuentypHoM 6n1aHke dopMbl N 148-1/y-04(n) (B ABYx 3k3eMnaspax Npu opopmaeHUn Ha BGyMaKHOM
HocuTene).

39. Ha3HayeHMe HapKOTUYECKMX N MCUXOTPOMHbIX JIEKaPCTBEHHbIX NpenapaTtoB cnumcka Il NepeyHs
B BMAE TpaHCAEPMaJIbHbIX TepaneBTUYECKMX CUCTEM, HAPKOTMYECKMX JIEKApPCTBEHHbLIX MpenapaTtos
cnncka Il MepeyHs, coaeprKalnx HapKOTUYECKoe CPeaCcTBO B COYETAHUU C aHTAarOHMCTOM OMMOUAHbIX
peuenTopoB, MCUXOTPOMHbIX JIEKAPCTBEHHbLIX npenapatoB cnucka |l lMepeyHs, nekapcTBEHHbIX
npenapaTtoB, BK/OYEHHbIX B nepeyveHb [MKY, coaep)kawmxca B noAnyHKTe 2 nyHKTa 11 HacTtosuwero
Mopsaaka, nNpegHa3HavyeHHble OAs JIeYeHUs TpaXkaaH, MMEIOLLMX MpaBO Ha bGecniaTtHoe MoayvyeHue
JIeKapCTBEHHbIX NpenapaToB UM NoaydYeHUe IeKapCTBEHHbIX NPenapaToB CO CKMAKOM, OCYLLECTBAAETCS
Ha peuenTypHbIX 61aHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPbIM AOMNOAHUTENBHO 0dOopMAaseTCS
peuenTt Ha peuenTypHoM 6naHke dopMbl N 148-1/y-04(n) (B AByXx aK3eMnaspax npu opopmaeHun Ha
6yMaKHOM HocuTene).



Mpunoxkenme N 1

K MopsaKy HasHavyeHus
JIeKapCTBEHHbIX NPenapaTos,
YTBEP)KAEHHOMY MPUKA30M
MWHUCTEPCTBA 34,paBOOXPaAHEHNS
Poccuitckon ®epepaumm

OT 24 Hos6ps 2021 . N 1094H

KOJINYECTBO
HAPKOTUYECKUX CPEACTB NJTIN NCUXOTPOIHBbIX BELLECTB, KOTOPOE
MOXXET BbITb BbINMMCAHO B OHOM PELIEMNTE

N MexXayHapoaHOe HenaTeHTOBaHHOE ®dopMma BbINycKa U Konuuyecteo
n/n HaMMeHOBaHME HAaPKOTUYECKOTO 1 [03MPOBKa
NMCUXOTPOMHOrO IEKAPCTBEHHOIO
npenapara
1. BynpeHopduH + HanokcoH Tabnetku 60 Tabnetok
cy6auHreanbHble 0,2 Mr + | (ynakoBka, kpatHasa N
0,2 Mr 20)
2. BynpeHopduH PactBOp AN MHbEKLUUHA, 30 amnyn (wWnpuu-
0,3Mr/Mn 1 mn THOGUKOB)
3. bynpeHopduH TpaHcaepMasibHbIN
naacTbipb
35 MKr/4ac 20 nnacTbipen
52,5 MKr/4ac 10 nnactbipen
70 MKr/4yac 5 nnactbipei
4, MopduH PacTBOp AN MHbEKUUN,
pacTBop Aas 20 amnyn (wWnpuu-
NOAKOXHOro BBEAEHMS THOBMKOB)
10 Mr/Mn 1 mn
5. KoneuH + MopduH + HockanuH + PactBop g
ManaBepuH + TebaunH NOAKOXHOro BBEJEHMUS
0,72+5,75+2,7+0,36 + 20 aMnvA
0,05 mr/mn 1 mn ¥
1,44+ 11,5+5,4+0,72 +
0,1 Mr/mn 1 mn
6. TpumMenepnanH Tabnetku 25 mr 50 Tabnetok
7. TpumenepuanH PacTtBop A8 MHbEKLUIN 20 amny (wnpuu-
10 Mr/Mn 1 mn THOBHKOE)
20 mr/mMn 1 mn
8. MopduH Tabnetku (Kancynbl) 180 TabneTok (kancyn)




NPOJIOHIMPOBAHHOIO 60 TabneToK (Karncyn)
JencTeus 40 Tabnetok (kancyn)
10 Mr 20 Tabnetok (kancyn)
30 Mr 20 Tabnetok (kancyn)
60 Mr
100 mr
200 mr
9. MopouH Tabnetku
5wmr 100 Tabnetok
10 mr 100 TabneTok
10. MopduH Kanaun pnsa npuema
BHYTpb 20 Mr/mn 20 Mn 4 dnakona
11. MopouH PactBop gns npuema
BHYTPb (MOHO,03blI)
2Mr/Ma 5 mn 100 amnyn n/s
6 Mr/mMn 5 mn 80 amnyn n/3
20 Mr/mMn 5 mn 30 amnyn n/3
12. OKcmKo4oH + HanoKcoH Tabnetku
NPOJIOHTMPOBAHHOIO
nencrems
5mMr+2,5mr 100 Tabnetok
10 Mr+5wmr 60 Tabnetok
20 Mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 Tabnetok
13. | MponnoHundeHUNITOKCMITUANUNEPNANH | TabneTku 3alleyHble 20 50 Tabnetok
Mr
14. ®deHTaHuN MnacTbipb
12,5 MKr/4ac 20 nnacTbipen
25 MKr/4yac 20 nnacTbipen
50 MKr/4ac 10 nnactbipei
75 MKr/yac 10 nnacTbipei
100 MKr/yac 10 nnacTbipei
15. ®deHTaHuN Cnpeilt Ha3a/lbHbIN

®nakoH 50 MKr/po3a

2,0 Mn (10 po3)
3,2 Mn (20 po3)
5,0 Mn (40 po3)

®dnakoH 100 MKr/po3a

2,0 Mn (10 po3)
3,2 Mn (20 po3)
5,0 Mmn (40 no3)

24 $nakoHa
12 dpnakoHoB
6 dnakoHoB

12 ¢dnakoHoB
6 dnakoHoB
3 dnakoHa




®dnakoH 200 MKr/pno3a

2,0 Mmn (10 po3)
3,2 Mmn (20 go3)
5,0 mn (40 no3)

12 pnakoHoB
6 dnakoHoB
3 dnakoHa

MpunoxkeHmne N 2

K MNopsaKy Ha3sHayeHus
JIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPMUKA30M
MuHUCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickoin Gepepaunm

oT 24 Hos6ps 2021 r. N 1094H

CnpaBo4HO

PEKOMEHAOBAHHbIE K UCMOJIb3OBAHUIO COKPALLIEHUA
NPU O®OPMJIEHUM PELIENTOB

N CokpaleHue [MonHoe HanucaHue MNepeBog,
n/n

1. aa ana Mo, NOPOBHY

2. ac., acid. acidum KucioTa

3. aer. aerozolum aspo3oib

4. amp. ampulla aMnyna

5. aqg. aqua BOAaA

6. aq. purif. aqua purificata BOJa O4MLLEHHAs

7. but. butyrum MacJsio (TBepgoe)

8. caps. capsula Kancyna

9. comp., cps compositus (a, um) C/IOXKHbIN

10. D. Da (Detur, Dentur) Belpan (nyCTbBi:D'aiZ?’ ryere Gyaer
11. D.S. Da, Signa Detur, Signetur BbIAZE,:qc;?,Z?:Fg;;:gf:f)mm
12. D.t.d. Da (Dentur) tales doses Botpait (Tycto GXE'Z;BHAS'HH) Tane
13. dil. dilutus pa3BeeHHbIN




14. Div. in p. aeq. Divide in partes aequales Pa3nenn Ha paBHble 4YacTn
15. emuls. emulsio 3MYbCHUA
16. extr. extractum SKCTPAKT, BbITSXKKA
17. in enem. in enemas B MUKPOKJIN3Max
18. F. Fiat (fiant) Myctb o6pasyetcsa (o6pasyroTcs)
19. gran. granulum rpaHy/ibl
20. gt., gtt gutta, guttae Kanns, Kanam
21. gtt. peror. guttae peroralis Kan/au Aas npuema BHYTpb
22. inf. infusum HacToln
23. in amp. in ampullis B aMnynax
24. in tab. in tab(u)lettis B TabaeTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6neT:j§;ogzz1::£ﬂgaBaHHbIM
. B TabsieTKax C MPOJIOHIMPOBaHHbIM
2. | " tabc.)l;));olong, in tab(u)lettis prolongatis obductis BbICBOBOXKAEHMEM, MOKPbITbIX
) 060/104KOM
27. in tubul. in tubulis B THOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KNIKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum NWabHasA Macca
32. membr. bucc. membranulae buccales NAEHKN 3alleYHble
33. M. Misce, Misceatur Cmewan
(MycTb 6yaeT cMellaHo)
34. mixt. mixtura MMKCTYpa
35. N. numero 4yncioMm
36. ol. oleum Macsio (3)kugkoe)
37. past. pasta nacta
38. pil. pilula, pilulae NUAKOAS, MUK
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaXKJEHHbIN




41. pulv. pulvis NOpPOLLOK

49 as quantum satis CKOJIbKO n0TpHea6Ay§Tc;|, CKOJIbKO
43. r., rad. radix KOpPEHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur MosTopwu (MycTb 6yaeT NOBTOPEHO)
46. rhiz. rhizoma KOpHEeBULLE

47. S. Signa, Signetur 0603:2:;_('2}:;2)6 YACT
48. sem. semen cems

49, simpl. simplex npocTon

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. spr. nas. spray nasale cnpen Ha3a/bHbIN

54, supp. suppositorium cBeYa, CynnosuTopumn
55. susp. suspensio CycneHsusl, B3BeCb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis THOOUKHK

59. STT Systema Therapeutica Transcutanea Tep;:::Tcieeir::z;iieMa
60. ung. unguentum Mas3sb

61. vitr. vitrurn CKJ/ISIHKA

[MpunoxkeHne N 2
K NpuKasy MuUHUCTepCTBa 34paBOOXPaHEHMS

Poccuiickon ®epepaumm
oT 24 Hos6ps 2021 r. N 1094H

®OPMA PELENTYPHOIO BJIAHKA N 107-1/Y




MuHUCTEPCTBO 3apaBooxpaHeHns Poccuinckon Kopa, popmbl no OKY[,
depepauunm Kog yupexgeHunsa no OKIO

MeauumHCcKas AOKYMeHTaL s

HanmMeHoBaHue (Wwtamnm) ®opma N 107-1/y

MeAULMHCKOM opraHM3aumum YTBEPXAEHA NPUKA30M
MUHUCTEPCTBA 34paBOOXPaHEHNS
Poccuinckon ®epepaumm

OT 24 Hos16ps 2021 r. N 1094H
HanmMeHoBaHwMe (WiTamn) MHAUBUAYANbHOTO

npeanpuHmMMarens (ykasaTb afpec, HoMep u
[JaTy NLEH3UN, HaMMEHOBaHMe opraHa
rocy4apCTBEHHON BACTU, BblJABLUETO
JIMLLEH3UI0)

PELLEMT
(B3pOC/IbIN, AETCKUIM - HYXXHOE NMOAYEPKHYTb)
v 20 .

damunns, UMHUUMaabl UMEHU N OTHECTBA (nocnep,Hee -npu HafIM‘-IMM)
nauneHTa

[ata poxaeHus

daMunansa, MHULMabl UMEHW M OTYeCTBa (nocsiefHee - Npu HaAn4Ynn)
Nevaulero Bpada (penbauiepa, akyLepku)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Moanuce M.I1.

M neyvaTb /levalllero Bpaya
(noanuck penbawepa, akywepKkum)

PeuenT pgeiicTBuTeneH B TeyeHune 60 gHei, go 1 roga ( )
(HyXHOEe NnoAYepKHYTb) (ykazaTb
KONN4YecTBO fHeil)

O60opoTHasa cTopoHa



OTMeTKa 0 Ha3zHa4YeHUUN IEKapPCTBEHHOIO
npenapara rno peleHnto BpavyebHOM KOMUCCUM

MpurotoBun MpoBepun Otnyctun

®OPMA PELIENTYPHOTIO BJIAHKA N 148-1/Y-88

MuHUCTEPCTBO 3apaBooxpaHeHns Poccuinckon Kopa ¢opmbl no OKY[, 3108805
depepaunu MeanuUMHCKas JOKyMeHTaLus
®opma N 148-1/y-88
HanmeHoBaHwue (wtamn) YTBEpXKAeHa NPUKa30M
MEZMLMHCKOMN OpraHusaumm MUHUCTEPCTBA 34PaBOOXPaHEHMS

Poccuinckon ®epepaumm
OT 24 Hos16ps 2021 r. N 1094H

HanMeHoBaHMe (ltamn) MHAMBUAYASIbHOTO
npeanpuHuMarens

(ykasaTtb agpec, HoMep U AaTy JIMLLEH3UMN,
HanMMeHOoBaHWe opraHa rocy4apcTBeHHOMN
BJ1aCTU, BbIABLLETO JINLEH3UIO)

o [ ] )LL) L L) LD O

PELENT v 20__r.

(nata opopmneHuns-peuenta)

(B3poCAbIl, AETCKUIA - HYXKHOE NOAYEPKHYTH)

damMunus, MHULUMANBLI UMEHM M OTYECTBA (NocneaHee - NP Hain4Ynn)
nauueHTa

JaTa poxaeHus

Aapec MecTa XutenbctBa UAM N MeAULMHCKON KapTbl aMBynaTOpHOro MauueHTa, MoJy4YaloLlero
MeaULMHCKYIO nomollib B aMBynaTopHbIX YC/IOBUSAX

damMuans, MHMLMALI UMEHM U OTYecTBa (MocsieHee - NPU HaIMYUN)
Nlevaulero Bpayva (dpenbaLepa, akyLepkm)

Py6. Kon. Rp:




Moanuck 1 nevaTtb nevalllero Bpaya M.I.
(noanuck penbawepa, akywiepkn)

PeuenT gencrteuteneH B TeyeHne 15 gHen

O60poTHas CTOpoHa

OTMeTKa 0 HasHa4YeHUN IEKaPCTBEHHOIO
npenapara no peLlleHunto BpayebHoM KoMmccum

lMpurotosun Mposepun OoTtnyctun

®OPMA PELIEMTYPHOTIO BJIAHKA N 148-1/Y-04(/1)

MWHNCTEPCTBO 34paBOOXPAHEHUS YTBEPXOEHA
Poccuimickon ®epepauum MECTO /15 npm:a3::olt\)4xm::::;:ma
LUITPUXKOL APABOOXD
A<*> Poccuiickon depepauumn
oT 24 Hos6ps 2021 1. N
1094H
LWtamn
Kog,

MeaMLMHCKO OpraHn3aLmm

LUramn
Koa

WMHAMBUAYANBHOTO NpeanpuHMMaTenis




Kopa ¢opmbl no OKY[, 3108805

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

Kopa, Kog, Ho3o/10rnyecKkom MNCTOYHUK GUHAHCUPOBaHUS:
KaTeropum ¢dopmbl (no MKB) (nogvepKHYTb) % onnarbl:
rpaxgaH (noaYepKHyTb)

1. ®epepanbHbI GrogKeT

2. bropxet cybbekTa Poccuiickom
depepauunn 1. becnnatHo
3. MyHuuMnanbHbIM GlomKeT 2. 50%

3. nHon %




PELENT Cepus N [ata opopmaeHuns: 20 .

damunnsa, nHMUMaNbl MMEHUM U oTyecTBa (nocnedHee - npu
Ha/M4YMK) NaumeHTa [laTa poxaeHus

CHMUNC

N noauca
ob6s3aTesibHOro
MeOULMNHCKOro
CTpaxoBaHus:

Homep MeaAnUUMHCKOM KapTbl NaLMeEHTa, NOJyHatoWero MeamLMHCKYHO MOMOLLLb B aMBY1aTOPHbIX
YC/IOBUSAX

damnnus, nHMLManbl UMEHM M OT4YecTBa (nocsieHee - NPy HaMUYNK)
Nlevallero Bpaya (denbawepa, akyLepKu)

Py6. Kon. R ettt e et e ee e e e e e e e e et b arraaeeeseeenarraararaaeeas




MoAanuck 1 NevaThb evalllero Bpaya
(noanuck penbawepa, akywepKku)

Peuent geicteuteneH B tedeHne 15 aHei, 30 gHen, 90 gHen (Hy>KHOE MoAYEPKHYTD)

OTnyLLEHO MO peLenTy: ToproBoe HaMeHOBaHUE N AO3MPOBKa:
Data otnycka: "__" 20 . Konunyectso:
MpuroTtoBunn: MpoBepwun: Otnyctun:

(MMHKMA oTpbIBaA)

Kopellok peLenTtypHoro 61aHKa Cnoco6 npuMeHeHusi:

HaMEHOBAHME MpoAoHKUTENBHOCTb nHeln

NNIEKAPCTBEHHOIO Npenapara:

[o3npoBska: KonnuyectBo NpMeMoB B JIEHb: pa3

Ha 1 npuem: en.

<*> B c/ay4ae W3roToBJIEHUS pPELENTYPHOro 6/1aHKA C MCMOJb30BAaHUEM KOMIbIOTEPHbIX
TEXHONOTUNMN.

O6opoTHas CTOpOoHa

OTMeTKa 0 Ha3zHa4YeHNU NIEKAPCTBEHHOIO
npenapara rno peLweHnto BpayebHOM KOMUCCUM

MpurotoBun MpoBepun OTtnyctun

MpunoxkeHmne N 3



K NpuKasy MuHUCTEPCTBA 3/1paBOOXPaHEHMS
Poccuitckoin depepauunm
oT 24 Hos6ps 2021 1. N 1094H

NOPAAOK
O®OPMIJIEHUA PELIENTYPHBIX BJIAHKOB HA JIEKAPCTBEHHbIE MPEMAPATbI,
NX YYETA U XPAHEHUA

I. ObopmneHue peuenta Ha 6yMaXKHOM Hocutene

1. Ha peuenTtypHbIX 61aHKax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NneBOM BepxXHEM
Yyrly MpOCTaBAAETCA LWTaMM MEAMLMHCKON OpraHusauMmM € yKasaHMeM ee HauMeHOBaHWA, ajpeca M
TenedpoHa ¢ gaTon BbINUCKM (aaToi opopmaeHmns) peLenTa Ha IeKapCcTBEHHbIN nNpenapar.

JlononHuTeNnbHO Ha peuentypHoM 6GnaHke ¢opmbl N 148-1/y-04(n) npocTaBnsercs Kop,
MeJMLMHCKON oOpraHusalmMm B COOTBETCTBUM C OCHOBHbIM [OCYJaPCTBEHHLIM PErUCTPALUOHHBIM
HoMepoM (panee - OTPH).

Cepus peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) BkAoYaeT Kof cybbekta Poccuiickoi
depepaummn, COOTBETCTBYIOLWMIN ABYM MNepBbiM Lmudppam O6LEepocCnckoro Knaccudmkatopa 06BHEKTOB
aJMUHUCTPATMBHO-TEPPUTOPUANLHOTO AeneHns (ganee - OKATO).

PaspellaeTcs M3roTaBanBaTb peLenTypHble 61aHKn dopmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
NOMOLLbIO KOMMBKTEPHbIX TEXHONOTUMA.

PeuenTtypHble 6naHkn ¢opmbl dopmbl N 148-1/y-88 M3roTaBAMBAOTCS  UCKAKOUYUTESIbHO
TMnorpadpcKkMm cnocobom.

2. Ha peuenTtypHbix 6n1aHKax, OQPOPMASEMbIX WHAMBUAYANILHBIMU NpeAnpUHUMaTEeNsIMu,
UMELNMU JIMLUEH3UI0 Ha MEIULMHCKYIO AeATe/lbHOCTb, B BEPXHEM JIeBOM Yy TunorpadpCcknm
cnocob6oM UM NyTeM MpPOCTaBJeHMs LWTaMna Jo/ikeH 6biTb YKasaH agpec WHAMBUAYaA/bHOTO
npeanpuHMmaTens, HoMep W jAaTa JIMUEH3UW, HauMeHOBaHMe opraHa rocyJapCTBEHHOW BAaCTW,
BbIABLLUEr0 JINLLEH3MIO.

3. PeuentypHble 6saHkn ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHstoTcs
MeAMULNHCKUM PaBOTHUKOM YEpPHUIAMU WU LUAPUKOBOI PYHKOM.

4. lonyckaeTcs opopMIEHNE BCEX PEKBU3UTOB (3a UCKOYEHNEM pekBu3nTa "Moannck ieyallero
Bpaya (nognuck denballepa, akylepkun'") peuenTypHbiX 61aHKoB ¢popMbl dopmbl N 107-1/y, dpopmbl N
148-1/y-88 n dopmbl N 148-1/y-04(n) c MCcNob30BaHUEM MNeYaTaloWmUX YCTPOCTB.

5. OdopMneHne peulenTypHbix 6aaHkoB ¢opMbl N 148-1/y-04(n) BrAtovaeT uudpposoe
KOZMpOBaHMe.

LundpoBoe KoanpoBaHMe YKasaHHbIX peLenTypHbIX 6J1aHKOB BK/HOYAET:

1) Ko MeamumHckon opranusaumm (OFPH) uam Kop, vHAMBMAYaSbHOrO NpeanpuHUMaTeNs B
cootBeTCTBMM C OCHOBHbIM TOCYAAPCTBEHHbIM  PErNCTPaUMOHHBIM  HOMEPOM  WHAMBWUAYAJIbHOTO
npeanpuHmumartens (panee - OFPHUIM), npoctaBaseMsbiil NPy U3roTOBIEHUMU PELEnTYPHbIX 61aHKOB;

2) Kop, KaTeropuu rpaxgaH, MMEeoWMX MpaBo Ha MNOJIyYEHUE NEKAPCTBEHHbLIX MpenapaTtoB B
COOTBETCTBMU CcO cTaTbel 6.1 OeaepanbHOro 3akoHa ot 17 nona 1999 r. N 178-03 "O rocyaapcTBEHHOM
coumanbHonm nomowm'"<1>, u Kog Ho3oj0rM4yeckorm ¢opmbl Mo MexKayHapoAHOM CTaTUCTUYECKOMN
Knaccuduraumm 6onesHen n npobseM, cBA3aHHbIX co 340posbeM (10-i1 nepecmotp) (manee - MKB),
3arMo/IHAeMbIe fIeYalliM BPayoM MyTeEM 3aHECEHUS Kaxkaoln Umdpbl B NyCTble SYEMKKU, NpM 3TOM TOUKa
NPOCTaB/SETCA B OTAE/LHON SUYENKE;



<1> CobpaHune 3akoHogatenbcTBa Poccninckon ®epepaunm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) oTMeTKy 06 ucToYyHUKe ¢uHaHcupoBaHua (dedepanbHblii 6romKeT [1], GlomKeT cybbeKkTa
Poccuitckoinnt degepauum [2], MyHnumnanbHbin 6romxkeT [3]) n npoueHTe onnatel peuenta (6ecnaaTHo
[1], 50% [2], uHoi % [3]);

4) WTPUX-KoA, - AOMOJIHUTENbHBIN PEKBU3UT (B C/lydae M3rOTOBJIEHUS HA TEPPUTOPUN CYyOGBEKTA
Poccuiickoit degepaumm peuentypHoro 6/1aHKa C UCNOJIb30BaHUEM KOMILIOTEPHbIX TEXHOJ/IOTUIA).

6. B peuenTtypHbix 61aHKkax ¢opm N 107-1/y, N 148-1/y-88 1 N 148-1/y-04(n) B rpade "damunns,
WMHULMANBI UMEHW W oTyecTBa (mociegHee - MpM HaAMuMKM) naumeHTa" yKasbiBaloTca daMuauns,
MHULIMA/bI UMEHM M OTYECTBa (MociiegHee - NP HaANYUK) NaLUeHTa.

7. B peuenTypHbix 6aaHKkax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[aTa
pOXAeHNA" YKa3bIBAETCA JaTa POXKAEHUA NaumeHTa (YMcno, Mecau, rog,).

[ononHutenbHo B peLenTypHbIX 6naHKkax dopmbl N 148-1/y-88 n dopmbl N 107-1/y ana peten B
Bo3pacTe A0 1 roaa B rpade "[aTta poxxaeHUa" yKa3blBaeTCs KOJIMYECTBO MOJIHbIX MECSLEB.

8. B peuentypHbix 6naHkax d¢opmbl N 148-1/y-04(n) B rpadax "CHUNC" mu "N noauca
0643aTe/IbHOT0  MeAMLIMHCKOrO CTpaxoBaHUA" YKasbliBAlOTCA CTPaxoOBOW HOMEpP WHAMBUAYaAbHOIO
JIMLLEBOro cyeTa rpaxkgaHunHa B MNeHcmMoHHoM ¢poHae Poccuitckon ®epepauun (CHUC) (npy Haanumm) um
HOMep no/anca 0643aTe/IbHOro MeAMLMHCKOrO CTPaxoBaHus.

9. B peuenTtypHbix 61aHKax ¢opmbl N 148-1/y-88 B rpade"Aapec MecTa XXUTENbCTBA UM HOMEpP
MeJMLUMHCKOM KapTbl MaLMEHTA, MOJIyYaloLWEero MeamMUMHCKY0 NMOMOoLb B aMby/aTOPHbIX yCaoBUsX",
YKa3blBaeTCA MOYTOBbLIN ajpec MecTa >KMTenbCTBa (Mecta npebbiBaHUs MAM MecTa (HaKTUYECKOro
NPOXMBaHUA) NaUMEHTa WM HOMEP MEAMLUMHCKOW KapTbl NalLMeHTa, MOJyYaloLWero MeauLuHCKYo
MOMOILLLb B aMBYNaTOPHbIX YCIOBUSAX <2>.

<2>Mpuka3s MunHucTepcTBa 3apaBooxpaHeHns Poccunitckon ®epepaumm ot 15 aekabps 2014 r. N
834H "O6 yTBEPXKAEHUN YHUPULMPOBAHHbBIX GOPM MEAULIMHCKON AOKYMEHTALUWUU, UCMOJIb3yEMbIX B
MeAMLMHCKUX OpraHu3aumsiX, OKasblBalOWUX MeAMUMHCKYIO MOMOLWb B aMOYynaTOPHbLIX YCNOBUSAX, U
nopaaKoB Nno ux 3anosHeHuto" (ganee - Mpukas N 834H) (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitickonn ®depepaumm 20 despansg 2015 r., pernctpaumoHHbii N 36160) ¢ u3MeHeHUsAMU,
BHECEHHbIMU MpUKasaMm MuHUCTepCTBa 3apaBooxpaHeHuns Poccuinckon ®eagepaummn ot 9 ssHeapsa 2018
r. N 2 (3apernctpmposaH MwuHucTepcTBOM tocTUUMKM Poccuiickoin depepaumm 4 anpens 2018 r.,
permcrpaumorHbiit N 50614), ot 2 Hos6psa 2020 r. N 1186+ (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMM
Poccuiickon ®epepaumm 27 Hosbps 2020 r., peructpaumnonHsiii N 61121).

YKasaHue 1 agpeca MecTa XUTENIbCTBA U HOMepa MeAULIMHCKOWM KapTbl MaLUEHTa, NoJly4yatoLlero
MeJMLMHCKYIO MOMOLb B aM6YJIaTOPHBIX YC/IOBUSX, HE ABASETCS OLLIMOGKON.

B peuentypHbix 651aHKax ¢opmbl N 148-1/y-04(n) B rpade"HoMep MeAULIMHCKON KapThbl NaLueHTa,
Nosly4aroLLlero MenLMHCKYIO NOMOLLb B aMOYyaTOPHbIX YCA0BUSX" yKasbiBaeTCs HOMEP MeaULIMHCKOM
KapTbl NaLUUEeHTa, NoJly4HatoWwero MeaMLUMHCKYHO MOMOLLLb B aMByNaTOPHbIX YCI0BUSX <3>.

<3>Mpukas N 834H.



10. B rpade "damMunauna, MHMUMANbI UMEHN M OTYECTBa (NocinegHee - MpyU HaaNyMK) fiedallero
Bpaya (denbalepa, akywepku)" peuentypHbix 6aaHkos ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n) yKkasblBalOTCA MOJIHOCTbIO GaMWAUA, UHULMAIBI UMEHU, OTYecTBa (mocsiedHee - MpU HaAU4YUK)
MeAMLMHCKOro paboTHMKA, Ha3HAUYMBLLErO JIEKAPCTBEHHbIE NpenapaTbl U 0pOPMUBLLETO PELIENT.

11. B rpade "Rp" peuentypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
yKa3sblBaeTca:

1) HaMMeHOBaHWE  JIEKapCTBEHHOro npenapata (MeXAyHapojHOe  HenaTeHToBaHHOEe
HaMMeHOBaHMe, TPYNMUPOBOYHOE WM XUMWUYECKOE HaMMEHOBaHME, TOProBOe HaMMEHOBaHME) Ha
JNIaTUHCKOM $I3bIKE WJIN Ha PYCCKOM f3blke, ¢opMa BbIMycKa, A03UPOBKA, KOMYECTBO (yKasbiBaeTcs
NPOMNUCLIO Ha peuenTypHoM 6aaHke dopmbl N 107/y-HIM);

2) cnoco6 NpUMEHEHMA JIEKAapCTBEHHOrO MpenapaTta Ha rocyjapcTBEHHOM fA3blke Poccuitckoit
depepaumn MAM Ha rocyaapcTBEHHOM sA3blke Poccuiickon Pepepaumm U rocyaapCTBEHHOM S3blKe
pecny6/1MK U UHbIX A3blKkax HapoaoB Poccuitckon depepaunm <4>,

<4>Yactb 1 ctatbk 15 3akoHa Poccuiickom ®epepaunm ot 25 oktabpst 1991 r. N 1807-1 "O sA3bikax
HapogoB Poccuiickoint ®epgepaumn" (nanee - 3akod N 1807-1). (BegoMocTu cbesfa HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, c1. 1740; CobpaHue 3akoHogatensctBa Poccuinckon
depepaumn, 1998, N 31, ct. 3804).

KoHcynbTaHTIAKOC: NpuMeYaHue.
HymepaLms NnyHKTOB JaHa B COOTBETCTBUMN C OULIMAJIbHBIM TEKCTOM OKYMEHTA.

13. Mpun odopmMaeHnn peLenTypHbIX ©ONaHKOB 3anpeLliaeTcs orpaHMyYMBaTbCs  OBWMMMU
yKasaHusaMM, Hanpumep, "BHyTpeHHee", "M3BecTHO".

14. PeuenT, obOpMIEHHbIN Ha pelenTypHoM 6aaHke popm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n), noanuceiBaeTca MeJULMHCKUM PaBOTHMKOM U 3aBEPSETCS €ro neyvatbio.

PeuenT, odopMeHHbIN Ha pelenTypHoM 6aaHke dopMbl N 148-1/y-88 1 dopmbl N 148-1/y-04(n),
LONONHUTE/IbHO 3aBepsETCs NevyaTbio MeguLMHCKOM opraHmnsaumm "Onsa peuentos".

Ins peuenta, obopMIEHHOIO Ha peLenTypHOM 6aaHke dopmbl N 107-1/y, Hannumne neyatn "Ons
peuenToB" He aBNSETCA 06s3aTe/IbHbIM.

15. Ha ogHOM peuenTypHoM 61aHke dopMbi N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeliaetcs
OCYLLECTB/IATb HA3HAYEHWNE TOJ/IbKO OAHOro HaMMeHOBaHMNA IEKAPCTBEHHOrO Npenapara.

Ha ogHoM peuentypHoM 61aHke ¢dopmbl N 107-1/y paspeluaeTcss OCyLIeCTBASTb Ha3zHayeHue
TOJIBKO OJHOM0 HAaMMEHOBaHWUS  NIEKAPCTBEHHOrO npenaparta, oOTHocsAwerocas no ATX K
aHTUMNCUXOTUYECKUM cpeacTBaM (Koa NO5A), aHKcnonutukam (kog, NO5B), CHOTBOPHBIM U Ce1aTUBHbLIM
cpeactBaM  (koa, NO5C), aHTMaenpeccaHtam (kog NO6A) ¥ He noasexailero npegMeTHo-
KOJINYECTBEHHOMY YYeTy, U A0 Tpex HaMMEHOBaHWM NEeKapCTBEHHbIX MpenapaToB - AN WHbIX
JIeKapCTBEHHbIX NPenapaToB, He OTHECEHHbIX K BbilleyKa3aHHbIM ATX.

16. icnpaBnieHus B peLenTe He JoMyCcKakoTCs.

17. MNpu odpopMaeHnn peLenTypHbix 61aHKoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
JIeKapCTBEHHbIE MpenapaTbl, Ha3HayeHHble MO pelleHntio BpadebHoN KoMuccumn, Ha obopote
peuenTypHOro 61aHKa CTaBUTCA CreumanbHas oTMETKa (wramn).



18. Ha peuentypHoM 6naHke ¢opmbl N 148-1/y-04(n) BHM3Y UMeeTCA JIMHUA OTPbIBA,
pasgensollas PeLenTypHbI 6/1aHK U KOPELLIOK.

Kopellok oT peuenTta, opopMIEHHOTO Ha YKa3aHHOM peLenTypHOM 6J1aHKe, BbIJAETCA MaLUeHTY
(ero 3akoHHOMY MpeAcTaBMTE/NO) B anTe4YHOM OpraHM3auuKn, Ha KOpellKe [enaetcs OTMEeTKa o
HaMMeHOBaHMM IeKapCTBEHHOrO Npenapara, A03UPOBKe, KOIMYecTBe, Crnocobe NpUMeHeHUs.

Il. OdpopmneHume peuenta B popMe 3/1€KTPOHHOIO AOKYMEHTA

19. Peuent B $OpMe 3/1IEKTPOHHOIO AOKYMEHTA, NOAMNMCAHHOIO YCUIEHHOM KBaAMPULMPOBAHHOM
3N1IEKTPOHHON noAnucblo, GopMupyeTcs MegULMHCKUM PaboOTHUKOM, CBEAEHMS O KOTOPOM BHECEHbI B
depepanbHbIi  PeErucTp MeauuMHCKUMX pPaboTHUMKOB <5>, a Takke Mpu YCAOBUM perncrpauum
MeMLMHCKOWN opraHusaumm, B KoTopon odpopmaseTcs peuent, B defepasbHOM peecTpe MeANUUHCKUX
opraHu3aunin <6> egMHON rocyfapcTBeHHON MHPOPMALMOHHON CUCTEMbI B chepe 340aBOOXPAHEHNS U
NOAK/OYEHUS TaKOM MEeAULMHCKOM OpraHM3auum K rocyfapcTBeHHON MHPOPMaLMOHHON cucTeMe B
cdepe 3apaBooxpaHeHMs cybbeKkTa Poccuinckon Gegepaumm <7>.

<5>Yactb 4 crtatbk 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATE/bCTBA
Poccuiickoit depepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6>Yactb 4 crtatbk 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®epepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7>Ctatbu 91 1 91.1 depepansHoro 3akoHa N 323-3 (CobpaHue 3aKkoHoAaTenbcTBa Poccuiickom
depepaunmn, 2011, N 48, c1. 6724).

20. MNpu odopmaeHun peuenta B ¢GoOpMe 3JIEKTPOHHOIO [OKYMEHTa Ha JIeKapCTBEHHble
npenapatbl, YKasaHHble B MyHKTax 9 u 11 Tlopsaka HasHayeHMs JieKapCTBEHHbIX MpenapaTos,
YTBEPXAEHHOTO HaCTOAWMM MPUKA30M, M OTMYyCKaeMble 3a MOJIHY0 CTOMMOCTb, 3arnoJIHAKTCS
cnenyolme pekBUsuTbI:

1) Kop cy6bekTa Poccuiickoit ®epepauuun no OKATO, onpeaensiolmii rocyAapCTBEHHYHO
MHPOPMaLMOHHYIO cucTeMy B cdhepe 34paBooxpaHeHuns cybbekTa Poccuitckon Gegepaumm, B KOTOpom
chopMmMpoBaH peuenTt B popMe 3NEKTPOHHOTO OKYMEHTA;

2) HauMeHoBaHWe MeAULMHCKOM opraHM3alumu, agpec, TenedoH nan damMmuans, HUUMaAbl UMeHU
M oTyecTBa (NocaegHee - NPy HaIMYUKU) UHAVMBUAYASILHOTO NMPEANPUHUMATENS, UMEIOLLENO JIMLEH3UNIO
Ha MeAMLMHCKYIO AesTe/IbHOCTb, €0 aflpec;

3) OIPH topuanyeckoro nuua (MeguuUMHCKOM opraHusaummn) nam OTPHUIM uHAMBUAYANIbHOMO
npeanpuHMMaTens;

4) pata odpopmaeHus peLenTa (yKasblBaeTcs Y40, Mecsl, roa);

5) [paTta OKOH4YaHus [eicTBusa peuenta (bopMupyercs rocyfapcTBeHHON MHGOPMaLMOHHOM
cucteMmon B chepe 3apaBooxpaHeHus cybbekta Poccuickon depepaumm B COOTBETCTBUM CO CPOKaMMU
Jencteus peuentos: 15 gHein, 30 gHein, 60 gHen, 90 aHen, fo 1 roga);

6) yHUKabHbIN HOMep peuenTta (dopMupyeTcs rocyaapcTBeHHON MHGOPMALMOHHON CUCTEMOM B
cdepe 3ApaBooxpaHeHus cybbekta Poccuiickonn depepauym u obecrneynmBaeT  OJHO3HAYHYH
naeHTUPUKaumlo peuenta B GopMe 3MEKTPOHHOro AOKyMeHTa B codeTaHun ¢ OKATO, OIPH wam
OrPHMMN);



7) otMeTkM '"cito" (cpo4yHo) mam "statim" (HemMegneHHO) nMpuM HEOo6XOAMMOCTU CPOYHOro WU
HeMeJIEHHOro OTMYCKa JIEKapCTBEHHOTO Mpenapara nauueHTy;

8) agpec maumeHTa (yKasblBaeTCs MOYTOBbLIA afpPec MecTa XKUTeabcTBa (MecTa npebbiBaHUs UK
MecTa $paKTUUYECKOro NPOXKMBaHMA) C YKa3zaHMEM MHAEKCA, HAMMEHOBaHMA Kpas, 061acTu, pecnybinku,
aBTOHOMHOrO OKpYyra u MHoro cybbekta Poccuiickoin degepaumm, HAaMMEHOBAHMUS HAaCE/IEHHOIO NYHKTA,
HauMeHoBaHuA yauubl (MpocnekTa, nepeysnka, npoesga), HoMepa AoMa (c yKasaHuMeMm Kopryca, npu
Ha/IM4nKn), HomMepa KBapTUPbI);

9) HOMep 3/IeKTPOHHON MeAMLMHCKON KapTbl NMauMeHTa B rocyapcTBeHHON MHPOPMaLMOHHOM
cucteMe B chepe 3paBooxpaHeHUs cybbekTa Poccuinckon Pepepaumu;

10) damMuans, uMs, oT4ECTBO (NocneaHee - NPy HaAMYUK) NALMEHTA MOIHOCTbIO;

11) pata poxpaeHus naumeHTa (yKasbiBaeTcs 4MC/IO, Mecal, rog), aas geren go 1 ropa
[OMOJIHUTE/IbHO YKa3bIBAETCA KOJIMYECTBO MOJIHbIX MECALIEB;

12) damMuans, MHUMUMANbI MMEHUM M oOTYecTBa (MocnedHee - NPU HaAMuUKU) MEAMLIMHCKOro
paboTHUKa NONIHOCTbLIO;

13) HaMMeHOBaHWe JNIeKapCTBEHHOro npenapata (MeXayHapogHoe  HemnaTeHTOBaHHoe
HauMeHOBaHWe, TIPYNMMPOBOYHOE WAM XMMUYECKOEe HauMeHOBaHWe, TOproBoe HaMMeHOBaHue),
[03MpoBKa, dopMa BbIMyCKa, KOIMYECTBO (BCe MO3ULIMM YKa3bIBAOTCA HA PYCCKOM A3bIKE);

14) cnocob npuMeHeHUs NeKapCTBEHHOro npenapaTta Ha rocyAapcTBEHHOM A3blke Poccuitckoit
denepaummn MAM Ha rocypgapcTBEHHOM fA3blke Poccuitckont depepaumm U rocyapcTBEHHOM S3blKe
pecnyb/IMK 1 UHbIX A3blKax HapoaoB Poccuiickon ®Peaepaumm <8>;

<8>Yactb 1 ctathm 15 3akoHa N 1807-1 (BegomMocTu cbe3ga HapogHbix aenytatoB PCOCP u
BepxoBHoro CoBeta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHopgaTtesbcTBa Poccuinckon
depepaunn, 1998, N 31, c1. 3804).

15) JAOKYMEHT, MOATBEPXKAAWMA Ha3HAYeHWe JIeKapCTBEHHOro npenapata Mo  pelleHuto
BpayebHOM KOMUCCUM MEAMLIMHCKOM OpraHM3aLnu;

16) OTMETKa O Ha3Ha4Y€HUN JNIEKAPCTBEHHOIO Mpenapata no peweHunro Bpaqe6HoV1 KOMUCCUn
MeAMLI,VIHCKOVI OpraHnsauunn B Ciy4daax, YKa3aHHbIX B a63au,e BTOPOM MYHKTa 6 Mopsagka HasHavyeHus
NNEKAPCTBEHHbIX NMPenapaToB, YTBEPXKAEHHOIO HAaCTOALWUM MPUKA30M;

17) oTMeTKa O cneumanbHOM Ha3HauyeHUMU NeKapCTBEHHOro npenapara (3anojHAseTca B cy4yasx,
yKa3aHHbIX B NMyHKTax 15 1 24 lNopagKka HasHa4YeHUs NIeKapCTBEHHbIX NPenapaToB, YTBEPXAEHHOro
HaCTOSALMUM NPUKA30M);

18) oTMeTKa 0 cneLpanbHOM HasHaYeHUK IEKAPCTBEHHOIO Npenapara NaumneHTy ¢ 3ab6o/1IeBaHNEM,
TpebyWUM AIMTENBLHOIO KYPCOBOro JleyeHus (3anonHsAeTcs B c/lydae, yKasaHHOM B nyHKTe 23 MNopsaka
Ha3HayeHMs JIeKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHOro HaCTOALWMM MPUKA30M) C MPOCTaBAEHUEM
NnepruoaMYHOCTM OTMYCKa IEKapCTBEHHOrO npenapara;

19) npu odopmneHun peuenta B GOpMe 3SNEKTPOHHOTO [AOKYMEHTa Ha JIEKapCTBEHHbIE
npenaparbl, YKa3aHHble B NOAMNYHKTax 2 - 5 nyHKTa 9 1 nyHkTe 11 lNMopaaka Ha3HaYeHUs JIeKapCTBEHHbIX
npenapaTtoB, YTBEP)KAEHHOIO HACTOSLMM MPUKA3oM, rpa)kaaHaM, MMEKLWKMM MpaBo Ha 6ecnnaTtHoe
NnoJsly4eHMe NeKapCTBEHHbIX MpenapaTtoB WM MOJiydeHWe JIEKApPCTBEHHbIX MpenapaTtoB CO CKUAOKOM,
3arMoJIHAKTCA PEKBU3UTLI, NMpPeaycMOTpeHHble noanyHkTamMm 1 - 18 HacToswero nyHKTa, a Takxke
cnefytowme peKBU3nTbI:



a) KaTteropusi rpaxjaH, MMeWUX MNpaBoO Ha MOAyYEHUE JIEeKApCTBEHHbIX MpenapaTtoB B
COOTBETCTBMU €O cTaTben 6.1 OepepanbHOro 3akoHa ot 17 nong 1999 r. N 178-®3 "O rocysapctBeHHOM
couunanbHOM NOMOLLN"'<9>;

<9> CobpaHune 3akoHogatenbcTBa Poccuinckon ®epepaunm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

6) Kog, Hozoorn4eckoi popmbl no MKB;

B) UCTOYHUK PuHaHcuposaHusa (1 - depepanbHbil GrogKeT, 2 - 6roaxeT cybbekTa Poccuitckom
depepaumn, 3 - MYHULMNAJIbHBIN GIOIKET);

r) pasmep onnatbl (1 - 6ecrnnatHo, 2 - 50%, 3 - Hon %);

[l) CTPaxoBON HOMEpP WHAMBWUAYA/NIbHOrO /IMLIEBOrO CYeTa rpaKiaHuHa B MMeHCMOHHOM ¢oHae
Poccuiickoin ®egepaumm (npu Haanudmm) (CHUC);

e) HOMEpP nosinca o06s3aTesIbHOro MeOUNLUNHCKOIo CTpaxoBaHUA.

21. Mpu NpocTaBieHUM OTMETKM, YKa3aHHOM B noanyHKTe 16 nyHkta 20 Hactoswero Mopsaka,
peuent B ¢OpMe 3NEKTPOHHOrO JOKYMEHTa MOAMUCLIBAETCS YCUNEHHOM KBanudUUMPOBaHHOM
3/IEKTPOHHOM MOANUCLIO Npeacepatens WAN  ceKpeTaps BpayvyebHONM KoMWUCCUKM  MeaULMHCKOM
opraHu3aumuun, Npu NpocTaBieHMN OTMETOK, YKa3aHHbIX B nognyHKTax 17 n 18 nyHkTta 20 HacToswero
MopsagKka, - YCUNEHHbIMU KBaIMPUUUPOBAHHBIMU 3NIEKTPOHHLIMU  MOAMUCAMU  COOTBETCTBYHOLLMX
MeAMULMHCKUX PaBOTHMKOB.

22. Mo TpeboBaHMIO MaUMEHTa WAM €ro 3aKOHHOro npeacraButens oGopmaseTcs 3K3eMnasp
peuenta B ¢OpMe 3/EKTPOHHOIO JAOKYMEHTa Ha OyMa)HOM Hocutene ¢ oTMeTKon "[ybnukat
3/IEKTPOHHOTIO JIOKYMeHTa".

lll. YueT peuenTypHbIX 6J1aHKOB (3a UCK/IIOYEHUEM peLLenTypPHbIX
6naHkoB no ¢popme N 107/y-HIM"CneumnanbHblil peuenTypHblii 6aaHK")

23. YyeT peuenTypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3roTaB/aMBaeMsbIX TUMorpadckuM crnocobom (manee - peuenTypHbie 6AaHKW, NOAJEXalMe y4yery),
OCYLLUECTB/IAETCA B XKYPHasax yyera, MPOHYMEPOBaHHbIX, MPOLIHYPOBaHHbIX U CKPEMIEHHbIX NOAMMUCHIO
PYKOBOAMUTENST M NEeYaTblo  MEAMUMHCKOW OpraHusaumm WaM  MOAMNUCbI0  UHAMBWUAYASIbHOrO
npeanpuHMMaTENs, UMEIOLLLETO JINLIEH3MNIO HAa MEAMULIMHCKYIO AeATEIbHOCTb.

24. YXypHan yyeTa peuenTypHbiXx 61aHKoB dopMbl N 107-1/y coaepxuT creaytouwme rpadbl:
1) HOMep Mo NOPAAKY;

2) B pasgene "Mpuxon":

a) AaTa perncTpauyn SoKyMeHTa, MOATBEPXKAAIOLLENO NOCTYMNIEHUE;

6) HOMep U JaTa JOKYMEHTa, MOATBEPXKAAIOLLENO NOCTYMNIEHNE, HAMMEHOBAHME MOCTaBLLMKA;
B) 0bLLee KOAMYECTBO NOCTYNMBLLMX PELENTYPHbIX 6J1aHKOB;

F) d)aMMJ'IMFI, MHUumanabl MMEHU WU OT4HECTBa (nocnep,Hee - npu HaflM‘-IMM) n noanncb
OTBETCTBEHHOIo MeANLIMHCKOIo paGOTHMKa, NnoJiyYmBLUETrO peuenTypHbie 6/1aHKM OT NMOCTaBLUHUKa;

3) B pasgene "Pacxon'":



a) fAaTa BblJlayM pelenTypHbIX 6/1aHKOB;
6) KOIMYECTBO BblAAHHbIX PELLENTYPHbIX 6/1aHKOB;

B) GaMuAMs, MHULUMANABI MMEHM M oOTdyecTBa (nocnegHee - NPW HaANYMKU) OTBETCTBEHHOrO
MeaMLMHCKOro paboTHMKa, NOYYMBLLIETO PeLEenTYpPHble BNaHKu;

r) NoANUCb OTBETCTBEHHOIO MEANLIMHCKOrO PaBOTHMKA, NONYYMBLIETO peLenTypHble 61aHKu;

4) damMuama, uHMUMANbI MMEHUM W oTyecTBa (nocnefHee - nNpuM  HaaAMuMM) U MOAMMUCH
OTBETCTBEHHOIO MEeAMLIMHCKOro PaBoTHMKA, BbIAABLLErO PeLenTypHble 6aaHKN;

5) ocTaToK peLenTypHbIX 6/1aHKOB.

25. XXypHan ydyeta peuenTypHbix 61aHkoB ¢opM N 148-1/y-88 n N 148-1/y-04(n) copep>kut
cneaywouwme rpadbi:

1) HoMep No NopPsAAKY;

2) B pasgene "Mpuxon":

a) flaTa perncTpaumm JOKyMeHTa, MOATBEPXKAAIOLLENO NOCTYMN/IEHUE;

6) HOMep 1 gaTa LLOKYMEHTa, NOATBEPXKAAIOLLETO NOCTYN/IeHNE, HAUMEHOBaHWE MOCTABLUUKA;
B) o6lLee KOAMYECTBO NOCTYNMBLUMX PELENTYPHbIX 6J1aHKOB;

r) cepun u HomMepa peLenTypHbIX 61aHKOB;

[1) KOIMYECTBO PeLEnTYPHbIX 61aHKOB MO CEPUSIM;

E) d)aMMIIMﬂ, MHUUmManbl MMEHU WU OTYECTBa (nocnep,Hee - npu HaJ'IM‘-IMM) n noanuncb
OTBETCTBEHHOIo MeaNLIMHCKOIro pa6OTHMKa, nojsiyumBLUEro peuenTtypHblie 6/1aHKK OT NMOCTaBLUHKa,

3) B pasgene "Pacxon™:

a) [laTa Bblaun peLenTypHbIX 6/1aHKOB;

6) cepun M HOMepa BblAaHHbIX PELENTYPHbIX 6/1aHKOB;
B) KOJIMYECTBO BblJaHHbIX PELLENTYPHbIX 61aHKOB;

r) damMuana, uHUUMANBI MMEHM M oT4yecTBa (mociedHee - MpU HaAMYUKU) OTBETCTBEHHOrO
MeaMLMHCKOro paboTHMKa, NOYYMBLLIETO PeLenTypHble BNaHKu;

[1) NoAnNncb OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKA, NOJyYMBLIEro peLenTypHble 6/1aHKu;

4) damMuans, uHMUMaANbI MMEHM W oTyecTBa (nocnefHee - MNpuU  HaAMuMM) UM MNOAMMUCH
OTBETCTBEHHOIO MEANLIMHCKOro PaboTHMKA, BblaBLUErO peLenTypHble BlaHKu;

5) ocTaToK peuenTypHbIX 6/1aHKOB.

26. Y4yeT peuentoB, 0pOpPMJIEHHbIX B POPME 3INEKTPOHHOIO JOKYMEHTA, OCYLLECTBASETCA B
rocygapcrBeHHOM WHPOPMaALUMOHHOM cucteMe B cdepe 3ApaBoOOXpaHeHMs cybbekTa Poccuickom
depepaunn nocpeacTBoM BeJleHMS eAUHOro peectpa pPeLenToB, 0GOPMJIEHHLIX B pOPME 3/IEKTPOHHbIX
JOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 6J1aHKOB (32 UCK/IIOYEHMEM peLenTypPHbIX



6naHkoB no ¢opme N 107/y-HM"CneumnanbHbiil peLenTypHbii 61aHK")

27. MeauUMHCKME OpraHmn3aumumn noay4atoT HeobxoguMmsble peuenTypHble 61aHKK, opopMaeHHble
TMNorpapckUM CcrnocoboMm, 4yepes TeppuUTOpuasibHbIe OpraHbl YNpPaBAEHUS 34paBOOXPAaHEHUEM WU
opraHM3aumu, yrnosIHOMOYEHHbIE Ha 3TO OpraHaMW UCMOAHUTENIbLHOW BRacTM cybbekToB Poccuiickoit
depepaunn.

28. PeuentypHble 61aHKK1, NOAEXALLME YYETY, XPaHATCS OTBETCTBEHHBIM JIMLLOM, Ha3HA4Ye€HHbIM
PYKOBOAUTENIEM MEAMUMHCKOM OpraHvM3auuu, B 3anMpaeMoOM MeTaj/IMyeckoM WKady (cende) mam
METa/IZINYECKOM SILLUKE.

29. HanBUAYyanbHbIA NpeANpUHUMATESb, UMEIOLLNIN IULLEH3UIO HA MEULIMHCKYIO [eATe/IbHOCTb,
XpaHUT pelenTypHble 6aHKK, Nogaexaliue yyeTy, B 3annMpaemMoM MeTalZIndeckoM LwKady (ceide) nnm
MEeTalJIMYECKOM SfLLUKE.

30. MNpoBepKa COCTOSAHUSA XpaHeHUs, yyeTa, GaKTUUYECKOTO HaaMuMs U pacxoja peuenTypHbIX
6N1aHKOB, noAnexawux ydyeTy, OAUH pa3 B KBapTa/J OCYLECTBASETCA KOMMUCCUEN, CO3[aHHON B
MeaMLMHCKOW OpraHU3aLmu.

31. PeuentypHble 6naHKM, odopMseMble Ha 6YMaKHOM HocuTesle U MOAJIeXallMe Y4eTy,
BbIAAOTCS MeAMLMHCKUM PaBboTHMKAM, UMEIOLWMM NpaBo 0GOPMJIEHUS PELLENTOB, MO PACNOPSKEHUIO
r1aBHOro Bpaya Wu ero 3aMecTuTens.

MoNyyeHHble peuenTypHble 6/1aHKM Ha 6YMa)KHbIX HOCUTENSX XPaHATCA MeAULMHCKUMMU
paboTHMKaMM B NOMELLLEHUSAX, 06eCcneynBaloLnX UX COXPaHHOCTb.

32. MNporpaMMHO-TEXHMYECKME CPeACTBa FOCYAAPCTBEHHbIX MHGOPMALMOHHbIX CUCTEM B chepe
3[paBOOXPaAHEHUS,  MEAULMHCKMX  MHOOPMALMOHHBIX  CUCTEM  MEAMLMHCKMX  OpraHusauui
06ecneymBaloT XpaHeHUE SNEKTPOHHBIX PeLenToB, 0PpOpPMIEHHbIX B GOPME SNEKTPOHHBIX JOKYMEHTOB B
TeYeHMe CPOKOB, YCTAHOBJIEHHbLIX OIS XpaHEHUs peuentoB, OGOPMJIEHHbIX Ha COOTBETCTBYHOLLMX
dopMax pelenTypHbIx 6/1aHKOB Ha 6yMa)kKHOM HocuTene <10>.

<10>MoanyHKT 5.2.169 MonoxkeHnsa o MuHuctepcree (CobpaHne 3akoHogatebctBa Poccuinckoim
depepaumn, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Mpunoxkenmne N 4

K NpMKasy MMHUCTEPCTBA 3 paBOOXPaHEHMNS
Poccuiickon ®epepaumm

oT 24 Hos6ps 2021 1. N 1094H

®OPMA CMELMATBHOIO PELLENTYPHOI O BJTAHKA N 107/Y-HM

MWHUCTEPCTBO 3apaBooxpaHeHns Poccuinckon Kopa, popmbl no OKY[,
depepaunm MepguMunHCKas gOoKyMeHTaums
®opma N 107/y-HN,
YyTBEPXKAEHHAS MPUKA30M
MuHUCTEPCTBA 34PAaBOOXPAHEHUS

LWITaMn MeaMLMHCKOM opraHnsaumm Lo
ANt P t Poccuiickon Gepepauum



07 24.11.2021 N 1094H

PELLENT

Cepus N

o 20 T.
(maTa BbINUCKK pelenTa)

(B3pOC/IbIN, AETCKUI - HYXKHOE NOAYEPKHYTb)

damunus, Mg, otyecTso (nocneaHee - NPU HaANYUK)
nauueHTa

Bo3spact

Cepus 1 HoMep noanca 065a3aTeNlbHOro MeaULMHCKOTO CTPaXxoBaHMS

Homep MeanUUHCKON KapThl

daMuninsa, M, oT4eCcTBO (NocaegHeE - MPU HaIMYMK)
Nleyvaulero Bpada (pesnbauwiepa, akyLepku)

2 o LSRN

Moanuck 1 IMYHas neyaTtb Bpada
(nognuck penbawepa, akywepKkm)

damnamnsa, nms, ot4ecTso (NocaegHee - NPU HaMYMKU) 1 NOAMNUCH YNOAHOMOYEHHOTO AnLLa
MeaMLMHCKO OpraHn3aLmm

OTMeTKa anTeyHom OpraHmn3sauummn 06 OoTnyckKke

damnamnsa, nms, oT4ecTso (NocnegHee - Npu HaMumMm) U NOANNCL PabOTHUKA anTeYHOM
opraHmsauum

Cpok gencteua peuenta 15 gHen

M.IT.

M.I.

M.I.



MpunoxkeHne N 5

K NpMKasy MMHUCTEPCTBA 3 paBOOXPaHEHMNS
Poccuiickon ®epepaumm

oT 24 Hos6ps 2021 1. N 1094H

NOPAAOK
M3roToBJIEHUA, PACNPEAENEHNUA, PETUCTPALUN, YHETA N XPAHEHUA
PELIEMTOB, COAEPXXALLIUX HASHAYEHUE HAPKOTUYECKNX CPEAICTB
NN NCUXOTPOIHBbIX BELLECTB

I. MopApoK U3roTOBNEHUSA, pacnpeaesieHus crneuuabHbIX
peuenTypHbIX 61aHKoB no ¢opme N 107/y-HI

1. OpraHu3aLuio U3rOTOBNEHMA U pacnpeaeneHns peuenTtypHbix 6a1aHkoB no ¢opme N 107/y-
HM"CneuunanbHbln peuenTypHbiit 6naHK" (panee - cneumanbHbliA pelenTypHbIi 6aaHK) OCyLLecTBAseT
MuHUCTEPCTBO 34paBooxpaHeHms Poccuitckon ®epgepaunn (ganee - MMHUCTEPCTBO).

2. CneupanbHble peuenTypHble 6/1aHKM ABASIOTCA 3alULLLEHHON noaurpaduyeckor npoayKumei
ypoBHs "B", u3rotaBanBaemolt Ha 6ymare po3oBoro Leta pasmepoM 10 cM x 15 cM, JO/IKHbI UMETb
CEPUI0O M HOMEP, a TaKXe COOTBETCTBOBaTb TPEeGOBaHWUAM, YKa3aHHbIM B MpuKase MUHUCTEpPCTBa
duHaHcoB Poccuiickonn ®epepaumm ot 29 ceHTabps 2020 r. N 217H "O6 yTBEpXAeHUN TexHUYeCKnx
TpeboBaHUM U YCNOBUIA U3rOTOBAEHUS 3aWMLIEHHON OT MOAAENOK nonurpadmnyeckon npoaykummn'
(3apernctpupoBaH MuHUcTepcTBOM  tocTuumMn  Poccuitckon  ®depepauym 16 Hoabpa 2020 .,
peructpaumoHHbiin N 60930).

3. B uensax opraHusaumm U3roToBJEHUS U pacnpemesieHns cneumanbHbiX peuenTypHbiX 61aHKOB
MegUUNHCKME OpraHu3auum, MMetolmne npaBo OCYLLECTBAATb Bblgady pPeLenToB Ha HapKoTU4YecKue
cpeactBa MM NCUMXOTPONHble BellecTBa cnncka Il MepeyHs m 3apernctpupoBaHHble B Poccuitckon
depepauumn B KayecTBe JIEKAPCTBEHHbIX MNpenapaTtoB A MeAMLMHCKOro MpuMeHeHus (panee
COOTBETCTBEHHO - MEAMLMHCKAsA oOpraHuMsaums, HaPKOTUYECKMIt (MCUXOTPOMHbIN) NIeKapCTBEHHbIN
npenapar), COCTaBAAOT 3a5BKU Ha PeLLenTypHble GAaHKMN.

4. B cpoK [0 1 OKTS6ps TeKyllero rofa 3asBKM MeAMUMHCKUX OpraHM3auMii Ha creupnasbHble
peuenTypHble 61aHKU NpeaCcTaBAAOTCA:

1) MeAMUMHCKMMU OpraHusaumsaMu, HaxodAaWuMUcs B BefdeHun deaepanbHbiX OpraHoB
MCMNOJIHUTENBHOM BNACTH, - B COOTBETCTBYHOLLME PefepasibHble OpraHbl UCMOAHUTESILHOM BNACTU;

2) MeAUUMHCKMMMK OpraHu3auMaMu, HaxogdAwuMmnca B BeAeHUM CyObeKToB Poccuiickoi
denepaunn, MEANLUHCKMMU OpPraHM3aUMAMN MyHULMNANBHOM U YaCTHOM CUCTEM 34PaBOOXPaHEHUS - B
opraHbl MCMNOJHUTENBHOW BAacTM cybbekToB Poccuiickoinnt ®Pepepaumm B chepe oxpaHbl 340pOBbs
rpakAaH, Ha TEPPUTOPUN KOTOPbIX OHM PaCMO/IOXKEHbI (Janee - opraHbl WCMOJIHUTENBHON BNACTM
cy6bekToB Poccuiickoin depepaumm).

5. B 3asBKe MeAMLMHCKOM opraHM3auumn Ha crneumainbHble peuenTypHble 6/1aHKM yKa3biBakoTCA
cnepyoume cBeeHus:

1) cBeieHUs O MeAULMHCKOM opraHM3auuun, nodasliei 3asBKy Ha creumasbHble peuenTypHble
6.1aHKK (MOHOe HaMMeHOoBaHWe, aflpec MecTa HaXOoXKAEHUS);

2) KOMMYECTBO CMeumaibHbIX PeLenTypHbIX 61aHKOB, W3PacXoAO0BaHHbIX MeAULUHCKOM
opraHusaumeit Ha 1 sHBaps NpeJLLIecTBYOLLENO roaa;

3) KONMYECTBO crelmanbHbIX PeLenTypHbIX 61aHKOB, HEOBXOAUMbIX MEAULIMHCKON opraHu3aLmm
Ha ciefylolmii rog,



3asiBKa MeAMLUMHCKOM opraHuMsauumn Ha creuuasbHble peuenTypHble 6/1aHKM MNoAnMcbiBaeTCs
PYKOBOAUTENIEM MEIULIMHCKON OpraHmM3aLumn, KOTOPbIA HEeCceT MepcoHasbHYH OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb U JJOCTOBEPHOCTb YKa3aHHbIX CBEEHUNA.

6. epepanbHble opraHbl UCMOJIHUTEIbHOM BNACTU, B BEAEHUMU KOTOPbIX HAXOAATCS MeAULIMHCKNE
opraHusaummn (ganee - degepanbHble OpraHbl UCMOJHUTENILHOWM BacTU), U opraHbl UCMOJIHUTENBHOM
BNacTM cybbekToB Poccuiickont depepaumm Ha OCHOBaHWKM 3asIBOK MeAULMHCKUX OpraHuMsaumii Ha
cneumanbHble pelentypHble 61aHKM GOPMUPYIOT CBOAHbIE 3asBKM Ha creuuasibHble pelenTypHble
61aHKM U B CPOK A0 1 Aekabps TeKyllero roga npeactaBsioT X B MUHUCTEPCTBO.

7. B cBOAHOM 3as1BKe Ha crelpasibHble peLenTypHble 6/1aHKM YKa3bIBalOTCA CNEAYIOLLME CBEAEHUS:

1) cBepeHns o ¢peaepasibHOM OpraHe UCMOIHUTENbHOW BAacTU (opraHe MUCMOJIHUTENIbHOM BAaCTU
cybbekTa Poccuitckon depepaumm), npecTaBUBLLIEM CBOAHYIO 3asiBKY Ha CrieumasibHble peuenTypHble
61aHKM (MOIHOE HaMMEHOBaHME, aJpPec MecTa HaXoXKAEeHUs);

2) KONNYECTBO CreuunanbHbiX peuenTypHbIX 61aHKOB, pacnpedeneHHbiX defepanbHbiM OpraHoM
MCMOJIHUTE/IbHON BAacTU (OpraHoM MCNoIHUTENIbHOM BnacTu cybbekTa Poccuiickonn depepaumm) Ha 1
SAHBaPs NPeALLIECTBYIOLLErO roja Mexay MeaAnUMHCKUMN OpraHU3aLmnsMu;

3) KOJIMYECTBO CneuumabHbiX PeLenTypHbIX 6JaHKOB, HeobxoAauMbIX deaepanbHOMY opraHy
UCMOJIHUTENIbHON BRactu (opraHy MCMOJIHUMTENBHON Bnactu cybbekta Poccuitckoin Pepepauumn) Ha
cnenyowmn rof Ans pacnpeaeneHms Mexay MeanumMHCKUMN OpraHu3aumnsmu;

4) cBefeHus O MoaBeAOMCTBEHHOM OpraHuM3auuMu, YnoJHOMOYEeHHON deaepasibHbiM OpraHoM
UCMOJIHUTENIbHON BAacTM (OpraHoM MCMNOMHUTENBHOM BAactM cybbekta Poccuiickon Depepaumm)
OCYLLECTBAATbL MOJIYYEHUE CrelManbHbIX peuenTypHbIX 6/J1aHKOB OT MUWHMUCTEPCTBA, UX XpPaHEHWe W
Bbl4avyy MeAMLMHCKMM opraHu3aumaM (rnosiHoe HaMMeHoBaHue, afpec Mecta HaxoxaeHnus, MHH/KMMN,
OKTMO opraHusaumm, GpakTUHECKUI adpec NOCTaBKM).

8. Ha ocHOBaHMWM nMOJMyYeHHbIX CBOAHbLIX 3asBOK Ha crieuuasbHble peuenTypHble 6aaHKK
MWHUCTEPCTBO €XerofiHo B CPoK A0 15 sHBaps cnepytowero roga GopmMmpyeTt U yTBepXKaaeT naH
pacnpegeneHuns creumanbHbiX PeLenTypHbIX 6/1aHKOB, B KOTOPOM OTpakaeTcsl rojoBas NoTpebHOCTb
Poccuitickoit depepaumm B crneumanbHbIX peLenTypHbiXx 6naHKkax (ganee - niaH pacnpegeneHus
MWHUCTEpPCTBA).

9. B nnaHe pacnpeaeneHns MUHMUCTEPCTBA YKa3bIBAlOTCA caeayroume ceeeHuns:
1) NopsAAKOBbLIN HOMEP 3amnncu;

2) HaMMeHoBaHUWe deaepasbHOTO OpraHa MCMNOJHUTENLHOM BAacTU (opraHa MCMNOAHUTEbHOM
BNactm cybbekTa Poccuitickoit depepauumum), NpeAcTaBMBLUETO CBOAHYIO 3asBKY Ha CrneuuaibHble
peuenTypHble 61aHKK;

3) Heo6x0AMMOE KOMYECTBO CreLmanbHbIX PeLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbiX peLenTypHbiX 61aHKoB defepanbHbiM OpraHaM UCMOAHUTEIbHOM
B/IAaCTW, OpraHaM WCMNOJHUTENBLHOM BAacTM Ccyo6bekToB Poccuiickon ®depepaumm  ocyulecTBaseTcs
MUHUCTEPCTBOM B KOIMYECTBE, MPeayCMOTPEHHOM M1aHOM pacnpegenenHns MmuHucTepcTBa.

11. MUHUCTEPCTBOM [OMNOJIHUTENILHO K KOJIMYECTBY CheumanbHbIX peuenTypHbIX 61aHKOB,
npeaycMOTpeHHOMY MJaHOM pacnpegeneHms MUHUCTePCcTBa, GOPMUPYETCS pPe3epBHbIM  3amnac
crneumanbHbIX peuenTypHbiX OG/IaHKOB B KOAMYEcTBe, He npeBbiwatweMm 150 000 cneumanbHbIX
peuenTypHbIX 61aHKOB.



12. B cnyyae yBesiMdeHUs NOTPEBHOCTU B cCreUManbHbIX pelenTypHbiX 61aHkax deaepanbHble
opraHbl UCMOJIHUTENIbHOM BJ1IaCTU (OpraHbl UCMONHUTEILHOM BAacTu cybbekToB Poccuitckon Gepepaumm)
HanpaBAslOT B MWHUCTEPCTBO CBOJHblE 3asiBKM Ha JOMOJIHATENIbHOE KO/IMYECTBO ChneLuabHbIX
peuenTypHbiX 6/1aHKOB (C 0BOCHOBaHWEM YyBeAMYEHUS MOTPEGHOCTU B cCheluabHbIX PeLenTypHbIX
6naHKax), KoTopble NpefocTaBAsoTcs MUHUCTEPCTBOM U3  pe3epBHOro 3amnaca  crneumasibHbIX
peLenTypHbIX 6/1aHKOB.

13. ®epepanbHble opraHbl UCMONHUTE/IBHOM B1acTU (OpraHbl UCMONHUTENILHOW BAACTU Cy6bEeKTOB
Poccuiickoit depepauun) pacnpefensioT MojydeHHble crelpasbHble peuenTypHble G/aHKKM MeXXay
MeAULUMHCKUMU OpraHmMsalmsiMM Ha OCHOBaHWW TJIAaHOB pacnpejeneHus, cHpOpMUPOBAHHBLIX B
COOTBETCTBUM C 3a8BKaMU MeAULMHCKMX OpraHmn3aLmii Ha cnelpuanbHble pelenTypHble 61aHKK.

Il. MopsapoK perncrpaumumn, yyeta n XpaHeHUs cnelmanbHbIX
peuenTypHbIX 61aHKoB no ¢opme N 107/y-HIN

14. MWHWUCTEPCTBO, WHble deaepasbHble OpraHbl  WUCMOJIHUTENbHOM BAacTM M OpraHbl
UCMONIHUTENBHOW BAacTU cy6bekToB Poccuitickoit defiepalMm OpraHuUsyoT XpaHeHWe creuunanbHbIX
peuenTypHbiX 61aHKOB B MOABEAOMCTBEHHbIX OpraHU3aumax, YMNOJHOMOYEHHbIX OCYLLECTBASATh
MoslydeHne crneumasbHbiX PeLenTypHbiX 6aHKOB OT MUHUCTEPCTBA, MX XpaHEHWEe W  BblAady
MeAMULMHCKMM opraHmnsaumsam (ganee - ynoJHOMOYEHHas opraHusaums).

15. B yno/JIHOMOYEHHOM OpraHmnsaLmm U MeJULMHCKOM opraHunsaLmu, noayymslLein cneuyanbHble
peLenTypHble 6J1aHKM, OpPraHU3yeTcs pPerucTpauums, y4eT M XpaHeHWe creumasnbHbIX PeLenTypHbIX
61aHKOB.

Pernctpaums, yyeT W XpaHeHMe pe3epBHOro 3arnaca CrneuuanbHbiX PeLenTypHbIX 6G1aHKOB
MuHUCTepcTBa  ocyllecTBasieTcsl  defiepasibHbiM  TOCYAapCTBEHHbIM  BIOKETHBIM  YUpEXAEHUEM,
HaxodAWMMCA B  BeleHMM MuHUcTepcTBa (Janee  COOTBETCTBEHHO -  pe3epBHbIM  3anac,
Nno/iIBelOMCTBEHHOE yupexaeHue).

16. PabOTHMK, Ha3Ha4Ye€HHbIA MNPUKA3OM PYKOBOAUTENA YMOJHOMOYEHHON OpraHM3auuu
(ynosiHOMOUYEHHOM opraHu3auum, NoaBeaOMCTBEHHOMO YUPEXKAEHMA) OTBETCTBEHHbIM 33 PErncTpaLmio,
XpaHeHMe W Yy4yeT ChneumanbHbIX peuenTypHbiX 61aHKOB (Janee - OTBETCTBEHHbIM pPaboTHMK), Ha
OCHOBaHUW [OBEPEHHOCTH, OQPOPMJIEHHOM B MNOPAAKE, YCTAHOBJAEHHOM 3aKOHOATE/IbCTBOM
Poccuitckon  ®depepaumm  (C NOAMMCBLIO  PYKOBOAUTENS  YNOJSIHOMOYEHHON  OpraHusaumm
(ynonHoMoueHHOM  opraHuMsauuu, MOABEAOMCTBEHHOTO  YYPEXAEHWs), [NlaBHOTO  Byxrantepa,
3aBEPEHHbIX KPYroM MeyaTbio), MoJjiydaeT cneuumasnbHble peuenTypHble 61aHKM U OCyLLecTBAsET
BeJEeHME KypHaia perMcTpaLmmn 1 yyerta crneumanbHbiX peLenTypHbIX 61aHKOB, K KOTOPOMY NpuobLaeT
¢doTo- 1 (Mn) BuAeomMaTepuanbl, NOATBEPXKAAOLWME PaKT 0GOPMIIEHMSA PELLENTYPHbIX 6/1aHKOB Ha JOMY
(npn Hann4uK).

17. XXypHan peructpaumm M y4yeta CreumanbHbIX pPelenTypHbiX 6GAaHKOB [A0/KEH 6biTh
NPOHYMEepOBaH, MPOLIHYPOBaH, UMETb Ha MNOC/eAHEN CTPaHULE 3anncb, COAEPIKALLY KOJIMYECTBO
CTpaHuL, MOJIHOE HauMMEHOBaHME YMNOJHOMOYEHHOW opraHuM3aumMm (MeauUMHCKOM opraHu3aumu,
NoJBEJOMCTBEHHOIO YUYPEXAEHMUA), a TaKXKe CKpenjeH MOoAMNUCbI0 PYKOBOAUTENS U MeyaTbio
YMO/IHOMOYEHHOM opraHmn3aumm (MeamLMHCKOM opraHM3aumm, NoABEeA0MCTBEHHOIO YUPEXAEHNS).

XypHan peructpauym M ydeta cCneumanbHbIX peuenTypHbiXx OGNaHKOB pe3epBHOro 3arnaca
MUHUCTEPCTBA CKPENAeTCa TaKXe MOAMNUCbI0 AMpPeKTopa (B Caydae ero OTCYTCTBUS - 3aMecTUTens
AnpekTopa) JlenaptaMeHTa perynpoBaHus O6PaLLEHNs JIEKAPCTBEHHbIX CPEACTB U MeAULMHCKUX
nsaenmn MuHucTepcTBa 1 nevatbto MmMHMCTepcTBa.

18. B )KypHajie peructpaumMm M y4yeta CheUManbHbIX PeLEnTYpHbIX 6/1aHKOB YKasblBatoTcs
cnepyoume cBeleHus:



1) NopsAAKOBLIA HOMEP 3anucy;

2) npuxop, cneumanbHbIX PELENTYPHbIX 6/1aHKOB:

a) peKBU3UTbI U AaTa perucTpaLmm NpUXoaHOro AOKYMEHTa;

6) obLLee KONNMYECTBO MOCTYMUBLLMX CNeLManbHbIX PELLENTYPHbIX 6/1aHKOB;

B) CEPUS 1 HOMEP CMeLnanbHOro peLenTypHoro 61aHKa;

r) KONNYECTBO CneLmanbHbIX PELLEnTYPHbIX 61aHKOB MO KaXaoi cepuu;

1) damnnng, nms, otyecTBo (NnocsegHee - Npu HaIMYMK) U NOANUCH OTBETCTBEHHOIO PaboTHUKA;
3) pacxop, cneumanbHbIX PpeLenTypHbIX 6J1aHKOB:

a) fAaTa BblaymM creluasibHbIX peLenTypHbIX 6J1aHKOB;

6) cepun U HoMepa BblIaHHbIX CeUUMasibHbIX peLenTypHbIX 6/1aHKOB;

B) KOJIMYECTBO BbIJAHHbLIX CNEUManbHbIX PeLEenTypHbiX 6/7aHKOB C YyKasaHMeM B CKOGKax
KOJIMYECTBA CnelMasibHbIX PeLenTypHbIX 6/1aHKOB, BblaHHbIX A5 0GOPMIEHMS Ha AOMY;

r) ¢amuams, uMms, otdyectBo (nocnesHee - MpPUM HaAMYMKM) U MNOAMUCH AULLA, MOJYYUBLLETO
cneumanbHble peuenTypHble 6J1aHKu;

[1) KONMYECTBO crieumanbHbIX peLenTypHbIX 6J1aHKOB, 0POPMIIEHHbIX Ha AOMY;

e) damMuans, uMs, OT4ecTBO (nocnegHee - MpU HaAMuMKM) M NOANUCL JiMLA, OGOPMMBLLETO
cneuunanbHble pelenTypHble 6/1aHKK Ha A0MY;

4) pamMunus, UM, oT4ecTBo (nocaegHee - NPU HaAUYUKU) U NOANMUCL OTBETCTBEHHOIO PaboTHMKA;
5) ocTaToOK cneumanbHbIX peuenTypHbiX 61aHKOB.

19. CneuuanbHbii peuenTypHbiid 6/1aHK SBASETCS [JOKYMEHTOM CTPOroi OTYETHOCTU. 3anac
cneumanbHbIX peLenTypHbIX 61aHKOB B MEAULMHCKON OpraHU3aLumn JO/MKEH XPaHUTLCA B crieumanbHbIX
nomeLeHusx, cerndax Uam B cneumanbHO M3roTOBEHHbIX WKadax, 06UTLIX OLMHKOBAHHbLIM Xele30M, C
HaZeXHbIM BHYTPEHHUM UM HABECHbLIM 3aMKOM.

MoMelleHus, cendsbl, WKadbl, B KOTOPbIX XPAHATCA cneupnanbHble pelenTypHble 61aHKN, 4O/IKHbI
ObiTb 3aKpbITbl Ha 3aMKM W MOC/AEe OKOH4YaHMUs paboTbl onevaTaHbl MeYaTbl YMNOJHOMOYEHHOM
opraHusaumm (MeauUMHCKOM opraHu3aumm) Uan onJioMGMpPOBaHbI.

20. B MeANUNHCKUX OpraHn3aunax 3anac cneumasibHbIX peuenTypHbIX 6/1aHKOB He AOJDKEH
MpeBbIlaTb FOAOBOVI I'IOTDE6HOCTM.

21. Paspewaetcs BblaBaTb MEIULMHCKOMY pPaboOTHMKY, UMEIOLLEMY MpaBO Ha3HayaTb
HapKOTUYecKMe (NCUXOTPOMHbIE) NleKapCTBEHHbIE NpenapaTtbl, eAMHOBPEMEHHO He 6osee [BaALaTU
cneumanbHbIX PeLenTypHbIX 6/1aHKOB.

MeauumHcKMe paboTHUKK, BbIMUCHIBAIOLWIME pPeLlenTbl Ha HapKoTMYeckue (NMCUXOTPOMHbIE)
JIeKapCTBEHHbIE NpenapaTbl, HA OCHOBaHMM NPUKa3a PYKOBOAUTENS MEAMULMHCKON OpraHmn3aLmumn HecyT
JIMYHYIO OTBETCTBEHHOCTb 33 COXPaHHOCTb MOJIYYEHHbIX CrelManbHbIX pPeLenTypHbIX 6GaHKOB.
CneumansHble pelentypHble 61aHKU, NOJIyYeHHbIe MeANLUMHCKUM pabOTHUKOM, XpaHSTCs NoJj, 3aMKOM B
cendax, MeTaNINYECKUX LWKadax UM MeTaN/IMYECKUX ALLMKaX.



22. B MeAMLMHCKOWM OpraHM3almn CO34aeTcsl NMOCTOSHHO AEWCTBYIOLLLAS KOMUCCUS, KOTopas He
pexe 1 pasa KBapTan (No pelleHuo PyKOBOAUTENS MeAMULMHCKOM OpraHu3auuu BO3MOXXHO Yallle)
OCYLLLECTB/IET NMPOBEPKY COCTOSIHUS PErNCTPaLUmM U ydeTa CneLmanbHbIX PeLenTypHbIX 6/1aHKOB, B TOM
yncsie NyTeM CBEPKU 3aMUCEN XKypHana pernctpaumm U ydeTa cneumanbHbiX peLenTypHbIX 6/1aHKOB, C
$aKTMYECKMM HaIMYMEM CneLManbHbIX peLenTypHbIX 6/1aHKOB, a TaKXKe NMPOBEPKY COCTOSHUS XpaHEeHUS
cneumanbHbIX peLenTypHbIX 6/1aHKOB.

Mo pe3ynbTaTaM MPOBEPKM B XKypHane perncTpauum 1 yyeta cneumasnbHbiX peLenTypHbIX 6/1aHKOB
Jenaetcs 3anucb o pesyabTaTax NPoBEAEHUS CBEPKU [aHHbIX, 3aKpen/eHHas NoAnmncaMu BCEX YIEHOB
KOMWCCUU, UJIU CO3[IAETCA CNeLnanbHbl akT MPOBEPKMU.

23. ®enepasnbHble OpraHbl UCMOJHUTENIBHOWM BIACTU U OPraHbl UCMOAHUTESILHOW BJIACTU CYGbEKTOB
Poccuiickoit ®eaepauumn ocyLLEeCcTBAAIOT KOHTPOJIb 3a OpraHu3aluMein pernctpauuu, yyeta U XxpaHeHus
cneumanbHbiX  peuenTypHbiX 61aHKOB B YMOJIHOMOYEHHbIX  OpPraHu3auusax U MeAULUHCKUX
opraHusaumsx.

24. Bblgaya chneumanbHbIX PeLenTypHbix 6/71aHKOB M3 pe3epBHOro 3amaca MWHUCTEPCTBA
depepasbHbIM OpraHamM WCMOJHUTE/IbBHOM BAACTM W OpraHaM MUCMOJIHUTENIbHOM BJIACTU CyObEKTOB
Poccuinckonn  ®depepaunm  OCylecTBASETCS  OTBETCTBEHHbIM  PabOTHUKOM  MOABEAOMCTBEHHOIO
yupexneHus Ha OCHOBaHUM pelueHns 06 oTnycKe cneuyasnbHbIX pelenTypHbIX 6,1aHKOB, 0GOPMAEHHOTO
B BMAE NMUCbMa, MOAMMUCAHHOIO AMPEKTOPOM (B C/ayyae ero OTCYTCTBMS - 3aMeCTUTENIEM AMPEKTOPa)
[enapTaMeHTa peryJiMpoBaHus OOpaLLEeHMS JIEKapCTBEHHbIX CPeAcTB M MEeOUUMHCKUX U3L4EeNui
MwuHucTepcTBa.

MpoBepKa AeATeNbHOCTM MOABEAOMCTBEHHOIO YUPEXAEHMS MO PETUCTPALUK, YHETY U XPaHEHUIO
pe3epBHOrO 3amnaca OcCylecTBAseTcs [lenapTaMeHTOM peryinMpoBaHUs 06paLLEeHNs JIEKAaPCTBEHHbIX
CPeacTB U MeAMUMHCKUX u3genuii MuHuctepctBa 2 pasa B roj He nosgHee 20 uucna Mecsiua,
CNeayoLLErO 32 UCTEKLINM MONYrOAMUEM.

MpunoxeHune N 6

K NpuKasy MUHUCTePCTBA 34PaBOOXPaHEHMS
Poccuiickon ®epepaumm

oT 24 Hos6ps 2021 r. N 1094H

MNMPABUJIA
O®OPMIJIEHNA PELIENTOB, COOEPXALLNX HA3BHAYEHUE HAPKOTUYECKUX
CPEACTB UJIN NMCUXOTPOIHbIX BELLECTB, B TOM YACJIE B DOPME
3JIEKTPOHHbIX JOKYMEHTOB

. ObopmaeHue peuenta Ha 6yMa)KHOM Hocutesne

1. Ha peuentypHbix 651aHkax ¢opmbl N 107/y-HI B 1eBOM BEpPXHEM YIJly NPOCTaBASETCS WTaMmn
MeJMLMHCKOW OpraHM3aumMm C yKasaHMEM ee MOJIHOTO HauMeHoBaHusA, agpeca U TenedoHa c aaToi
BbIMUCKM (aTo 0pOPMIEHNSA) peLIenTa Ha IEKAPCTBEHHbIM Npenapar.

PeuenTypHble 6naHkn ¢opmbl N 107/y-HIM mM3rotaBAnMBalOTCS UCKAKOYMTENIBHO TUNOrpadCKnum
criocobom.

2. Ha peuentypHbix 6n1aHKax, OQOPMASEMbIX WHAMBUAYANIbHBIMU NpPeAnpUHUMATENSIMN,
UMELLNMU JIMLUEH3UIO HA MEIULIMHCKYIO AeATe/IbHOCTb, B BEPXHEM JIEBOM Yy TUMNorpadpCcknm
cnocob6oM WM NyTEM MpPOCTaB/JeHMs LUTaMMa JoJ/iKeH 6biTb YKasaH agpec WHAMBUAYa/bHOTO



npeanpunHnMmarenia, Homep wun pAarta JIMueH3nn, HanmMeHOBaHUE OpraHa FOCYﬂ,apCTBEHHOﬁ BJ1aCTH,
BblAaBLUEro JIMLLEH3UIO.

3. PeuentypHble 6naHkM ¢opmbl N 107/y-HI 3anonHATCS MeAMUMHCKUM  PaboTHUKOM
YepHWIaMU UK LLIAPUKOBOM PYYKOMN.

4., lonyckaetcs opopMIIeHME BCEX PEKBU3UTOB (3a UCKIOHEHNEM peKBu3UTa"'Mognuck nevaulero
Bpada (mognuce denbaliepa, akywepku)") peuentypHbix 6saHkos  ¢opmbl N 107/y-HM ¢
MCMOJIb30BaHMEM MeYaTaroLMX YCTPONCTB.

5. B peuenTtypHoM 6naHke dopmbl N 107/y-HI B cTpokax "®damuaus, uMs, otyectso (nocnemHee -
npu Haan4dmm) naumeHTta" n "Bospact” yKkasbiBaloTCa MOAHOCTbIO GdaMuUIns, UMS, OTYECTBO (nocsegHee -
Mpv HaIMUYMK) NaLMEHTA, €ro BO3PaCT (KOMYECTBO MOJIHbIX NIET).

[onycTMo ykasaHue AaTbl POXKAEHUS NaUMeHTa.
6. B peuentypHoM 61aHKe popmbl N 107/y-HM:

1) B cTpoke"Cepusa 1 HoMep noaunca o6sa3aTesIbHOro MeJMLMHCKOro CTpaxoBaHMa' yKasbiBaeTcs
HoMep nosanca 0643aTesIbHOro MeJULIMHCKOro CTPaxoBaHMA NauueHTa (Npu Haanuum);

2) B cTpoke"HoMep MeauLMHCKON KapTbl" yKa3biBaeTcs HOMeEP MeAMLMHCKOM KapTbl nauueHTa,
NnoJsly4aroLLero MeanUMHCKYIO NOMOLWb B aMByNaTOPHbIX YCIOBUAX, MU UCTOPUM BONE3HU MaUMEHTa,
BbINMUCbIBAEMOTO N3 MeAULIMHCKON OpraHm3auum;

3) B cTpoke"damMuans, nms, oT4ecTBo (NocnesHee - NPy HaAMYMK) Nevallero Bpaya (benbawepa,
aKyllepkn)" ykasbiBaeTcs MOJIHOCTbIO GaMWMs, UMs, OTYecTBO (NociegHee - NPW HaAMuMKM) Bpaya
(benbawepa, akylwepku), BbIMMCABLIErO PeLenT Ha HapKOTUYECKUA (MCUXOTPONMHbINA) NEKAPCTBEHHbIN
npenapar.

7. Brpade "Rp" peuentypHoro 6naHka ¢opmsbl N 107/y-HI ykasbiBaeTcs:

1) HauMMeHOBaHMe  J/IeKapCTBEHHOro npenapata  (MexAyHapoAHoe  HenaTeHTOBaHHoe
HauMeHOBaHWe, FPYNMUPOBOYHOE WM XMMWUYECKOE HaUMeHOBaHWE, TOProBoe HaMMEeHOBaHWE) Ha
JNIATUHCKOM 5I3blKE WJIM HAa PYCCKOM f3blke, ¢opMa BbIMycKa, A03MPOBKa, KOJMYeCTBO (yKasbiBaeTcs
NpPOnNUcbio Ha peLenTypHoM 61aHKke dopmbl N 107/y-HI);

2) cnocob NpuUMeHeHUsI JIeKapCTBEHHOIO MpenapaTta Ha rocygapcTBEHHOM si3blke PoccuicKom
depepaumn UM Ha rocyaapcTBeHHOM sA3bike Poccurckon Pepepaumm U rocyfapCTBEHHOM A3blKe
pecnybamK 1 nHbIX A3blkax HapogoB Poccuiickon depepaumm <1>.

<1>Yactb 1 cTtatbk 15 3aKoHa Poccuiickon ®eaepaunm ot 25 oktabps 1991 r. N 1807-1 "O sA3bikax
HapogaoB Poccuiickoit ®epepaumn" (nanee - 3akoH N 1807-1). (BegoMocTu cbesfia HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. Mpn odopMaeHUN peLenTypHbIX 61aHKOB 3anpeLlaeTcs orpaHUYMBATLCS OBLMMU YKa3aHUAMU,
HanpuMep, "BHyTpeHHee", "M3BecTHO".

9. Mpun odopMaeHUN NaumeHTy peuentypHoro 6saHka ¢opMbl N 107/y-HIT Ha HapPKOTUYECKUI
(MCUXOTPOMHBIN) NEeKapCTBEHHbIM NpenapaT B pPaMKax OKasaHuMs MEAMLMHCKOM MoMolu npu
onpeneneHHOM 3ab601eBaHMM TaKOM peLenT 3aBepseTcs:

1) noANUCLIO N IMYHOM NeYaTbio Bpada 6o nognuckio denbaliepa (akyliepku);

2) neyatbld MeAMLMHCKOW OpraHusauuu, M60 CTPYKTYPHOro nogdpasgeneHus MeauuMHCKON



opraHusaumm "[Ons peuentoB", KOToOpas MPOCTaBAAETCA JIMLOM, YNOJHOMOYEHHbBIM PYKOBOAMUTENEM
MeJMLUMHCKOW OpraHmM3alumn ¢ yKasaHuem ¢baMuauu, UMeHu, oTyecTBa (nocnegHee - Npu HaaUuMU) U
NpoCTaB/IEHNEM €ro JIMYHOM NoAMNnCKU.

B cayyasx HeobxoAMMOCTM OQOPMIEHUS pelenTa Ha HapKOTUMYECKUM  (MCMXOTPOMHbIN)
NIeKapCTBEHHbIM MNpenapaT Ha [AOMY B paMKax OKasaHWs MajMaTUBHOM MeAMULMHCKOM MoMOoLM
[OMyCcKaeTcs npeaBapuTe/ibHOe 3aBepeHue peLenTa LWTaMnoM MeAULMHCKON OopraHu3aumu, nevyatbio
MeJMLMHCKOW OpraHusaumMmM AnMbo CTPYKTYPHOro noapasfeneHus MeAuuUUHCKON opraHmusauuun "Ons
peuenToB"”, KoTopas MNPOCTaBAsEeTCA JIMLOM, YMNOJHOMOYEHHbIM pyKoBOAUTENEM MeAULMHCKOMN
opraHusaumm, ¢ ykazaHmeM dpaMuanm, UMeHu, otyecTsa (nocaesHee - Npy HaJMYUK) U NPOCTaBIEHNEM
ero uyHon noanucu. lNpu 3TOM B XKypHane perncTtpauym U ydyeta peuenTypHbiXx 6GIaHKOB B
COOTBETCTBUU C MOPAAKOM perncTpauuu, ydeta U XpaHeHus crneumanbHbiX peuenTypHbiX 6J1aHKOB Ha
HapKOTUYEeCKMe cpeacTBa WAM MCUXOTPOMHbIE BeLLEeCTBa, YTBEPXKIAEHHbIM HaCTOAWMM MNPUKA30M,
lenaetcss OTMeTKa O ero Bblgaye AN odOpPMJIEHMS HA AOMY, a TaKXe OTMeTKa, YyA0CToBepeHHas
noAnucbio Bpaya iM6o denbauuepa (aKyllepku), obopMUBLLIETO peLenT, o ¢akTe ero obopmMaeHUs,
KOTOPbI MOXKET 6bIThb OMOJHUTENILHO NOATBEPXAEH GOTO- U (MAK) BUAEOMaTEpPMaaMM.

B cTpoke"OTMeTKa anTeyHoM opraHunsaumm o6 oTnycke" cTaBUTCS OTMETKa anTe4YHOM OpraHM3auum
06 OTNycKe HapKOTMYECKOro (MCUXOTPOMHOro) JleKapcTBeHHOro nmnpenapata (c  ykasaHWeM
HaUMEHOBaHUS, KOJAMYECTBA OTMYLLEHHOTO HApPKOTMYECKOro (MCUMXOTPOMHOro) JIEKapCTBEHHOro
npenapaTta U AaTbl €ro OTNycKa), KOTopasi 3aBepseTcsl NOANMCbI0 PaBOTHUKA anTeyHoN opraHM3aLlmu,
OTMYCTUBLLIErO HAPKOTUYECKUIA (NCUXOTPOMHbIN) NEeKapCTBEHHbIN Npenapar (c ykasaHneM ero pamMuanm,
MMeHW, oTYecTBa (nocsiedHee - NpU HaAMuMK), a TaKXKe KPYrlon neyatbio anTeyHoW opraHusaumu, B
OTTMCKE KOTOPOM AO/MKHO ObITb MAEHTUPULMPOBAHO NOJHOE HaUMEHOBaHWE anNTe4YHOM OpraHu3aLmu.

10. Ha ogHOM peuentypHoM 61aHke popMbl N 107/y-HI pa3peluaeTcs ocylecTBAsATb Ha3HaYeHne
TOJIbKO OAHOrO HaMMEHOBAHWS IEKApPCTBEHHOrO NpenapaTa.

11. UcnpaBneHuns B peLenTte He A0MyCcKaroTcs.
Il. ObopmneHue peuenta B popMe 3/1eKTPOHHOIO JOKYMEHTA

12. Peuent B popMe 3NEKTPOHHOIO JOKYMEHTA, NOANMUCAHHOIO YCUIEHHOM KBaNNGULMPOBAHHOM
3JIEKTPOHHOM NoAnucbio, GopMUPYETCS MEAULUHCKUM PabOTHUKOM, CBEAEHUS O KOTOPOM BHECEHbI B
denepanbHbIl  PeErucTp MeauUMHCKMX pPaboTHUKOB <2>, a TaKXe npu YCJAOBUMM perncrpauuu
MeAMLMHCKOM opraHu3auum, B Kotopo opopMasieTcs peuent, B peaepansbHOM peectpe MeAULMHCKUX
opraHusauui <3> eaMHON rocyapcTBEHHON MHPOPMALIMOHHOM CUCTEMBI B chepe 3paBOOXPaHEHUS U
NOAKMYEHMNS TaKOM MEAULMHCKOM OpraHMsauum K rocyaapcrBeHHOM MHGOPMALMOHHOM CUCTEME B
cdepe 3apaBooxpaHeHMs cybbekTa Poccuiickon Gegepaumm <4>,

<2>Yactb 4 cratb 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKkoHOAaTeENbCTBA
Poccuiickoin ®epepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3>Yactb 4 crtatbk 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoin ®egepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4>Ctatbn 91 1 91.1 degepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaTeNbCTBA PoccuiMcKom
depepauun, 2011, N 48, c1. 6724).

13. Mo TpeboBaHMIO NAUMEHTA WM €ro 3aKOHHOro NpeacTaBuUTENS OPOPMANAETCS 3IK3EMNAAP
peuenta B ¢OpMe 3/EKTPOHHOIO JAOKYMEHTa Ha OyMa)KHOM Hocutene ¢ oTMeTKon "[ybaukat
3/IEKTPOHHOTIO JIOKYMeHTa".






	Зарегистрировано в Минюсте России 30 ноября 2021 г. N 66124
	Приложение N 1
	I. Общие положения
	II. Назначение лекарственных препаратов при оказании
	III. Назначение лекарственных препаратов при оказании
	IV. Назначение лекарственных препаратов гражданам,
	Приложение N 1
	Приложение N 2

	Приложение N 2
	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 107-1/У
	Оборотная сторона

	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 148-1/У-88
	Оборотная сторона

	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 148-1/У-04(Л)
	Оборотная сторона


	Приложение N 3
	I. Оформление рецепта на бумажном носителе
	II. Оформление рецепта в форме электронного документа
	III. Учет рецептурных бланков (за исключением рецептурных
	IV. Хранение рецептурных бланков (за исключением рецептурных

	Приложение N 4
	Приложение N 5
	I. Порядок изготовления, распределения специальных
	II. Порядок регистрации, учета и хранения специальных

	Приложение N 6
	I. Оформление рецепта на бумажном носителе
	II. Оформление рецепта в форме электронного документа


