[JokymeHT npegoctasneH KoHcynbTaHTI0C

3apeructpmupoBaHo B MuHtocte Poccnn 30 Hoabpa 2021 r. N 66124

MWHUCTEPCTBO 34PABOOXPAHEHMA POCCUANCKOMN ®ELEPALIUN

MPUKA3
oT 24 HOAb6pA 2021 r. N 1094H

Ob YTBEPXKAEHUU MNOPAAKA
HA3HAYEHWUA NEKAPCTBEHHbIX MPENAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA NNEKAPCTBEHHbIE NMPEMAPATbI, MTOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, X YYETA U XPAHEHUA, ®OPM BJ/IAHKOB
PELLENTOB, COAEPHALLNX HASHAYEHUE HAPKOTUYECKMX CPEACTB
WU NCUXOTPOMHDbIX BELLLECTB, MOPAAKA MX U3TOTOBJIEHUA,

PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA,

A TAKXKE NPABU1 O®OPMJIEHUA B/IAHKOB PELIENTOB,

B TOM YUCNE B POPME ITEKTPOHHbIX JOKYMEHTOB

B cootBeTcTBMM C NyHKTOM 16 yactn 2 ctatbm 14 PepepanbHoro 3akoHa ot 21 Hoabps 2011 r. N 323-93 "06
OCHOBax OXpaHbl 34,0p0BbA rpaxgaH B Poccuiickonn dPepepaumn” (CobpaHme 3akoHopaTenbCTBa Poccuitckolt
depepauyum, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbk 26 GeaepanbHOro 3aKoHa OT 8 AHBapA
1998 r. N 3-®3 "O HapKOTMYECKUX CPeacTBax M MNCUXOTpPomnHbIX BelwecTtBax" (CobpaHue 3aKoHOAATENbCTBA
Poccuiickon depepauymm, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), noanyHKktamu 5.2.177, 5.2.178 n 5.2.179
nyHKTa 5 T[lonoxeHus o MuHUCTepCTBE 34paBooXpaHeHus Poccuickoint deaepaumn, yTBEpPKLEHHOroO
noctaHosneHvem [pasuTtenbctBa Poccuitckoit Pegepauum ot 19 wmwoHa 2012 r. N 608 (CobpaHue
3aKoHogaTtenbcTBa Poccuiickon ®epgepaunm, 2012, N 26, cr. 3526; 2015, N 23, ct. 3333; 2017, N 52, cT. 8131;
2021, N 43, c1. 7258), npuKasblBato:

1. YTBepauThb:
MopAafoK Ha3HaYeHUA NeKapCTBEHHbIX MpenapaToB COrlacHo npuaoxeHuo N 1;
bopMbl peLenTypHbix 6/1aHKOB HA IEKAPCTBEHHbIE NPenapaTbl COrNAcHO NpuaoxKeHuto N 2;

MopsafoKk odopMAEHMA pPeuenTypHbiX 6/1aHKOB Ha J/leKapcTBEHHble MpenapaTbl, MX ydeTa M XpaHeHus
CornacHo npunoxeHuio N 3;

dbopmbl H61aHKOB peLenToB, CoAep’KallMX Ha3HauyeHWe HapKOTUYECKUX CPeACcTB WAM MNCUXOTPOMHbIX
BeLLEecTB, COrnacHo npunoskeHuio N 4;

NMopAadoK M3roToBAEHWA, pacnpegenieHnsa, perucTpauum, ydyeta M XpaHeHWA peuenTos, CoAepXKalimx
Ha3HaYeHMe HAPKOTMYECKNX CPEeACTB MU MCUXOTPOMHbIX BELLECTB COrNacHo npuaoxeHuto N 5;

Mpasuna Od)OpM/'IEHMFI peuenTtos, coaepXXawnx HasHa4eHNe HaAPKOTUYECKUX CpeacTB UAN NCUXOTPOMNHbIX
Beuwlects, B TOM 4ynucne B d)opme 9/1eKTPOHHbIX LLOKYMEHTOB COr1acHO nNpunoxkeHuo N 6.

2. Mpr3HaTb YTPATUBLIMMM CUAY:

npukas MuHUCTepcTBa 3ApaBooxpaHeHus Poccuiickont depepauum ot 1 asrycta 2012 r. N 541 "0O6
yTBEepXKAeHUM GopMbl 6/1aHKOB PeLEenTOB, COAEPMKALLUX Ha3HAYEeHNE HAPKOTUYECKUX CPEACTB MAN NMCUXOTPOMHbIX
BELLECTB, MOpAAKa WX W3roTOBJEHWA, pacnpeneneHua, PernctTpauumn, yvyera M XpaHeHMUA, a TaKKe npasu
odopmneHuns" (3apernctpuposaH MuHucTepcTBOM tocTMumn Poccuitickon depepaumm 15 asrycta 2012 r.,
pernctpaumnoHHbiii N 25190);
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npukas MuHucTepcTBa 34paBoOxXpaHeHua Poccuiickon dPepepaumm ot 30 umioHs 2015 r. N 385H "O
BHECEHUW U3MEHEHMUI B NpMKa3 MuHUCTepCTBa 34paBooXpaHeHnsa Poccuitckoit Pepepaunm ot 1 asrycrta 2012 r. N
54H "O6 yTtBepraeHun ¢dopmbl 61aHKOB pPeLLEnToB, CoAeprKalinxXx HasHauYeHMe HaPKOTUYECKUX cpeacTB Mau
MCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOBNEHUA, pacNpeseneHmnsa, perncTpaumm, yueta u XpaHeHua, a TaKkxe
npasun opopmneHnn" (3apernctpmpoBaH MUHUCTEPCTBOM tOCTULMKM Poccuiickoit ®epepaunn 27 Hosbpa 2015 .,
perucTpaumoHHbiii N 39868);

npukasz MuHUCTepcTBa 3apaBooxpaHeHua Poccuiickon Pepepaumm ot 21 anpena 2016 r. N 2541 "O
BHECEHMM M3MEHEHMUI B NPMKa3 MnHUCTepCcTBa 3apaBooxpaHeHns Poccuiickon ®egepaunm ot 20 aekabpa 2012
r. N 11751 "O6 yTBep»KAeHMM NopALKa HAasHAaYeHMA U BbINMCbIBAHWA IEKAPCTBEHHbIX NPENAPATOB, a TaKkKe dopm
peLenTypHbix 6J1aHKOB Ha IeKapCTBEHHbIE npenapaTbl, NopaaKa obopMIeHUA yKasaHHbIX B61aHKOB, UX yyeTa U
xpaHeHua" n npunoxeHue N 2 K npukasy MuHucTepcTBa 3apaBooxpaHeHus Poccuitickoin depepaumm ot 1 aBrycra
2012 r. N 54H "O6 yTBEpKAeHMM dopMbl 61aHKOB PELENnTOB, COAePKALUMX HAa3HAYEHNE HAPKOTUYECKUX CPEeaCTB
MW MCUXOTPOMHbIX BELLECTB, NMOPSAAKA MX U3FOTOBAEHWUSA, pacnpeaeneHus, perncTpaumnm, yyeta n XpaHeHus, a
TakKe npasun odpopmneHua"” (3apeructpupoBaH MuHUCTepPCTBOM tocTULMKM Poccuitickon depepaumn 18 uiona
2016 1., pernctpaumoHHbIin N 42887);

NYHKT 4 W3MEHEHWN, KOTopble BHOCATCA B HEKOTOpble MpuKasbl MUHWUCTEPCTBA 34PaBOOXPaHEHUA WU
coumanbHoro passuTuna Poccuitickoit ®epepaunn n MuHucTepcTsa 34paBooxpaHeHmnsa Poccuiickoit Peaepaumm no
BONpocaM ObpalleHUs NeKapCTBEHHbIX MPEenapaToB, COAEPKALMX HAPKOTUYECKME CpencTBa, MCUXOTPOMHble
BELLeCTBA M WX MPEKYPCOPbl, U JIEKAPCTBEHHbIX CPEACTB, MOANEXKALMX NPenMeTHO-KONYECTBEHHOMY Y4eTy,
YTBEPKAEHHbIX NPMKazom MuHUCTEPCTBA 34paBooxpaHeHna Poccuiickon Peaepaumm ot 31 okTabpa 2017 r. N
882H (3apernctpuposaH MUHUCTePCTBOM OCTULMKN Poccuitickont Geaepaunn 9 sHeaps 2018 r., perucTpaumoHHbIi
N 49561);

npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon Pegepaumm ot 11 gekabpa 2019 r. N 1021H "O
BHECEHWM M3MeHeHWn B npunoxeHna N 2 n 4 K npukasy MuHUcTepcTBa 34paBooOXpaHeHusa Poccuiickolt
depepauum ot 1 aBrycta 2012 r. N 54H "06 yTBepaeHUN dopmbl 61aHKOB PeLenToB, COAEP KaLLMX Ha3HaYeHue
HAPKOTUYECKUX CPEACTB UAN NCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBNIEHWA, pacnpeaeneHns, perncrpauum,
yyeTa M XpaHeHMus, a Takke npasun opopmneHua" (3apeructpmpoBaH MMHKUCTEPCTBOM tOCTULMKM Poccuitckoi
depepauum 28 sHeapa 2020 r., perucTpauMoHHbin N 57293);

npukas MuHuUcTepcTBa 34paBooxpaHeHua Poccuiickon Pepepaunm ot 8 oktabpa 2020 r. N 1076H "O
BHECEHMM M3MeHeHMI B MMOpPAAOK PerncTpaumm, y4eta M XpaHeHWs ChneumanbHbIX peuenTypHbiXx 6/J1aHKOB Ha
HapKOTUYECKME CPeacTBa WM MNCUXOTPOMHbIE  BELLEeCTBA, YTBEPXKAEHHbIW npuKkasom MwuHuUcTepcTBa
3apaBooxpaHeHusa Poccuitckoint degepaumm ot 1 asrycta 2012 r. N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
tocTMumnmn Poccuiickon degepauymm 13 HoAabpsa 2020 r., pernctpaumnoHHbii N 60898);

npukas MuHUCTepcTBa 34paBooxpaHeHus Poccuitckoit degepaumm ot 14 aneapa 2019 r. N 4H "0O6
YTBEPXKAEHUM MNOPALKA HA3HAYEHMA JIEKAPCTBEHHbIX MpenapaTtoB, ¢opm peuenTypHbix 61aHKOB Ha
NeKapCTBEHHble npenapaTbl, nopAgka odopmaeHMA yKasaHHbIX OMaHKOB, MX y4eTa M XpaHeHus"
(3apernctpuposaH MuHuUcTepcTBoM tocTUUMKM Poccuiickon depepauum 26 mapta 2019 r., pernctpaymoHHbii N
54173);

npukas MuHKUcTepcTBa 3apaBooxpaHeHus Poccuiickon depepaumm ot 11 gekabpa 2019 r. N 1022H "O
BHECEHWM U3MEHEHUI B NpuKas MuHUCTepCTBa 34paBooxpaHeHmna Poccuiickon ®epepaunm ot 14 ausapa 2019 r.
N 4H "O6 yTBEepKAEHMM MOpsLKa HA3HAYEHMA JIEKAPCTBEHHbIX MpenapaTtos, popm peLenTypHbiXx 61aHKOB Ha
NeKapCTBEHHble npenapaTbl, nopagka odOpPMIEHUA YKasaHHbIX 6MaHKOB, WX y4eTa M XpaHeHus"
(3apeructpuposaH MuHucTepcTBOM HOCTULUMKM Poccuitckont dPeaepaumm 28 sHeapa 2020 r., perucTpaumoHHbiin N
57292);

npukas MuHucTepcTBa 3a4paBooxpaHeHua Poccuiickon Pepepauum ot 8 oktabpa 2020 r. N 1075H "O
BHECEHUM MW3MEHEHUI B MOPALOK HA3HAYEHWA NEKAPCTBEHHbIX MNPEenapaToB, YTBEPXKAEHHbLIA MNPUKA30M
MuHUCTepcTBa 3apaBooxpaHeHMa Poccuiickoit depepauum ot 14 anBapsa 2019 r. N 4n" (3apeructpupoBsaH
MuHUcTepcTBOM tocTUumMn Poccuiickoit @epepaunm 22 aekabpsa 2020 r., pernctpaumnoHHbii N 61695);
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NYyHKT 3.8 NHCTPYKUMMN O NopaaKe BbINMUCbIBAHUA /IEKAPCTBEHHbIX NPenapaToB U opoOpmM/IeHNs peLenToB 1
TpeboBaHMN-HAKNAAHbIX, YTBEPXKAEHHON NpUKazom MUHUCTEPCTBA 34paBOOXPAHEHMA U COLMAJIbHOIO Pa3BUTUSA
Poccuiickoint ®egepaumm ot 12 pespana 2007 r. N 110 "O nopsagke HasHaYe€HUA U BbINMMUCbIBAHUA NEKAPCTBEHHbIX
npenapaTtos, U3Aenui MeANULMHCKOrO Ha3HayeHusa M CneumasM3mpoBaHHbIX MPOAYKTOB seyebHoro nutaHua'
(3apernctpuposaH MuHuctepcteom ocTuLUmMmM Poccuiickoint Pepepaumum 27 anpena 2007 r., perucTpaumoHHbiin N
9364);

npuKas MUHUCTEPCTBA 34PAaBOOXPAHEHUA U coumManbHOro passutma Poccuitckoit ®epepaunmn ot 17 masn
2012 r. N 562H "O6 yTBepxaeHun lMopagKa oTnycka GUMYECKMM ANLAM NIeKapCTBEHHbIX MpenapaToB Ans
MEAMULMHCKOTO NPUMEHEHMS, COAEPKALMX KPOME MAJbIX KONMYECTB HAPKOTUUYECKUX CPEACTB, MCUXOTPOMHbIX
BELLECTB M UX MpPeKypcopoB ApyrMe ¢GapMaKoNorMyYeckue aKTMBHble BelwecTBa" (3apernctpupoBaH
MuHucTepcTBOM tocTUumMKM Poccninickont Pepepauun 1 nioHa 2012 r., peructpaumnoHHbin N 24438);

MYHKT 2 W3MEHEHWN, KOTOpble BHOCATCA B HEKOTOpble MpuKasbl MUHUCTEPCTBA 34paBOOXPaHEHUA W
coumanbHoro passutus Poccuiickort depepaumu, yTBEP:KAEHHbIX NMPUKasoM MUHUCTEPCTBA 34PaBOOXPAHEHUs
Poccuitickont depepaumm ot 10 mioHa 2013 r. N 369H (3apernctpmupoBaH MUHUCTEPCTBOM HOCTULMKU PoccUncKol
depepauum 15 niona 2013 r., pernctpayoHHbin N 29064);

npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon depepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHUM U3MEHEHWI B NOPAJOK OTNYCKa GPUINYECKMM IMLL@M SIEKAPCTBEHHbIX NPenapaTos A8 MeaULLUHCKOrO
NPUMeEHEeHMA, coaepKallMx KPoMe MasbiX KOAMYECTB HAPKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELLECTB M WX
NpeKypcopoB apyrve ¢GapmaKoiorMyeckue aKkTMBHble BELLECTBA, YTBEPMKAEHHbIN npukazom MuHWcTepcTBa
3[paBOOXpPaHeHMsAs M coumanbHoro passutua Poccuiickont @Pegepaumm ot 17 maa 2012 r. N 562R"
(3apernctpuposaH MuHuctepctBom roCTULUMKM Poccuninckont Pepepauymm 10 ceHTabpsa 2014 r., perucTpaumoHHbin N
34024);

NYHKT 1 M3MEHeHWN, KOTOpble BHOCATCA B HEKOTOpPble MpPMKasbl MUHUCTEPCTBA 34p3aBOOXPAHEHUA WU
coumanoHoro passutua Poccuiickont ®Pepepaumm n MuHUcTepcTBa 34paBooXpaHeHns Poccuiickon Peaepaumm,
YTBEPKAEHHbIX NPUKazom MUWHUCTEPCTBA 34paBooxpaHeHna Poccuiickon ®epepauum ot 10 ceHTabpa 2015 r. N
634H (3aperucTpupoBaH MuHuctepctBom tocTuumMm  Poccuinickon depepaumm 30 ceHtabps 2015 r.,
pernctpauunoHHbiii N 39063);

MYHKT 3 W3MEHEHWN, KOTOpble BHOCATCA B HEKOTOpPble MpPMKasbl MUHUCTEPCTBA 34paBOOXPAHEHUA WU
coumanbHoro passuTmna Poccuitckoit ®eaepaunn n MuHuUcTepcTBa 34paBooxpaHeHunsa Poccuiickol ®epepauunm no
BONpocaM ObpalleHUs NeKapCTBEHHbIX MPENApPaToB, COAEPKALMX HAPKOTUYECKME CpencTBa, MCUXOTPOMHble
BeLLeCcTBa U UX MPEKYPCOPOB, M JIEKAPCTBEHHbIX CPEeACTB, NOAJeXawmx npeamMmeTHO-KO/IMYECTBEHHOMY Y4eTy,
YTBEPKAEHHbIX NpMKasom MuHUCTEPCTBA 34paBooxpaHeHmna Poccuitickoit Pepgepaumm ot 31 oktabpa 2017 r. N
882H (3apeructpmpoBaH MuHUcTepcTBOM tocTULMK Poccuiickon ®epepaunn 9 aHeapsa 2018 r., perncTpaunMoHHbIN
N 49561).

3. PeuentypHble 6n1aHKkM dopmbl N 107/y-HI, U3roToBAeHHble A0 AHA BCTYMNAEHWA B CWAY HaCTOALLEro
npuKasa, MoryT 6bITb UCNONb30BaHbl A0 1 mapTa 2023 roaa.

4. HacTtoawmi npmKas BcTynaeT B cuay ¢ 1 mapta 2022 r. n aencreyeT go 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

MpunoxeHne N 1
K NpuKa3y MUHUCTepCTBa 340aBOOXPaHEHNSA
Poccuiickon ®egepauymm
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0T 24 HoAGpA 2021 r. N 1094H
NnoPAAOK HASHAYEHUA NEKAPCTBEHHDbIX MPEMAPATOB
l. O6wme nonoXKeHus

1. HasHauyeHWe neKkapcTBEHHbIX NMpenapaToB A8 MeAUUMHCKOro NpUMeHeHus (aanee - NeKapcTBEHHbIe
npenapatbl) OCYLLECTBAAETCA /evaluMm Bpayom, ¢enbalepom, aKyWeEpPKoW B C/lydae BO3/IOMKEHMUA HA HUX
NOSIHOMOYMIA NleYallero Bpayva, NpW OKasaHUM MegUUMHCKOMW MOMOLWM B MEAMUMHCKMX OpraHM3aumsax <1>, B
nopazKe, YCTAaHOBAEHHOM MNPWKasom MUHUCTEPCTBA 340aBOOXPAHEHUA M COLMANbHOIO pas3BuTMA Poccuitckolt
dPepepauum ot 23 mapTta 2012 r. N 252H "O6 yTBepxaeHun MNopasaKka BO3NOKEHMA Ha ¢enblepa, akywepKy
pyKoBoguTenem MegULMHCKON OpraHusaumMm npu OopraHusaLmMm OKasaHMA NEepBUYHON MeLMKO-CaHWUTAPHOWM
NOMOLLM M CKOPOA MEAMUMHCKON MNOMOLLM OTAENbHbIX GYHKUMIA fedyallero Bpavya No HenocpeacTBeHHOMY
OKa3aHMI0 MeAMUMHCKOM NOMOLLM NauMeHTy B nepuog HabaogeHuA 33 HAM U ero Jie4eHus, B TOM Yucae no
Ha3HaAYEeHMIO M NPUMEHEHMUIO NEKAPCTBEHHbIX NPENapaToB, BKOYAA HAPKOTUYECKME IEKAaPCTBEHHbIE NpenapaThbl
" NCUXOTPOMHbIE  JIeKAaPCTBEHHbIE npenapatbl"  <2>, MHAMBUAYa/IbHbIMU npeanpuHUMaTeIAMm,
OCYLLECTBASOWNMU MEANLMHCKYIO AeATeNbHOCTb (fanee - MeauUNHCKNE paboTHUKM).

<1> MyHKT 11 ctatbm 2 depepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl
34,0p0BbA rpaxaaH B Poccuiickolt ®epepaunn” (CobpaHue 3akoHogatenbctsa Poccuiickon depepaumm, 2011, N
48, cT. 6724, 2019, N 52, cT. 7796) (aanee - depepanbHbiii 3aKoH N 323-03).

<2> 3apeructpupoBaH MuHucTepctBOM tocTUumMM  Poccuiticko depgepaummn 28 anpena 2012 r,
pernctpaumoHHbit N 23971 ¢ WM3MEHeHMAMW, BHECEHHbIMWU MPUKa3zom MUHUCTEPCTBA 34pPaBOOXPaHEHMUS
Poccuiickon ®epepaumm ot 31 oktabpa 2017 r. N 882H (3apermctpupoBaH MUHUCTEPCTBOM tOCTUMLMKN Poccuiickoi
depepauunm 9 aHBapa 2018 r., peructpaumoHHbin N 49561).

MeanumMHCKMIA paboTHMK, 0GOPMUBLUMIA PeLEenT C HapyLeHMeM HACTOAWEro NopaLKa, UAN PYKOBOLMUTEb
MeAMLMHCKOWM opraHusaumm obecneuynBaloT cBoeBpemeHHoe nepeodopmieHne Tpebyemoro gasa naumeHTa
peuenTa.

2. CBefeHMA O Ha3HAYeHHOM NEeKapCTBEHHOM Mnpenaparte (HaMMeHOBaHME NeKapCTBEHHOro npenaparta,
A03UNPOBKa, cnocob BBeaAeHNA U MNPUMEHEHUA, pPeXnm AO03UPOoBaHUNA, NPOAO/KUTENIbHOCTbL J1Ie4YEeHUA U
0boCHOBaHWE HasHayeHun NeKapCTBeHHOIo npenapaTa) BHOCATCA megnUNHCKNM pa6OTHMKOM B MeanUMHCKYIO
AOKYMEHTAUMIO NalUeHTa.

B cnyyasx, yKasaHHbIX B NyHKTax 8 - 11 Hactoswero MNopagKa, MEAUUMHCKUIA PabOTHUK, HasHAYMBLUWIA
NeKapCTBEHHbIM NpenapaTt, opopMAAET Ha3HAYEeHWE NEKAPCTBEHHbIX NMPENApaToB, B TOM 4YMC/ie MNOANENKALLMUX
W3roTOB/IEHMIO U OTMYCKY anTeYHbIMW OpraHM3aumamu (ganee - NekapcTBeHHble NpenapaTbl MHANBUAYANbHOMO
W3roToB/IEHWA), Ha peLenTypHom 6aaHKe, opopmaeHHOM Ha BymMaXKHOM HOocUTeNe 3a CBOel noanucbio (aanee -
peuenT Ha BymaxKHOM HocuTene), U (Man) c cornacmMa NaumeHTa WAM ero 3aKOHHOro npeacTaBuTens <3> Ha
peuenTypHom 61aHKe B GOpPME 3/1EKTPOHHOIO LOKYMEHTA C UCMNO/b30BaHUEM YCUAEHHON KBanUULMPOBAHHOM
3/1EKTPOHHOM NOANUCK MEANLMHCKOIO paboTHUKa (fanee - peuent B Gopme 3/1eKTPOHHOIO AOKYMEHTA).

<3> MyHKT 2 cTaTbk 20 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKkoHogaTenbcTBa Poccuiickom
depepauum, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B dpopme 31EKTPOHHOrO [OKYMEHTa, COAEpMKalMii HasHaYeHWe HaPKOTUYECKUX CPeacTs wuau
MCUXOTPOMHbIX BELLECTB, NOAMNMUCHLIBAETCA C WMCMNO/Ab30BAHUEM YCUNEHHON KBaAMULMPOBAHHOM 31EKTPOHHOM
noAnucK nedallero Bpadva wau denbaliepa, akylEpPKU, Ha KOTOPbIX BO3/I0OXeHbI GYHKLMM fedallero spaya, M
COOTBETCTBYHOLLEN MeAMLIMHCKON OpraHu3anmm <4>,
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<4> MyHKT 1 cTaTbM 26 PepepanbHOro 3akoHa ot 8 aHBapa 1998 r. N 3-P3 "O HapKOTUYECKMX CpeacTBax U
ncuxotponHbix Bewecteax" (CobpaHune 3akoHoaaTenbcTBa Poccuiickont ®epepaumm, 1998, N 2, ct. 219, 2017, N
31, c1. 4791) (nanee - depepanbHblii 3aKoH N 3-93).

OdopmneHne peuentoB B ¢opme 3/EKTPOHHbIX OOKYMEHTOB OCYLECTBAAETCA B C/yd4ae MNPUHATUA
YNO/NHOMOYEHHbIM OPraHOM WCMOJIHUTENIbHOM BAacTn cybbvekta Poccuiickont dPepepaumm B COOTBETCTBUM C
nyHKTomM 4 cTtaTbu 6 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHUn NeKapCTBEHHbIX
cpepcts" <5> peweHua o6 MCNonb3oBaHMM Ha TeppuTopum cybbekta Poccuiickonnt Pepepaunmn Hapsgy c
peuenTamy Ha JNeKapcTBeHHble mnpenapatbl, OPOPMAEHHbBIMM Ha Oyma)KHOM HoOCUTesne, pPeuenToB Ha
JleKapCTBEHHbIE NpenapaTbl, CGOpMUPOBAHHBIX B POPME 3NEKTPOHHbIX LOKYMEHTOB.

<5> CobpaHue 3akoHomaTenbcTBa Poccuiickonn Pepepaumm, 2010, N 16, cT. 1815, 2019, N 52, c1. 7793.

3. MNpu BbINUCKE MNaUMeHTa U3 MeAMLMHCKOW OpraHu3auMu, B KOTOPO emy OKasblBasacb MeAMLMHCKas
NMOMOLLb B CTALLMOHAPHbIX YCNOBUAX, NPU HEOBXOAMMOCTU MPOLO/IKEHUS NMPUEMA JIeKapCTBEHHOIO nNpenapaTa B
ambynaTopHbIX YCMOBUAX [AHHOMY MaUMEHTY MO PELUEHUI0 PYKOBOAMUTENA MeAMULMHCKOW OpraHu3aLmm
HasHauaoTcA ¢ opopmaeHMem peLenTta B popme 3/1eKTPOHHOTO AOKYMeHTa U (Mn) Ha BymakHOM HocuTene (3a
UCKtoueHnem odopMIeHUsA PeLenToB Ha IEKAPCTBEHHbIE NpenapaTbl, Nog/exallme oTnycky becnnaTHoO Uan co
CKnaKon) nmbo BblaatoTcA (MaUMEHTYy WAM ero 3aKOHHOMY MPeACTaBUTEN0) OLHOBPEMEHHO C BbIMMCKOW U3
nctopum 60ne3HN NeKapCTBEHHbIe NMpenapaTbl, B TOM YMCAe HAPKOTUYECKME U NCUXOTPOMHbIE /IEKAaPCTBEHHbIE
npenapaTtbl, BHECEHHble B cnuckK |l 1 1l nepeyHsa HaAPKOTUYECKMX CPeacTB, MCUXOTPOMHbLIX BELLECTB M MUX
NPEeKypcopoB, NoasexKalmx KOHTpoto B Poccuitickont ®eaepaumm, yteepRaeHHoro MNpasuTenbcTBom Poccuiickoi
depepaumm <6> (aanee - lMepeyeHb), CUbHOLEMCTBYIOWME JIEKAPCTBEHHbIE MpenapaTbl, Ha CPOK Mpuema
nauyeHTom 4o 5 aHen.

<6> [MyHKT 2 ctatbm 2 PepepanbHoro 3akoHa N 3-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepauum, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4, HasHayeHue NEKAPCTBEHHbLIX MPenapaTtoB MNpPU OKa3aHuWn ME,CI,MLI,MHCKOVI nomouwmn B CTaUMOHAPHbIX
YCNOBUAX MOXKET OCYWEeCTBAATbBCA NnocpeacCTBOM TpeGOBaHMﬁ Me,ﬂ,MLI,MHCKOﬁ OopraHunsauunun, HanpaBaaemblX B
anTeyHble opraHn3aunun, ABAAOWNECA CTPYKTYPHbIMU No4pa3geneHnamm Me,CI,MLI,MHCKOﬁ opraHunsauunu. <7>

<7> MyHKT 54 ctatbm 4 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
NnekapctBeHHbIX cpeacts" (CobpaHue 3akoHoaaTenbcTBa Poccuinckont depepaumm, 2010, N 16, cT. 1815; 2019, N
31, ct1. 4456) (nanee - PepepanbHbili 3akoH N 61-93).

5. HasHauyeHMe NleKapCTBEHHbIX MpPenapaTtoB OCYLWECTBASETCA MeAMUMHCKMM  paboTHMKOM Mo
MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWIO, a NpPW €ero OTCYTCTBMM - TPYNNUPOBOYHOMY WU
XMMWYECKOMY HauMMeHOBaHWI0. B ciyyae OTCyTCTBMA MeXAYHApPOAHOrO HEMaTeHTOBAaHHOMO HAaMMEHOBAHMUA WU
rPYNNUPOBOYHOTrO MW XMMMUYECKOr0 HaMMEHOBAHWA JIeKApCTBEHHOrO NpenapaTa JIeKapCTBEHHbIM npenapar
Ha3Ha4aeTcA MeANLMHCKMM PaboTHMKOM MO TOProBOMY HauMeEHOBaHUIO. MpY HAAMYNKU MEeAULMHCKMX NOKa3aHWiA
(MHaMBMAYaNbHAA HENepPeHOCMMOCTb, MO KU3HEHHbIM TMOKa3aHWAM) MO peleHuo BpavyebHoN Komuccum
MeAMLMHCKOWM OpraHM3aumm <8> OCYLLEeCTBAAETCA HasHayeHue U odopmaeHMe HasHaYeHMA NIeKapCTBEHHbIX
npenapaTos, He BXOAALIMX B CTaHAAPTbI MeAULMHCKOW NOMOLM, pa3paboTaHHble B COOTBETCTBMM C NyHKTOM 14
ctaTb 37 depepanbHoro 3akoHa N 323-03 <9>, uaM He NpPeayCMOTPEHHbIX COOTBETCTBYIOLLEN KAMHMYECKOM
pekomeHgaumein, 60 MO TOProBbiIM HaMMeHOBaHMAM. PelleHue BpayebHOW KOMUCCUM  MeAULUHCKOWM
opraHunsaunmn GUKCUpyeTca B MegULMHCKOM AOKYMEHTaUMKN NaLMEHTa U B }KypHane BpayebHo Komuccuu.
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<8> lMpunKaz MMHUCTEPCTBA 34paBOOXPAHEHMA M coLManbHOro pa3sutna Poccuiickon degepaumm ot 5 man
2012 r. N 502H "O6 yTBEpXAEHMU nopaaKa CO34aHUA U AeATeNbHOCTM BpavyebHOM KOMUCCUMU MeaU LMHCKOM
opraHusaumun” (3apeructpuposaH MuHUCTEPCTBOM tocTUUMKU Poccuitickont depepaumm 9 uwoHa 2012 r,
perucTpaumoHHbin N 24516) ¢ M3MEHEHMsMU, BHECEHHbIMW MpPMKa3om MMUHUCTEPCTBA 34paBOOXPaHEHMUs
Poccuiickoin depepauum ot 2 aekabpsa 2013 r. N 886H (3apernctpmposaH MUHUCTEPCTBOM HOCTULMK Poccuiickoit
depepaumnm 23 aekabpa 2013 r., pernctpaumoHHbii N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickont ®epepaumm, 2011, N 48, c1. 6724.

Ecnv npu okasaHWKM NauMeHTy MegMUMHCKOM MOMOLWM B MeAULUMHCKOW OpraHu3auMyM B CTaLMOHapPHbIX
YCNOBUAX MO PELIeHMIO0 BpayebHON KOMWUCCUMM OCYLLECTBAAIOTCA HasHayeHWe U NPUMEHEHWE NIEKAapPCTBEHHOTO
npenapata C KOHKPETHbIM TOProBbiIM HaMMEHOBaHMEM, TO MPW OKa3aHUW AaHHOMY MaUMEHTY MeAULMHCKOM
NMOMOLLM B MHON MEAULMHCKON OpraHmM3auuu B CTaUMOHApPHbIX YC/IOBUAX, a TaKKe B ambynaTopHbIX YCIOBUAX
OCYLLECTBASETCA Ha3HaYeHMe eMy IeKapCTBEHHOTro npenapaTta ¢ TEM e TOProBbiM HanmeHoBaHuem <10>.

<10> MyHKT 2 noctaHosneHus MpasuTtenbctsa Poccuiickon Pegepaunn ot 30.06.2020 N 965 "O BHeceHUM
nameHeHui B MpasBuaa GoOpMUPOBAHMA NMEPEUYHS NEKAPCTBEHHbIX CPEACTB, 3aKyNnKa KOTOPbIX OCYyLLEeCTBAAETCS B
COOTBETCTBMM C UX TOPrOBbIMM HAMMEHOBAHUAMM, U O MPUMEHEHMN NEKAPCTBEHHbIX NPENAPATOB C KOHKPETHbIMU
TOprosbiMM HaumeHoBaHUAMK" (CobpaHue 3aKoHoaaTenbCcTBa Poccuiickont Pegepaumm, 2020, N 28, cT. 4422).

6. HasHaueHue fleKapcTBEHHOro nMpenapaTta B peuente Ha GyMa)KHOM HocuTese WaM peuente B popme
3/IEKTPOHHOr0 AO0KYyMeHTa odOopMAsSeTcas Ha MMA NauMeHTa, A1A KOTOPOro npeAHasHauyeH eKapCTBEHHbIN
npenapar.

PeuenT Ha BymaxKHOM HocuTene, obopMIeHHbI Ha peuenTtypHom 6aaHke dopm N 107/y-HM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBepKAEHHbIX HACTOAWMM NPUKA30M, MOXeT BbiTb MOJyYeH MNaLMeHTOM, ero
3aKOHHbIM MpeAcTaBUTeNEM WAM  ANLOM, WMMEWMM OPOPMIEHHYIO B COOTBETCTBMM C TPaXKAaHCKUM
3aKoHogaTenbcTBoM Poccuiickon dPepepauumm goBEepPEHHOCTb OT MalUMEeHTa Ha NPaBO NOMyYeHUs TaKoro peuenTa
(nanee - ynonHomoueHHoe nmuo).

MpeacTaBneHe AOBEPEHHOCTU He TpebyeTcA B C/lyyae NoJlyYeHUn peuenTa Ha JIeKapcTBEHHbIM npenapar
AN MHKypabenbHoro 60/bHOMO Ha 3aBEPLUAIOLLEM 3TaNe ero KMU3HWU JIULLOM, OCYLLECTBAAIOWMM YXO4, 33 TaKUM
WHKypabenbHbIM 60/IbHbIM. B TaKOM cnydae MeaMLUMHCKUMIA PaboTHMK BbiAaeT AnLy, OCYLLECTBAAIOWEMY yXO4 3a
WHKypabenbHbIM 60NbHbIM, AOKYMEHT, NOATBEPKAAOWMNA MHKYpabenbHoe cocTosHMe 6ONbHOMO, CoAepKalumit
CBeAEHMA 0 nLe, KoTopoe byaeT nosyyaTb SIeKapcTBEHHbIE NpenapaTbl No peuenty (pammans, Mms, OTYECTBO
(nocneaHee - npu HannuuK), BUA, cepusa U (MAN) HOMEP LOKYMEHTA, YA0CTOBEPAIOLWEro IMYHOCTL), 3aBEPEHHbIN
MOAMMCHIO M NeYaTbio 4aHHOro MeAULMHCKOro paboTHMKA, a TaKKe NeYaTbio MeaNLMHCKON OpraHn3aumumn.

LJOKymeHT, I'IO,CI,TBepH(LI,alOLLI,Mﬁ MHKypa6EJ'IbHOE COCTOAHUE 60!1bHOF0, OCTaeTca B aNTe4YHOoM opraHunsauunu.

Peuent B ¢oOpme 3NEKTPOHHOrO AOKYMeHTa QOpPMMPYETCA C WUCMNOAb30BAHUMEM TOCYAaPCTBEHHOWM
MHbOPMALMOHHOW cucTembl B chepe 34paBooxpaHeHUa cybbeKTa Poccuiickolt depepaummn, mMeanUUHCKOM
MHPOPMALNOHHON CUCTEMbI MEANLMHCKON OpraHm3aumnmn <11>.

<11> Cratbm 91 u 91.1 depepanbHoro 3akoHa N 323-®d3 (CobpaHue 3aKoHoAaTenbcTBa Poccuiickol
depepauuu, 2011, N 48, c1. 6724; 2021, N 27, c1. 5141).

daKT BblAaUN peLenTa Ha NeKapCcTBEHHbIN npenapaT 3aKOHHOMY MPeACTaBUTENO UAN YNOJHOMOYEHHOMY
nmuy GUKCUPYeETCa B MeAULMHCKON AOKYMEHTALMM NaLueHTa.
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7. MeaWUMHCKMM paboTHMKam 3anpeluaetca o0GopMaATb peuenTtbl MNPW  OTCYTCTBMM Yy MaLMeHTa
MEAMUMHCKMX MOKa3aHWI; Ha He3aperncTpupoBaHHble JIEKapCTBEHHble npenapaTbl <12>; Ha JieKapCTBEHHbIe
npenapaTbl, KOTOPble B COOTBETCTBUU C WMHCTPYKLMEN NO MeAMUMHCKOMY MPUMEHEHUIO NpeaHasHayeHbl ans
NPUMEHEHUA TOJIbKO B MEAMLMHCKMX OpPraHM3aumax; Ha HapKOTUYECKMe CpeacTBa U NCUXOTPOMHbIE BELLEeCTBa,
BHeCeHHble B cnucok |l lMepeyHs, 3aperucTpuMpoBaHHble B KayecTBe JIeKapCTBEHHbIX MpenapaTtos, B LENax
NPUMeHeHNs ANA NeYeHUs HapPKOMaHUM.

<12> PeweHune Coseta EBpa3sniNCKOM 3KOHOMMUYECKOM Komuccum oT 3 Hosibpsa 2016 r. N 78 "O lMpasunax
perucTpaumm M sKCNepTU3bl NEKAPCTBEHHbIX CPeACTB AN MeAMUMHCKOro npumeHeHus" (oduumanbHbI caiT
EBpasnitckoro skoHommnueckoro cotosa http://www.eaeunion.org/, 21 Hoabpsa 2016 r.). Ctatbsa 13 deaepanbHoro
3akoHa N 61-d3 (CobpaHue 3akoHomaTenbcTBa Poccuiickoit ®epepaumn, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

NHansmayanbHbiM NpeanpuHUMaTeNAM, OCYLLECTBAAIOWMM MeANLMHCKYIO AeATeNIbHOCTb, AONOAHUTE/IbHO
K TpeboBaHMAM, yKa3aHHbIM B ab3alLe MepBOM HaCTOALLEro MyHKTa, 3anpeltaetcd odopmaAaTb peuentbl Ha
HapKOTMYECKME CPeaCcTBa M MCUXOTPOMHble BeLecTBa, BHeceHHble B cnucku 1l u Il MNepeyHs (panee -
HapPKOTUYECKME N MCUXOTPONHbIE NeKapCTBEHHbIe npenapathl cnuckos Il v Il MepeyHs).

8. MpW Ha3HaAYeHMM HAPKOTMYECKUX M MCUXOTPOMHbLIX SIEKAPCTBEHHbIX NpenapaToB cnucka Il MNMepeyHs, 3a
WCKNIOYEHNEM NIeKapCTBEHHbIX MpenapaTtoB B BUAe TpaHCAEPMasbHbIX TepaneBTUYECKMX CUCTEM U
JIeKApCTBEHHbIX MPENapaToB, COAEPKALUMX HAPKOTUYECKOe CPenCTBO B COYETAHUM C aHTAarOHWCTOM OMUOUAHbBIX
peLenTopos, peuenTbl Ha Bymax)HoM HocuTene odopMAAIoTCA Ha peuenTypHom 6aaHke ¢opmbl N 107/y-HI.

9. PeuenTypHbIit 61aHK dpopmbl N 148-1/y-88 odopmnseTtca npu HasHaYeHUU:

1) HapKOTMYECKMX W MCUXOTPOMHbIX JNEKAPCTBEHHbIX npenapatoB cnucka |l MepeyHs B BuAe
TpaHCAEePMabHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX NIEKApCTBEHHbIX NpenapatoB cnucka |l MepeyHs,
coaeprKallMx HapKOTMYECKoe CPeacTBO B COYETAaHMM C aHTAarOHUCTOM OMUMOWAHBIX PEeL.enTopoB, MCUXOTPOMHbIX
NleKapcTBeHHbIX Npenapartos cnucka Il MNepeyHs;

2) KOMBUMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENAPATOB, COAEPMHKALUNX:

a) KoAenH MAn ero conu (B NepecyeTe Ha YMCTOE BELLECTBO) B KosimyecTe 0 20 mMr BKAKOUMTENbHO (Ha 1
003y TBepAolh NneKkapcTtBeHHOW ¢opmbl) MaM B Konudectee o 200 mr BrawoumutenbHo (Ha 100 ma wam 100 r
XKUAKOW NekapcTBEHHON GOpPMbI A1 BHYTPEHHErO NPUMEHEHUA);

6) ncespoadenpvHa ruapoxnopua B Konnvectse, npesblwatowem 30 mr, n o 60 mr BKAOYMUTENBHO (Ha 1
003y TBEPAOWN NIeKapcTBEHHOW GpopMmbl);

B) ncesaoadeapuHa ruapoxaopua B Konudectse, npesbiwatowem 30 mr, 1 go 60 Mr BKAOYUTENBHO B
COYETaHUN C AeKcTpomeTopdaHoM rMapobpommuaom B Koauyectse, npesbiwatowem 10 mr, u go 30 mr
BKAOUYUTENbHO (Ha 1 403y TBEepAOl ieKapcTBEHHOM Gopmbl);

r) aekctpomeTopdaHa rugpobpomma B Konndectse Ao 200 mr BKAtounTENbHO (Ha 100 ma nam 100 r kuakomn
NeKapcTBeHHOM GopMbl 417 BHYTPEHHETO NPUMEHEHUA);

a) abenpuHa rmgpoxnopua B Koamyectse, npesbliwatowem 100 mr, n o 300 mr BKAOUMTENbHO (Ha 100 mn
nnn 100 r }KugKol nekapcTtBeHHON GopMbl A5 BHYTPEHHETO NPUMEHEHUA);

e) adeapvHa rmapoxnopua B Konndectse Ao 50 Mr BkAuUTeNbHO (Ha 1 403y TBepAoOW SeKapcTBEHHOM
dopmbl);

X) deHmnnnponaHonammH B Konuuyectse A0 75 Mr BKAOUMTENbHO (Ha 1 403y TBEPAON SIeKapCTBEHHOWM
dopmbl) nnmn ao 300 mr BKAOUMTENbHO (Ha 100 mAa uam 100 r *Kuakon nekapcTBeHHOM GopMbl ANA BHYTPEHHEro
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npuMmeHeHus);

3) deHobapbuTan B KoAnyectse A0 15 Mr BKAOUMTENBHO B COYETAaHUU C KOAEUMHOM (MK ero conamm)
HEe3aBMCUMO OT KoJIMdecTBa (Ha 1 fo3y TBepAol eKapcTBEHHON GopMbl);

n) deHobapbuTan B Konmyectse g0 20 Mr BKIOYUTENIbHO B COYETAaHUU C 3PeapPUHOM TMAPOX0PULOM
He3aBUCUMMO OT KosidecTsa (Ha 1 4,03y TBepA0M NeKapCcTBEHHOMN GpopMmbl);

K) xnopamasenokcug B Kosimdectse, npesbilatouiem 10 mr, u Ao 20 Mr BKAOUYMTENbHO (Ha 1 403y TBepAa o
NleKapCTBEHHOW GOpMbl);

3) NeKapCTBEHHbIX NMpenapaToB MHAMBUAYAbHOrO M3roTOBJEHMUSA, COAEPKALUMX HapKOTUYECKoe CPpeacTBO
WM NCUXOTPOMNHOE BelecTBo crnuvcka |l Nepeuns, n gpyrve dapmaKkoNorMyeckme akTMBHbIE BeLLEecTBa B A03€e, He
MPEeBbILAOLLEN BbICLLYHO Pa30BY0 A403Y, M NPWU YCNOBMM, YTO STOT KOMBUHMPOBAHHDBIN JIeKapCTBEHHbIN npenapar
He ABNAETCA HAPKOTUYECKUM UM NCUXOTPOMHbBIM JIEKaPCTBEHHbIM NpenapaTom cnucka Il MNepeyHs;

4) neKapcCTBEHHbIX MPENapaToB, BK/IOYEHHbIX B MepeyeHb JEKAPCTBEHHbLIX CPEACTB A/1A MEAULMHCKOro
NPUMEHEHWs, MNOAMEKAWMX MNPEeaMETHO-KO/IMYECTBEHHOMY Yy4yeTy (Zanee - JIeKapCTBEHHble Mpenaparbl,
BK/IlOYEHHble B nepeyeHb MKY) <13>.

<13> NoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHus MNpasuTenbctsa Poccuiickon ®epepaumm ot 19.06.2012
N 608 "O6 ytBepraeHuun lMNonoxeHns o MuHucTepcTee 3apaBooxpaHeHuns Poccuinckoint depepaumn” (oanee -
MonoxeHne o Munuctepcrtese) (CobpaHme 3akoHogaTenbcTBa Poccuiickoit ®epepaumun, 2012, N 26, cT. 3526;
2013, N 16, cT. 1970).

10. PeuentypHbit 6naHK dopmbl N 148-1/y-04(n) odopmnaetca nNpu HasHaYeHUU JNIeKapCTBEHHbIX
npenapaTtoB rpa)kgaHam, MMEWMM NpaBo Ha 6ecnnaTHoe MNOJiyYeHWe JieKapCTBEHHbIX MpPenapatoB Mau
noJlyyeHne IeKapCTBEHHbIX NPenapaToB CO CKUAKOMN.

11. PeuenTypHbiii 61aHK popmbl N 107-1/y odpopmnseTcsa Npu HasHaYeHUn:
1) nekapcTBEHHbIX NPEMNAPaTOB, HE YKa3aHHbIX B MyHKTax 8, 9 HacToAwero MNopsaaka;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAPATOB, COAEPKALLMX:

a) aprotTammHa rMapoTapTPaT B KOAMYECTBE A0 5 mr BKAouMTeNbHO (Ha 1 A03y TBEpAoi NeKapCTBEHHOM
dopmbl);

6) adeapuHa rmapoxnopua B Konundectse go 100 mr BrawoumtenbHo (Ha 100 mn mam 100 r KuAKoM
NeKkapcTBeHHON popMbl ANA BHYTPEHHEro NPUMEHEHUS);

B) ncesgoadenpuHa rMApoxIopua B KonauyectBe, He npesblwatowem 30 mr (Ha 1 posy TBepaon
NeKapcTBeHHOMN Gpopmbl);

r) ncesgoadenpuHa rmapoxnopua B Koaudectse, He npesblwamowem 30 Mr, B COYETAaHUM C
AeKcTpomeTopdaHom rnapobpommaom B Konndectse, npesbiwatowem 10 mr, u 4o 30 mr BKAOUYUTENbHO (Ha 1
003y TBEPA0WN NeKapcTBeHHON Gopmbl);

4) AekctpomeTtopdaHa ruapobpomus B Konmndectse, npesbiwatowem 10 mr, u 4o 30 mMr BKAOYUTENBHO (Ha
1 po3y TBepAON NEKAPCTBEHHOM GOpPMbI);

e) deHobapbuTan B Konuuvectse, npesbiwatowem 20 mr, U Ao 50 mr BkAtounTenbHo (Ha 1 o3y TBepaoi
NleKapcTBeHHoOM Gpopmbl);

X) deHobapbutan B Koandectse 40 20 Mr BKAOUYMTENBHO B COYETAHUWM C 3PrOTaMMHOM TMAPOTaPTPATOM
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HEe3aBMCUMO OT KoJIMdecTBa (Ha 1 fo3y TBepAol eKapcTBeHHON GopMbl);
3) xfopAmasenokcung, B Konmdecrtse 4o 10 mr BKAOYMTENbHO (Ha 1 403y TBEPAOW IeKapcTBEHHON GOpMbl).

12. Mpu Ha3HaYeHUM NeKapCTBEHHOro npenapata WMHAWBUMAYaNbHOrO W3rOTOBAEHWA B peuente Ha
byMarKHOM HocuTene u (uau) peuente B GOpme 3/1EKTPOHHOIO AOKYMEHTA HAMMEHOBAHMUA JIEKAPCTBEHHbIX
cpeacTs (BeliecTs), BKAOYEHHbIX B nepedyeHb MMKY, yKasbiBaloTcA B Hayase peuenTa, 3aTeM - BCE OCTasibHble
UHrpeaueHThbl.

13. Mpu Ha3Ha4YeHMM NIeKaPCTBEHHOrO MNpenapaTta B peuente Ha BymaxHOM HocuTene u (uan) peuente B
dopme 3MEeKTPOHHOrO [OKYMEHTa 3anpelaeTca npeBblwaTb KOJAMYECTBO HAPKOTUYECKUX CPEACTB  MAM
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOKET ObITb BbINMNUCAHO B O4HOM peLenTe, yCTaHOBAeHHOe npuaoxkeHnem N 1 K
HacToAwemy NopagKy, 3a UCKAKOYEHNEM CaydaeB, YKa3aHHbIX B NyHKTax 15 n 24 HactoAawero MNopaaka.

14. Tpu Has3HayeHMW JeKapCTBEHHbIX MNpenapaToB, BK/AOYEHHbIX B nepedvyeHb [1KY, [o3a KoTopbIx
npeBblWaeT BbICWNIA O4HOKPATHbIN Npuem, MeaANLMHCKNN paboTHMK o0bo3HayaeT A03y 3TOro JIEKAapPCTBEHHOIO
npenapaTta B peuente Ha ByMarKHOM HOCWUTEslEe NMPOMMUCLIO C MPOCTaBAEHMEM BOCKAMULLATENIbHOIO 3HAKa U (uau)
NPOCTaBAAET BOCK/AMLLATE/IbHbIN 3HAK Npu obopmMmieHUU peLenTta B popme 3N1EeKTPOHHOTO A OKYMEHTA.

15. KonnyectBo HasHAYeHHbIX NNEKAPCTBEHHbIX NMPEenapaTtoB, BK/IKOYEHHbIX B NepevyeHb MKy, npu OKasaHuu
nauneHTam, HyxXaarownmmca B 4/IMTE/IbHOM Jie4HeHUN, ﬂepBVI‘-IHOﬁ MEAMKO-CBHMTapHOﬁ nomowun n nananaTUBHOM
MGAMLI,VIHCKOI)‘I NOMOLUUN MOXKET 6bITb yBE€/IN4EHO C y4eTOM KNIMHNYECKUX peKomer,au,Mf/'l He 6onee yem B 2 pa3a
NO CPaBHEHUKO C KO/IMYECTBOM HAPKOTUYECKUX CPeacCTB UM NCUXOTPONHbIX BELWECTB, KOTOPOE MOXKET 6bITb
BbINMNCaHO B O4HOM peLlenTe, YCTaHOB/IEHHbIM NMPUIOKEHNEM N1k HacTtoAwemy I'Iopﬂ,u,Ky.

B cnyyasx, NpefycMOTPEHHbIX ab3auem nepBbiM HACTOALLErO NYHKTA, Ha peuenTax Ha BymarkHOM HocuTese
npousBoamuTca Haanucb "Mo cneumanbHOMY HasHayeHWo", oTAeNbHO 3aBepeHHas MoANUCbI0 MegULMHCKOTo
paboOTHMKAa M MeyaTbid MeAMLMHCKOW opraHmsaumm "[Ona peuentoB", Ha peuenTax B Gopme 3/1eKTPOHHOro
AOKYMeHTa npousBoauTcAs oTmeTKa "o chneumanbHOMY HasHayeHuw" ¢ NpocTaBiAeHUEM  YCU/IEHHOW
KBAaNMPUUMPOBAHHOM 3/1EKTPOHHOM NOANMUCU MeAMLMHCKOTo paboTHMKa.

16. CocTtaB /leKapcTBEHHOrO Npenapara, IeKapcTBeHHas ¢popma 1 obpalleHne MeaULMHCKOro paboTHUKA K
bapmaueBTUYECKOMY PabOTHUKY 06 OTMYyCKe NIeKapCTBEHHOTO NpenapaTta Ha BymaxkHOM HocuTesle 0dOPMAALOTCA
Ha NAaTMHCKOM WJ/IM PYCCKOM fi3blKE B POAUTENIbHOM Mafexe, 338 UCKNoUYeHnem opopmaeHms peuenToB B popme
3/1EKTPOHHOr0 AOKYMEHTA, OCYLLECTB/IIEMOTrO Ha PYCCKOM fA3bIKE.

Mpu opopmaeHnn peuenTypHbIX 6aaHKOB A0MNYCKAETCA MCNO/b30BaHME COKpalleHuit (NnpunoxkeHne N 2 K
HacToawemy Mopaaky).

Mpv Ha3HaYeHUM NeKapCTBEHHOrO npenapaTta He A0MyCcKaeTcAa CoOKpaleHue HauMeHOBaHWUM UHIpeaneHTos,
CcocCTaBiAOWMX l'leKapCTBeHHbIlz npenapaTt, He no3BonArWnX YCTaHOBUTD, KaKOM WMMEHHO /'IEKapCTBEHHbIﬁ
npenapaTt Ha3Ha4deH.

17. Cnocob NPpUMeHeHNA NeKapCTBEHHOrNo npenaparta ob03HauaeTcs ¢ YKasaHunem nytu seseaeHunA, O03bl,
4acCToTbl, BpemeHun npmema OTHOCUTE/IbHO CHa (YTpOM, Ha HOHb) n ero AnnTenbHOCTN, a ANA NeKapPCTBEHHbIX
npenapartos, B3aMMOAEV1CTByl0U.J,MX C I'IVIU.I,GVI, - BpemeHun nx yI'IOTpe6!'IEHMFI OTHOCUTE/IbHO NpMemMa nNum (AO elbl,
BO BpemAa edbl, nocne eﬂ,bl).

18. Mpu HeobXOAMMOCTM HEMEZNEHHOTO WAM CPOYHOro (B TedeHMe AByX pabounx p[Hel) oTnycKka
NeKapCTBEHHOrO npenapata MauMeHTy B BePXHeM 4acTuM peuenta Ha BGyMakHOM HocuTese NpPOCTaBAATCA
obo3HauyeHua "cito" (cpouHo) nnm "statim" (HemegneHHo). AHanornyHble 0603HaAYEHUS NPOCTABAAIOTCA B BUAE
OTMETOK npu odopMeHMM peLenTa B Gopme 31EKTPOHHOIO OKYMEHTA.

19. Mpu odopmneHUM HasHayeHWUA FOTOBOrO JIEKAPCTBEHHOro Mpenapata B peuente Ha 6GymarkHOM
HocuTesne WaM peuente B Gpopme 31EKTPOHHOrO AOKYMEHTa KOAMYEeCTBO AEeNCTBYIOWMX BELLECTB YKa3blBaeTcsa B
COOTBETCTBMM C MHCTPYKUMEN NO MEeAMLMHCKOMY MNPUMEHEHUIO NeKapCTBEHHOro npenapata. [onyctumo



yKa3sblBaTb [A03MPOBKY JIEKAPCTBEHHbIX MPenapaTtoB CUCTEMHOro AeWcTBuA (Ana pe3opbTUBHOro npuvema) B
TBEPAbIX /IeKapCTBEHHbIX popmax (Hanpumep, TabneTKW, NOPOLLKKU, KamncCy/bl) Kak codepyKaHue OoAHOro Wau
HECKO/IbKUX AeNCTBYIOWMX BELLECTB B eAuHMLAX Macchl (B rpammax, muanurpammax). [lonyctMmo ykasbiBaTb
[O3NPOBKY NIEKAPCTBEHHbIX MpPenapaToB CUCTEMHOrO AencTBus (anAa pe3opbTUBHOrO MPUMEHEHUS) B KUAKUX
NleKapcTBeHHbIX ¢opmax (Hanpumep, PacTBOpPbl, CYCNEH3UU) KaK cofdepskaHMe OAHOr0 WAM  HECKONbKUX
OEVCTBYIOWMX BEeLecTB B eAuMHMLEX MacCbl Ha eauHuuy obbema (Hanpumep, MUAIUIPaMM/MUANMANTP) C
yKasaHuem obuiero obbema nekapcTeBeHHoM Gpopmbl.

Mpu odopMaEHMM Ha3HAYEHWA IEKAPCTBEHHOIO Npenaparta MHANBUAYabHOTO U3roTOB/IEHUSA B peLenTe Ha
bymaxkHOM HocuTene unan peuente B popme 3/NEKTPOHHOTO [AOKYMEHTa KOJIMYECTBO TBEpAbIX M CbiNy4vymx
dbapmaLeBTUYECKUX cybCTaHLUMIA yKasbiBaeTca B rpammax (0,001; 0,5; 1,0), XMAKMX - B MUAIUAUTPAX, TPaMMaXx U
Kannax.

20. PeuenTbl Ha BymaxkHOM HocuTene, B opMe 3/1EKTPOHHOIO AOKYMEHTa, 0QOpPMIEHHbIE HA peLenTypHOM
6naHKke dopmbl N 148-1/y-88 1 npegHasHayeHHble AN OTNYCKa JIeKapCTBEHHbIX NPenapaTos, NPeayCMOTPEHHbIX
nognyHkTamum 1 - 3 nyHKTa 9 HactoAwero Mopaaka, AelcTBMTeNbHbI B TedeHMe 15 gHelt co aHs obopmaeHus.

21. PeuenTbl Ha HymaxHOM HocuTene, B popme 3N1EeKTPOHHOIo AOKYMEHTa, 0GOPMAEHHbIE Ha peLenTypHOM
6naHke ¢dopmbl N 148-1/y-04(n) u npeaHasHayeHHble AAA OTMYCKa /IEKAapCTBEHHbIX MPEenapaTtos rpaskaaHam,
YyKasaHHbIM B nyHKTe 10 HacToAwero MNopsaaka, AencTButenbHbl B TedeHne 30 gHelt co gHA odopmaeHus, 3a
UCKAOYEHWEM clydaeB 0pOPMIEHNA peLlenTa B COOTBETCTBMM € NyHKTamu 38 n 39 Hactoawero Mopagka, npu
KOTOpPbIX OH AelcTBUTEeNEH B TedeHMe 15 aHel co AHA obopMaeHuUs.

22. PeuenTbl Ha 6ymaxHOM HocuTene, B opme 3N1eKTPOHHOIO AOKYMeHTa, 0GOpPM/IEHHbIE Ha peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) n npeaHasHayeHHble ANSA OTNYCKa JI€KapCTBEHHbIX MpenapaToB rpa)KaaHam,
AOCTUMUMM MEHCMOHHOTO BO3PacTa, MHBANMAAM MEPBOW FPynnbl, AETAM-UHBAANAAM, a TaKXKe rpaxgaHam,
CTPaAaoWMM XPOHUYECKMMM 3ab01eBaHNAMM, TPEDYIOWMMN ANUTENBHOFO KYPCOBOTO NIeYeHUA, AeACTBUTENbHDI
B TeyeHne 90 gHel co AHA 0POPMAEHMSA, 32 UCKAIOYEHUEM C/lyYaeB, YKasaHHbIX B MyHKTax 38 u 39 HacTosALlero
MopAagKa, Npu KOTOPbIX OH AeNCcTBUTENEH B TedyeHWe 15 gHel co AHsA opopmaeHus.

[na nevyeHna xpoHUYecKnx 3aboneBaHM yKasaHHbIM KaTErOpUAM rpaxgaH NeKapcTBEHHble NpenapaTbl ¢
obopMeHNEM peuenToB Ha ByMarKHOM HocuTene MAM peuenToB B Gopme 3NEKTPOHHOFO AOKYMEHTa MOFyT
Ha3HayaTbCA Ha Kypc neyeHuns go 180 gHeir.

23. PeuenTbl Ha BymaxkHOM HocuTene, B popMe 3N1EKTPOHHOIO A0OKYMEHTa, 0QOPMIEHHbIE HA peLenTypHOM
6naHke dopmbl N 107-1/y n npepHasHayeHHble ANA OTMNYCKa JIeKapCTBEHHbIX MpenapaTtos, NpPeayCMOTPEeHHbIX
nyHKToM 11 HacToswero Mopaaka, 4eNCcTBUTENbHbI B TedeHue 60 gHel co AHA odpopmMmaeHus.

MpW Ha3HaAYEeHUWM rOTOBbIX JIEKAPCTBEHHbIX MPENapaToB W JIeKapPCTBEHHbIX NpenapaToB MHAMBUAYANbHOIO
M3roToB/IeHMA NauMeHTam ¢ 3a6oneBaHMAMM, TPebyoWMMN ANUTENBHOTO KYPCOBOro /ledeHus, ¢ opopmaeHnem
Ha peuentypHom 6naHke ¢opmbl N 107-1/y peuenta Ha BymaKHOM HocuTene uanm B GOpMe 3/JEKTPOHHOrO
[OKYMeHTa yCTaHaB/MBaEeTCA CPOK AEWCTBUA peLenTa B Npeaenax 40 O4HOro roaa.

B cnyyae ycTaHOB/IEHUA CpoKa AEeWCTBUA pelenTa B npegenax 40 OAHOro rofa B peuenTe NpousBoamuTca
Hagnucb: "lMo cneuManbHOMY HasHayeHuo", 0b03HaYaeTcA CPOK AEeNCTBUA peulenTa U NepuoanYHOCTb OTMYCKa
NeKapCTBEHHbIX NPENapaToB U3 anTeYHOW OpraHM3auumn UAM UHANBUAYANbHLIM NPeanpUHUMaTENIEM, UMEHOLLUM
NMLEH3NI0 Ha dapMaueBTUYECKYOD AeATeNbHOCTb <14> (eXeHeAeNbHO, eXeMeCcAYHO W MHble nepuoapl).
[JononHUTEeNbHO 3TO YKasaHWe 3aBepsAeTca MOAMUCbI0 MeAMUMHCKOro paboTHMKA, a TaKKe neyaTbio
MeOMUMHCKOM opraHmsaumm "Ons peuentoB" (ons peuenta Ha OymarKHOM HoOCUTene) WAW  YCUJIEHHOW
KBaAMPUULMPOBAHHOIW 3/1EKTPOHHOW NOAMNMUCbIO MEAMUMHCKOrO paboTHWKA M MLa, YNONHOMOYEHHOTO 3aBEPATb
AOKYMEHTbI OT UMEHWN MeAMLMHCKOM opraHmsaumm (ana peuenta B Gopme 31eKTPOHHOrO AOKYMEHTA).

<14> NyHKT 47 yactn 1 ctaTbu 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-d3 "O nuueHsnpoBaHUn
oTAenbHbIX BMAOB aesATenbHocTM" (manee - depepanbHbii 3akoH N 99-03) (CobpaHue 3aKoHOAaTeNbCTBA
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Poccuiickonn depepaumm, 2011, N 19, ct. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha NeKapCTBEHHbIe MpenapaTtbl, BKAOYEHHble B nepeyveHb [MKY, ona neyeHua naymeHToB C
XPOHUYECKMMM 3ab01eBaHNAMM MOTYT 0QOPMAATLCA HA KYPC iedeHunsa fo 60 aHen.

B cnyuae, Koraa Kypc nedyeHus coctasnser 6onee 30 AHel, JOMNONHUTENBHO B peLenTax Ha bymaxkHoM
HocuTene npousBoauTca Haanuch "lMNo cneumanbHOMY HasHavyeHUto", 3aBepeHHas MNoAnuCcbio MeAULMHCKOro
paboTHMKA M nedyaTblo MeAULUMHCKON opraHumsauuu "[Ona peuentos", Ha peuentax B GoOpme 3/EKTPOHHOro
OOKYMeHTa npomsBoguTcs oTmeTka "o chneunanbHOMY Ha3Ha4YeHul" ¢ MPOCTaB/IEHUEM  YCUIEHHOM
KBanUOULMPOBAHHOW 3/1IEKTPOHHOW NOANUCU MeAMLMHCKOrOo PaboTHUKa U MLa, YNONHOMOYEHHOMO 3aBepATb
OOKYMEHTbl OT UMEHWN MEeLMULMHCKOM opraHmn3aLmu.

25. PeuenT Ha 6ymarkHOM HocuTene B popme 3/1eKTPOHHOrO AOKYMeEHTa, 0POPM/IEHHbIN C HapyleHnem
YCTaHOBAEHHbIX HacToAWwMM Mopsakom TpeboBaHU, cuUTaeTCA HeAENCTBUTE/IbHbIM.

Il. Ha3HayeHuMe neKapcTBEHHbIX NPenapaToB NPV OKasaHUU
MeAULMHCKOIA NOMOLLM B CTAaLMOHAPHbIX YCI0BUAX

26. I'IpM OKa3aHun naymneHTy MEAMLLMHCKOIZ nomouwn B CTAUMOHAPHbLIX YC/I0BUAX HA3Ha4veHue
NNeKapCTBEHHbIX NpenapaToB Npon3soaunTca 6es O¢OpMJ’IEHI/I‘r'I peuenta megnunHCKNm pa60THVIKOM €4NHOJINYHO,
3a UCKNIOYEHNEM CNyYaeB, YKa3aHHbIX B NMYHKTE 27 HacToALero I'Iopﬂ,u,Ka.

27. CornacoBaHue HasHayeHuA NNEKAPCTBEHHbIX MNpenapatoB C 3aBeaywowum oTgeneHunem uan
OTBETCTBEHHbIM LEXYPHbIM Bpa4Yom nmbo apyrmum amuom, ynosIHOMOYEHHbIM MNMPUKAa3oOM T1aBHOro Bpada
Me,D,MLLMHCKOVI OopraHun3auunun, a Takxe, Nnpun HaiM4mun, ¢ BPpa4om - KJIMHNYECKUM d)apMaKOﬂOI'OM HEO6XO,CI,VIMO B
cnyyanax:

1) OAHOBPEMEHHOIO HadHa4YeHnA NATN n 6onee NNEKAPCTBEHHbIX MNPENapaToB O4HOMY NaUMNEHTY;

2) Ha3Ha4YeHUA NEKAPCTBEHHbLIX NpenapaTtoB, He BXO4AWWUX B NepedYeHb MU3HEHHO HEO6XO,CI,VIMbIX n
BaYKHEMNLW KX NNEKAPCTBEHHDbIX NMPenapaTtoB <15>, npn HETUMNHHOM TE€YEHUU 3a6OJ'IEBaHMFI, HA/IMYMU OCNIOKHEHW
OCHOBHOro 3abosieBaHMA U (MHM) conyTcreytownx 3a6OHEBaHMﬁ, NP1 HAa3HaA4Ye€HUUN NEeKaPCTBEHHbIX NPenapaTos,
ocobeHHocTH B3aMMOAeﬁCTBMﬂ N COBMECTUMOCTUN KOTOPbIX COrNaCHO UHCTPYKUMNAM MO UX NTPUMEHEHUIO NPUBOAAT
K CHNXEeHWUHo 3¢¢eKTMBHOCTM n 6esonacHocTM cbapmaKOTepanMM n (VIJ'IVI) CO34al0T NOTEHUMA/IbHYHO ONAaCHOCTb ANA
KU3HU N 300Pp0BbA NaLUEHTA.

<15> Yactn 1 cratbu 60 dPepepanbHoro 3akoHa N 61-d3 (CobpaHue 3aKoHoAaTenbcTBa PoccuiicKoi
depepauum, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX CAy4aAX HasHaAYeHWEe JIEKApPCTBEHHbIX MpenapatoB OUKCUMpyeTca B MeAUUMHCKOM
AOKYMEeHTaUMKM nauMeHTa M 3aBepaeTca NOANUCbI0 MeAMUMHCKOro paboTHMKA W 3aBeAyloLLero oTAe/NeHUem
(oTBETCTBEHHOrO AEKYPHOrO Bpaya UaM APYroro ynoJHOMOYEHHOro Anua).

28. MeaMUMHCKMI  paboTHUK MeAMUMHCKON oOpraHusaumMm (ee CTPYKTYPHOro noApasgeneHus),
PaCNo/IOKEHHON B CENbCKOM HACeNeHHOM MYHKTE, OCYLLEeCTB/AAeT Ha3sHauYeHWe NEeKapCTBEHHbIX NpenapaTos B
C/ly4anx, yKasaHHbIX B MyHKTax 27 1 29 HacToAwero NopagkKa, e AMHOANYHO.

29. Mo peweHNo BpavyebHON KOMUCCUM NaUMEHTaM MNPU OKa3aHMM UM MEeOMLMHCKON NOMOLWM B
CTaLMOHapPHbIX YC/I0BMAX HA3HAYyaloTCA JIeKapCTBEHHbIe Mpenapatbl, HE BK/OYEHHble B NepeyYeHb KU3HEHHO
HEOBbXOAMMbBIX W BaKHEMLLMX JIeKapCTBEHHbIX MNpenapaTtos, B C/lyyae WX 3aMeHbl U3-3a UHAMBUAYaNbHOM
HEenepeHoCUMOCTH, MO KU3HEHHbIM NMOKa3aHMUAM.

PeweHne BpayebHON KoMUCCUU GUKCUPYETCA B MEAMLMHCKOW OOKYMEHTAUMM MauMeHTa W KypHane
BpayebHO KomUccuu.
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30. B cnyyaax obcnepoBaHMA M NeYEHMA TPaKOaHWMHA B CTALMOHAPHbIX YCAOBMAX B pamMKax
npeaocTaBAEHNA MEAUUMHCKUX YCAYyr Ha BO3ME34HO OCHOBE 3a CYeT JIMYHbLIX CPeacTB rparkaaH, CpeacTs
IOPUANYECKUX JIUL, U WHbIX CPEeACTB Ha OCHOBaHMM [AOrOBOPA, B TOM 4YMCae AoroBopa A06pOBOALHOMO
MeMUMHCKOrO CTpaxoBaHuA <16>, emy moryT ObiTb Ha3HayeHbl ieKapCTBEHHblE MpenapaTbl, He BXxoaAlue B
nepeyeHb KM3HEHHO HEOOXOAMMbBIX WM BaKHEMLIWX NEeKapCTBEHHbIX MPEnapaToB, €CAM WX Ha3Ha4YeHuWe WU
npumeHeHne 06ycnoBAEHO MEAULIMHCKMMM MOKa3aHUAMM.

<16> [MocTtaHoBneHue [lpaBuTenbctBa Poccuinickon Pepepaumm ot 4 oktabpa 2012 r. N 1006 "O6
yTBEpPKAEHUN [lpaBun npenocTaBAeHUA MEAULMHCKUMU  OpPraHM3auMAMU  MNAATHbIX MeSUUMHCKUX  yenyr"
(CobpaHue 3akoHogaTenbcTBa Poccuiickont degepaumm, 2012, N 41, cT. 5628).

1ll. HasHaueHuMe neKapCTBEHHbIX NPenapaTos NP OKasaHUU
NnepBUYHOA MeANKO-CAaHUTAPHOA NOMOLLY, CKOPON MeAULMHCKOM
NOMOLLU U NANIMATUBHOW MEeAULIMHCKOI NoOMOLLM

31. MNpyn oKasaHUM NEPBUYHON MELUKO-CAHWUTAPHOM MOMOLLM U NANIMATUBHON MEAULMHCKON NOMOLLM B
ambynaTopHbIX YC0BUAX Ha3HaYeHMe NIeKapCTBEHHbIX NPenapaToB OCYLLECTBAAETCA MegULMHCKUM PabOTHUKOM
B C/ly4anX TUMUYHOIO TeYeHMA 3aboneBaHMA NaLMEHTa UCXOAA U3 TAXKECTU U XapaKTepa 3aboneBaHuA.

32. HasHauyeHMWe JieKapCTBEHHbIX MPEenapaTtoB MO pPeLeHU0 BPayebHOW KOMMCCUM NPU  OKasaHUu
NepBUYHON MEAMKO-CAaHUTAPHOW NOMOLLM, MANAMATUBHOW MESULMHCKOM MOMOLWM B aMByNaTOPHbIX YCNOBUAX
NMPOU3BOAUTCA B C/TyYanX:

1) OAHOBPEMEHHOIO Ha3dHa4YeHnA oAHOMY MAUMNEHTY NATU U bonee NNEKAPCTBEHHbIX NPENApPaTOB B Te4EHUNE
OAHUX CYTOK UK CBbllle AeCATU HaMMEHOBaHWIN B TEYEHUE TPMUAOUATU ,D,Heﬁ;

2) Ha3Ha4YeHNA NEKapPCTBEHHbIX MNpenapatoB nNpu HETUNMUYHOM TeEYEeHUU 33601'IEBaHMFI, Haan4dmnm
OC/I0}KHEHWUI OCHOBHOrO 3ab0neBaHUA U (MﬂM) ConyTCTBYHOLWMNX 3a6oneBaHm71, NPpn HasHa4YeHUN NEKAPCTBEHHbIX
npenapartos, ocobeHHoCTH BBaMMO,ﬂ,enCTBMH N COBMECTUMOCTU KOTOPbIX COMNMaCHO WHCTPYKUMAM N0 WUX
NMPUMEHEHUNIO NPUBOAAT K CHUXEHUIO 3¢¢EI-(TVIBHOCTM N 6e30nacHOCTN NleYyeHus nauneHTa m (MIIM) co34aloT
NOTEHUWMA/ZIbHYIO ONACHOCTb AN1A XXU3HU U 340P0BbA NALMEHTA,

3) nepBMYHOro HA3HAYEHMA MNALMEHTY HAPKOTUYECKUX M MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MPEenapaTos
cnuckoB 1l u Il MNepeyHa (B cnaydyae NPUHATMA pPyKOBOAUTENEM MEOUUMHCKOM OpraHM3auuM peleHus o
HeobXx04MMOCTN COracoBaHMA Ha3HaYeHWA TaKUX NEKAPCTBEHHbIX NPenapaTos ¢ BpadebHOM Komuccumelt).

33. MNoBTOPHOE Ha3HaYeHWe HAPKOTUMYECKMX U MCUXOTPOMHbIX EKAPCTBEHHbIX NpenapaTtoB cnuckos Il v 1l
MepeyHAa NPoOM3BOAUTCA MEAULIMHCKMM PabOTHMKOM CamMoCTOATENIbHO MW eAMHOANYHO 6e3 yyacTus BpadebHol
KOMMCCMM MaUMEHTaM C BblpaXKeHHbIM 60/1eBbIM CUHAPOMOM Nt060ro reHesa, HapyLeHWEM CHA, CYA0POKHbIMM
COCTOSIHUAMM, TPEBOMKHbIMU paccTpoicTBamm, GobUAMU, MCUXOMOTOPHbIM BO36YKAEHUEM.

34. MNpw 0Ka3aHMM CKOPOI MeANLMHCKON MOMOLLM NeKapCcTBEHHble npenapaThl Ha3Ha4YalTcA MeANLUHCKUM
paboTHMKOM Bble3aHOoW 6puragbl CKOPOI NOMOLLN, MeAULUHCKUM PabOoTHUKOM MEeANLMHCKON opraHu3aLmm npu
OKa3aHWM MeaMLMHCKOM NOMOLLM rpaxaaHam npu 3ab6o1eBaHUAX, HECYACTHbIX CyYasnx, TpaBMax, OTpaBAeHUAX U
APYTUX COCTOAHUSAX, TPEBYIOWMX CPOHHOIO MeAMLIMHCKOrO BMeLLaTe /1bCcTaa.

IV. HasHaueHMe neKapcTBEHHbIX NPEenapaTos rpaXkKaaHam,
MMeIoLWMM NPaBo Ha 6ecnsiaTHoe NonyyeHue IeKapCTBEHHbIX
nNpenapaToB UK NOJIlyYeHUE NEeKAPCTBEHHbIX NpenapaTos
CO CKUAKOM, NpU OKa3aHMM NePBUYHONA
MeAUKO-CaHUTAPHOU NOMOLLMU

35. Mpu oKaszaHuu I'IepBVI‘-IHOﬁ MEAMKO-CaHMTapHOﬁ nomouwmn Ha3dHavyeHne meaunumMHCKUmMm pa60THMKOM Ha
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OCHOBE K/IMHMYECKMX PEKOMEHAAUUN M C Yy4eTOM CTaHAAPTOB MEAMLMHCKOM mnomolm <17> nekapCTBEHHbIX
npenapaTtos, OTNycKaemblx 6ecniaTHO WAM CO CKMAKOM, rparkgaHam, MMeElWMm npaBo Ha obecnedvyeHue
NeKapCTBEHHbIMM MNpenapaTamy 3a cYyeT CPeacTB OlOAMKETHbIX accuMrHoBaHuit depepanbHoro 6bloaxkerta u
6roaKeToB cybbekToB Poccuiickont degepalmm, ocyLWEecTBAAETCA Ha pelenTypHom 6aarHke N 148-1/y-04(n).

<17> CraTbsa 37 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKkoHoaaTenbcTBa Poccuiickon deaepaumm,
2011, N 48, cT. 6724; 2021, N 27, cT. 5186).

Mpu odopmaeHnmn peuenTa Ha 6aaHKe popmbl N 148-1/y-04(n) Ha BymarkHOM HocuTesie opopmAaatoTca ABa
3K3emMnaApa, O4MH M3 KOTOPbIX OCTAeTCs B anNTEYHOW OpraHM3auuu, BTOPON - B MEOMLMHCKOM AOKYMEHTALMK
naumneHTa.

36. MNpaBo Ha3HaYyaTb IEKAPCTBEHHbIE NPenapaTbl rpaxaaHam, MMeLWwmm Npaso Ha becnaaTHoe nosyyeHue
NEKAPCTBEHHbIX NPENnapaToB WaK NoyYeHMe IeKapPCTBEHHbIX MPENapaToB CO CKUAKOM, TaKKe MMEetoT:

1) meamumHcKMe paboTHUKKM, paboTalolime B MEAMLMHCKOW OpraHM3auum Mo COBMECTUTENbCTBY (B
npeaenax cBoen KoOMNeTeHLMm);

2) MeAMUMHCKME PabOTHUMKWU CTaLMOHAPHbIX OpraHM3auMii COUManbHOro O6CNYXKUBAHUA MPU HaAUUYUK
NMUEH3UN Ha OCYLIECTBAEHME MeAMLMHCKOW AeATenbHocTn <18>, mpeaycmaTpuBaloweil BbinosHeHue pabot
(okasaHWe ycnyr) no oOKasaHWIO NEPBUYHOM MeAWMKO-CaHUTAapHOM NOMOWM B amMbynaTOpHbIX YCNOBUAX
(He3aBMCMMO OT BEAOMCTBEHHOM NPUHAANENKHOCTH);

<18> TMyHKT 46 yactm 1 cratbm 12 OdepgepanbHoro 3akoHa N 99-®3 (CobpaHue 3aKOHOAATENbCTBA
Poccuiickon deaepaumm, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MegUUMHCKME PaBOTHUKM MEeAMULMHCKUX OPraHN3aumnii, OKasbiBatoLWMX NEPBUYHYIO MEANKO-CAaHUTAPHYIO
NomMoLLb, NOABEAOMCTBEHHbIX deaepaibHbiM OpraHaMm MUCMOAHUTENbHOM BAACTU UAW OPraHam MCNONHUTENbHOM
BNacTu cybbekToB Poccuiickon deaepaumu;

4) nHAMBUAOyanbHblE NpeanpuHnmaTenm, ocywecrtsaarouwme meagmumnHCKYO 4eATE/IbHOCTb U BK/IKOYEHHbIE B
peectp MmeagnunHCKUX OpI'aHM3aLI,Ml\;1, ocyuwecrtBnarwmnx OeATeNIbHOCTb B cd)epe obasaTenbHoro meanumHCKoro
CTpaxoBaHWA.

37. Mpy HasHayeHUM nNeKapPCTBEHHbIX MNpenapaToB rpaXgaHam, UMerWMm npaBo Ha becnnatHoe
nonyyeHme NeKapCTBeEHHbIX MPenapaTtoB UK NOoNyvYeHUEe NEKAPCTBEHHbIX MpPenapaTtos CO CKM,D,KOVI, B peuyente
YKa3blBaeTCA HOMEP Te}'led)OHa, no KoTopomy pa6OTHMK anTe4yHomn opraHun3saunnm npu HEO6XO,£1,VIMOCTVI MOXET
cornacoesatb C MeaANLMHCKUM pa6OTHVIKOM 3aMeHY N1eKapCTBEHHOIO nNpenapaTa.

38. HasHauyeHWe HAPKOTUYECKUX U MCUXOTPOMHbIX IEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHs (3a
WUCK/IIOYEHNEeM NeKapCTBEHHbIX MpenapaToB B BUAE TPaHCAEPMaAsbHbIX TepaneBTUYECKUX CUCTEM, a TaKxe
NIeKapCTBEHHbIX NpenapaTos, CoAepKalunX HapKOTUYECKOe CPeacTBO B COYETaHMM C aHTaroOHUCTOM OMMOUAHbIX
peLLenTopoB) rpaxgaHam, MMeWMM npaBo Ha 6ecniaTHoe MoJiyYyeHMe JIeKAPCTBEHHbIX MPEenapaToB WM
No/ly4YeHunn NekapcTBEHHbIX MPEnapaToB CO CKMAKOM, ocyLiecTBAAeTCcA Ha peuenTypHom 6aaHke dpopmbl N 107/y-
HIM, K KOTOPOMY AOMOAHUTENBHO OPOPMAAETCA PeLenT Ha pelenTypHom 6aaHke dopmbl N 148-1/y-04(n) (B ABYX
aK3emnaapax npu opopmneHnn Ha 6ymarkKHoOm HocuTesne).

39. HasHauyeHne HapKOTUYECKUX U NCUXOTPOMHbIX NEKAPCTBEHHbIX NpenapaTtos cnucka Il MNMepeyHsa B Buae
TpaHCAepPMasIbHbIX TePaNneBTUYECKMUX CUCTEM, HAPKOTUUYECKMX NIeKapCTBEHHbIX npenapaTtos cnucka Il MNepeyHs,
coAepKallmMx HapKOTUYECKOoe CpeacTBO B COYETAHMU C aHTAarOHMCTOM OMMOUAHBIX PeLenTopoB, NCUXOTPOMHbIX
NleKapCcTBeHHbIX NpenapaTtos cnucka Il MepeyHa, NeKapCTBEHHbIX NPenapaTos, BK/IOYEHHbIX B nepeyeHb [KY,
cofepKawmxca B noanyHkte 2 nyHKkta 11 Hacroswero lNopaaka, npeAHasHayeHHble OANA NeYeHUA rparkaaH,
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MMeLWMX NpaBo Ha becnnaTHoe MOJiyYeHWE NEKAPCTBEHHbIX MPENapaToB WAM MNOJYYEHUE JIEKAPCTBEHHbIX
npenapaToB CO CKMAKOM, OCYLLECTBAACTCA Ha peuenTypHbix 6aaHKkax popm N 107-1/y u N 148-1/y-88, K KOTOpPbIM
AONOMHUTENbHO OdOopMAAETCA peuenT Ha peuentypHom 6aaHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaspax
npu obopmieHUn Ha ByMarKHOM HocuTene).

KOJIMYECTBO

MpunoxeHne N 1

K MopAaaky HazHayeHnA
NIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MwuHucTepcTBa 34paBOOXPaHEHUA
Poccuiickon degepauymm

oT 24 HoAbpa 2021 r. N 1094H

HAPKOTUYECKUX CPEACTB UJTU MCUXOTPOMHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbIMUCAHO B OHOM PELLENTE

N MexayHapoaHoe HenaTeHToOBaHHOe ®opma BbINycKa u Konnuectso
n/n HaMMeHOBaHMe HaPKOTMUYECKOTO U [,031POBKa
NMCUXOTPOMHOrO JIEKAapCTBEHHOTO
npenapara
1. BynpeHopduH + HanokcoH TabneTku 60 TabneToK
cybnmHreanbHble 0,2 Mr + | (ynaKoBKa, KpaTHasa N
0,2 mr 20)
2. bynpeHopduH PacTBOp ANst UHBEKUUIA, 30 amnyn (wnpwu-
0,3 mr/mn 1 mn TI06UKOB)
3. bynpeHopduH TpaHcaepmanbHbIi
nnacTbipb
35 mKr/yac 20 nnacTbipen
52,5 mKr/yac 10 nnactoipen
70 mKr/yac 5 nnacTbipen
4, MopouH PactBop 4ns MHBbEKUUN,
pacTteop gnA 20 amnyn (wnpwu-
NOJKOXHOro BBeAeHMUA TI0BMKOB)
10 mr/mn 1 mn
5. KopeuH + MopduH + HockanuH + PactBop gna
ManaBepuH + TebaunH NOAKOMXKHOMo BBEAEHMA
0,72+5,75+2,7+0,36 + 20 amav!
0,05 mr/mn 1 mn y
1,44+115+5,4+0,72 +
0,1 mr/mn 1 mn
6. TpumenepunamH Tabnetku 25 mr 50 Tabnetok
7. TpumenepugmH PactBop ans MHbEKUNI 20 amnyn (wnpwu-




®dnakoH 50 mKr/po3a

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

®dnakoH 100 mKr/go03a

10 mr/mn 1 mn TIO6MKOB)
20 mr/mn 1 mn
MopoduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)
NPONIOHIMPOBAHHOIO 60 TabneTokK (kancyn)
nencrens 40 Tabnetok (Kancyn)
10 mr 20 TabneTtokK (kancyn)
30 mr 20 TabneTtoK (kancyn)
60 mr
100 mr
200 mr
9. MopduH TabneTku
5mr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kanau gna npuema
BHYTPb 20 mr/mn 20 mn 4 bnakowa
11. MopduH PactBop ana npuema
BHYTPb (MOHOZ03bI)
2 mr/mn 5 mn 100 amnyn n/s
6 mr/mn 5 mn 80 amnyn n/s
20 mr/mn 5 mn 30 amnyn n/s
12. OKcnKoaoH + HanokcoH TabneTku
NPOSIOHIMPOBAHHOTO
aencrens
5mr+2,5mr 100 TabneTok
10 mr+ 5 mr 60 TabneTok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTtok
13. | MponnoHUNbEeHUNITOKCUITUANMNEPUANH | TabneTkuM 3awedHble 20 50 TabneTtok
mr
14. deHTaHUN Mnactbipb
12,5 mKr/uyac 20 nnacTbipen
25 mKr/yac 20 nnacTbipen
50 mKr/yac 10 nnactbipent
75 mKr/yac 10 nnactoipent
100 mKr/yac 10 nnactoipent
15. deHTaHUN Cnpew HazanbHbIN

24 pnakoHa
12 ¢dnakoHoB
6 pnakoHoB




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

dnakoH 200 mKr/no03a

2,0 mn (10 oo3)
3,2 mn (20 oo3)
5,0 mn (40 no3)

12 ¢nakoHoB
6 ¢pnakoHoB
3 pnakoHa

12 pnakoHoB
6 ¢pnakoHoB
3 pnakoHa

MpunoxkeHue N 2

K MNopaaKy HasHayeHun
JIEKapCTBEHHbIX NPenapaTos,
yTBEPXKAEHHOMY MPUKa3om
MuHUCTEPCTBA 34paBOOXPaHEHNA
Poccuiickon degepauymm

oT 24 HoAGps 2021 r. N 1094H

Cnpaso4yHo

PEKOMEHAOBAHHbIE K NCMNOJ/Ib3OBAHUIO COKPALLEEHNA
nPU OGOPM/IEHUU PELLIENTOB

N CoKkpaleHue NonHoe HanucaHue Mepesop,
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum KucnoTta

3. aer. aerozolum aspo3o/b

4, amp. ampulla amnyna

5. aqg. aqua BOAA

6. aq. purif. aqua purificata BOZAa OYMLLEHHAA

7. but. butyrum macno (Teepaoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Bolpai myﬂ:i:’f;:‘;' Myete Gyaer
11. D.S. Da, Signa Detur, Signetur Bbm‘ZS;AZ?_IZ%H;;;T;T:H?AH
12. D.t.d. Da (Dentur) tales doses Bbigait (MycTb 6yayT BbiAaHbl) Takue




[03bl

13. dil. dilutus pa3BeeHHbIN
14. Div. in p. aeq. Divide in partes aequales Paspenu Ha paBHble YacTn
15. emuls. emulsio amynbcuA
16. extr. extractum SKCTPAKT, BbITAXKA
17. in enem. in enemas B MUKPOKIN3MaXx
18. F. Fiat (fiant) MycTb obpasyeTca (obpasyroTcs)
19. gran. granulum rPaHy /bl
20. gt., gtt gutta, guttae Kanna, kKanau
21. gtt. peror. guttae peroralis Kanaum gna npMema BHYTpb
22. inf. infusum HacToM
23. inamp. in ampullis B amnysax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6HETBK:z:Or‘I5F;i?AO:;:z;BaHHbIM
. B TabeTKax C NPOSIOHIMPOBAHHbIM
2. | " tab(.)Ecronong, in tab(u)lettis prolongatis obductis BbICBODOKAEHNEM, MOKPbLITHIX
' o6010uKoi
27. in tubul. in tubulis B TIHOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KUOKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum nuoAbHaA Macca
32. membr. bucc. membranulae buccales NAEHKM 3alleyHble
33. M. Misce, Misceatur Cmeuwait
(MycTb ByneT cmewaHo)
34. mixt. mixtura MMKCTYpa
35. N. numero yncnom
36. ol. oleum macno (Kuakoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUAOAA, TUKOAN




39. p. aeq. partes aequales paBHble YacTn

40. ppt., praec. praecipitatus OCaXKAEHHbIN

41. pulv. pulvis NOpPOLUOK

42, as. quantum satis CKONbKO n0TpHea6Ay§Tcn, CKONbKO
43, r., rad. radix KOpPEeHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur MosTopu (MycTb ByaeT NoBTOPEHO)
46. rhiz. rhizoma KOpHeBuLLe

47. S. Signa, Signetur 06032212’:21;:;)6\/;"6
48. sem. semen cems

49, simpl. simplex npocToit

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. spr. nas. spray nasale cnpewn Hasa/ibHbIn

54, supp. suppositorium CBeYa, CynnosnTopuit
55. susp. suspensio CycneH3usa, B3BeCb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOUKK

59. STT Systema Therapeutica Transcutanea Tep;-::::vileepcﬂ:aa:z:aciema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKa

MpunoxkeHne N 2

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMUSA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H



®OPMA PELENTYPHOIO B/IAHKA N 107-1/Y

MWHUCTEPCTBO 34paBoOOXpaHeHMA Poccuiickom Kog dopmbl no OKY/
depepauunm Kog yuperxkgenua no OKMO

MeAanumMHCKas A0KyMeHTaums

HavmeHoBaHMe (wTamn) ®opma N 107-1/y

MeAMLMHCKOW opraHu3aLmm YTBEpKAEHa NpUKa3om
MWHWUCTEPCTBA 34paBOOXPaHEHUA
Poccuintckoit ®epepaumm

0T 24 HoAGpA 2021 r. N 1094H
HavmeHoBaHMe (WTamn) MHAMBUAYAIbHOTO

npeanpuHMmaTens (ykasaTtb agpec, Homep U
0aTy NLEH3MN, HAMMEHOBaHWe opraHa
rocy4apcTBeHHOM BAACTH, BblAABLIErO
JIMLEH3MI0)

PELIENT
(B3poCAbIi, AETCKUI - HYXKHOE NOAYEPKHYTD)
v 20 .

damunua, MHUUMNANbl UMEHU N OTHECTBA (nocne,u,Hee -npu HaJ'IVI‘-IVIVI)
nayneHTa

JaTa poxaeHua

damnnuns, MHULMANbl UMEHW M OTYEeCTBa (MociegHee - NPU HANNYUK)
Nevyallero Bpaya (benbawepa, akywepku)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Mognuceb M.I.

M neyaTb sievallero Bpaya
(noanuce denbaliepa, akyLIepKku)

Peuent mericrBuTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOE NOOUEPKHYTH) (ykaszaro
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KOJIMUECTBO IHEM)

Ob6opoTHasA cTopoHa

OTMeTKa 0 Ha3HaYeHUN NEeKAPCTBEHHOIO
npenapara rno pelleHnto BpayedbHon Komuccum

Mpurotosun Mposepun OTnyctun

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

MWHUCTEPCTBO 34paBoOXpaHeHma Poccuiickom Kog ¢dopmbl no OKY/, 3108805
depepauun MeamnumMHCKan 4oKyMeHTaums
dopma N 148-1/y-88
HanmeHoBaHue (wtamn) YrBepsKAeHa NPUKa3om
MeAMUMHCKOI opraHusaLnm MUHUCTEpPCTBa 34paBOOXPaHEHNA

Poccuinckoit depepaumm
oT 24 HoAbpA 2021 r. N 1094H

HavmeHoBaHMe (WTamn) MHAMBUAYANBHOIO
npeanpuHUMaTens

(yka3aTb agpec, Homep 1 AaTy AMLEH3UN,
HaMmeHoBaHMe opraHa rocyapcTBeHHOM
BNACTU, BblAABLUErO NLEH3UIO)

e | | | ][] L) 0L L L

PELEENT no 20 .

(aaTa obopmneHus-peuenta)

(B3pocCAbii, AETCKUI - HYKHOE NoAYEPKHYTb)

damunua, UHUUMNANbl UMEHU N OTHECTBA (nocnep,Hee -npu Ha/'IM‘-IMM)
nayneHTa

JaTta poxaeHua

Appec mecta xutenbctsa mam N MEAMLI,MHCKOﬁ KapTbl aM6ynaTopHoro nayneHTa, nony4yatouwiero
MegnuUnHCKYo nomoluib B aM6ynaTopr|x YyCnoBuAax

damnnuna, MHULMANbl UMEHW M OTYecTBa (NociegHee - NPU HaNNYMK)
Nevallero Bpaya (benbawepa, akywepku)
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MNoanuck 1 neyaTb nevallero Bpaya M..
(noanuch dpenbawepa, akywepKku)

PeuenT aencreuTteneH B TedeHue 15 aHen

O6opoTHasA CTOpoHa

OTMmeTKa 0 Ha3HaYeHWM JIeKapCTBEHHOTO
npenapara no peleHnto BpayebHo KoMUCCcUm

Mpurotosun Mposepun OTnyctun

®OPMA PELIENTYPHOIO B/TAHKA N 148-1/Y-04(N)

MWHUCTEepPCTBO 34paBOOXPAHEHMA YTBEPXKAEHA
Poccuiickon degepauymm MECTO AN npm:as:ngl;AXM::iTs;:TBa
LUITPUXKOLL APaBOOXP
A <*> Poccuinckon ®epepaumm
oT 24 HoAGBps 2021 . N
1094H
Wramn
Kog,

MeANLMHCKON opraHmn3aumnm

LWTamn
Kog,

NMHANUBUNAOYANbHOIO NpeanpuHNmaTena




Koz dopmbl no OKY/, 3108805

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

Kog Kog, Ho3010rnyeckol NCTOYHUK GMHAHCUMpPOBAHMA:
KaTeropum dopmbl (no MKB) (nopuepKHyTb)
rpakgaH % onnarbl:
1. ®epepanbHblil BroaxeT (noguepkHyTb)
2. BrogxkeT cybbekTa Poccminckoit
dPepepaumnm
3. MyHUumMnanbHbIN BlogkeT
1. becnnaTtHo
2.50%
3. MHO %
PELENT Cepun N [ata obopmnenHus: 20 .

damunns, MHUUMANbI MMEHW U oTdyecTBa (nocnegHee - npu
HaNMYMK) NaumeHTa

[ata poxaeHua

CHUNC

N nonuca

CTpaxoBaHUA:

obAsaTenbHoro
MeAMNLNHCKOro

Homep Me,D,VILI,VIHCKOVI KapTbl NnauneHTa, noayvyarowero meanumnHCKyroO noMmoLlb B aM6yﬂaTOprIX

YCNoBuUAX

damnnuns, MHULMANbI UMEHW M OTYeCTBa (NociegHee - NPU HANNYUK)
Neyallero Bpaya (denbawepa, akywepku)

Py6.

Kon. 2 o

MoAnuch M NeyaTh Nevallero Bpaya
(noanuce denbaliepa, akyLiepKku)

PeuenT aelictButeneH B TedyeHue 15 gHelt, 30 gHeld, 90 aHel (HYKHOE NOAYEPKHYTh)
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OTnyweHo no peuenTy:

Toprosoe HaMmeHoBaHWE N [03MPOBKa:

[aTta otnycka: " " 20 Konunyecrso:
Mpurotosun: Mposepwunn: Otnyctun:
(nMHKUA oTpbIBa)
KopeluoK peuenTypHoro 61aHka Cnocob npumeHeHusA:
HauMeHOoBaHMe MpoJoNKUTENBHOCTD aHen
JIeKapCTBEHHOrO Npenapara:
Jo3upoBska: Konnyectso npnemos B AeHb: pa3
Ha 1 npuem: en.

<*> B cny4dyae MU3rotossieHUA peuenTtypHoro 6naHKa C WMCNo/sb30BaHMEM KOMMNbKOTEPHbIX

TEXHOJIOTUN.

O6opoTHasA CTOpoHa

OTmeTKa 0 Ha3Ha4YeHWM IeKapCTBEHHOIO
npenapara no pelleHnto BpayebHo KOMUCCUK

Mpurotosun

MNposepun

Otnyctun

NoPALOK

MpunoxkeHne N 3

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMUA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H

OPOPMEHNA PELLENTYPHbIX B/IAHKOB HA IEKAPCTBEHHbIE MPEMAPATDI,

MXYYETA U XPAHEHUA



I. OpopmneHue peuenta Ha GymaxkHOM Hocutene

1. Ha peuentypHbix 6naHKax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBOM BepxXHem yray
NPOCTaBAAETCA WTAaMN MegULMHCKOM OpraHM3aumnn C yKkasaHMeM ee HauMeHOBaHUSA, agpeca u TenedoHa c gaTon
BbINMUCKK (AaTol opopMaeHUNs) pelenTa Ha IeKapCTBEHHbIW Npenapar.

HononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasasieTca Koh, MeAMLMHCKOM
opraHu3aumnmu B cootTBeTcTBUMN ¢ OCHOBHbIM roCyAapCTBEHHbIM PErUCTPALIMOHHBIM HOMepPOM (aanee - OTPH).

Cepusa peuenTtypHoro 61aHKa ¢popmbl N 148-1/y-04(n) srkatoyaer kog cybbekta Poccuiickon depepaumu,
COOTBETCTBYIOWMI ABYM nepBbiM Lmdpam OB6LEpOCCUIiCcKoro Knaccudukatopa ob6beKToB agMUHUCTPATUBHO-
TeppuTopUnanbHoro aenexHus (aanee - OKATO).

PaspelwaeTtca M3rotasaMeaTb peuenTypHble 6aaHkn dopmbl N 107-1/y n dopmbl N 148-1/y-04(n) c
MOMOLLbIO KOMMbIOTEPHbIX TEXHOIOTUA.

PeuenTypHble 6naHKkn ¢dopmbl dopmbl N 148-1/y-88 M3roTaBAMBAIOTCA MUCKAOYMUTENbHO TUMOrpadCcknum
cnocobom.

2. Ha peuenTypHbix 6n1aHKax, odopmMasiembiXx WMHAMBUAYANbHBIMU NpesnpUHUMATENAMMU, VMEIOLLMMMU
JMUEH3NIO HA MEAULMHCKYIO AeATe/NbHOCTb, B BEPXHEM JIeBOM Yy TUnorpadpckum cnocobom wuau nytem
NPOCTaB/eHNA LWTamna [O/MKEeH OblTb yKasaH afApec MHAWBUAYANbHOrO NpeanpuUHUMATens, Homep W gaTa
NUEH3UKN, HAMMEHOBAHME OpraHa rocy4apCTBEHHOM BIACTH, BbIAABLUETO IMLEH3UIO.

3. PeuentypHble 6naHkM dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHATCA MeANLNHCKUM
pPaboTHMKOM YEPHUAAMMN AN LLIAPUKOBOM PYYKOIA.

4. NonyckaeTca opopmaeHne BCEX PEKBM3IUTOB (3a UCKAOYEHMeM pekBu3MTa "lMognuck nevallero spaya
(noanuch penbawepa, akywepkn") peuentypHbix 6n1aHkoB dopmbl popmbl N 107-1/y, dopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) c ucnonb3oBaHWEM NeYvaTatoLmx YCTPOWCTB.

5. OpopmneHune peuenTypHbix 61aHKoB dopmbl N 148-1/y-04(n) BKkNtoyaeT unudpoBoe KoanposaHue.
LUndposoe KoanpoBaHMe yKasaHHbIX PeLLENnTYPHbIX 61aHKOB BKAOYaET:

1) Koa, meguuMHCKoM opraHmsaumnmn (OTPH) unamn Koa nHANBUAYaNbHOIO NpeAnpuHUMaTENs B COOTBETCTBUM
¢ OCHOBHbIM rOCYAapPCTBEHHbIM PErnucTpauMOHHbIM HOMEPOM MHAMBUAYaSbHOro npeanpuHumatens (panee -
OTrPHWIM), npoctaBasemblii NPU U3roTOBAEHUM peLenTypHbIX 61aHKOB;

2) Ko, KaTeropuu rpaxkaaH, MMetowmx NpaBo Ha NoyYeHMe NeKapCTBEHHbIX NPENAPaToOB B COOTBETCTBUM CO
ctatbent 6.1 degepanbHoro 3akoHa ot 17 utona 1999 r. N 178-®3 "O rocyaapcTBeHHOM couManbHOW nomowm"
<1>, u Koa Ho30/10rMYeckon popMbl No MeKAyHapPOAHOM CTAaTUCTUYECKOM KnaccuduKkaumm 6onesHen u npobnem,
CBA3AHHbIX CO 3a0poBbem (10-i1 nepecmoTp) (aanee - MKB), 3anosHaemble AevaliMm Bpavyom NyTem 3aHECeHUs
KaXaoM umMdpbl B NyCTble AYENKM, NPM STOM TOUKA NPOCTABAAETCA B OTAE/bHOM AYENKE;

<1> CobpaHue 3akoHogaTenbcTBa Poccuiickont Pepepaumm, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

3) oTmeTKy 06 MCTouHMKe duHaHcuMpoBaHuA (dbeaepanbHbin brogxkeT [1], 6roaXKeT cybbeKTa Poccuinckoi
depepauum [2], mMyHMUMNanbHbIY 6toaxkeT [3]) M NnpoueHTe onnaTthl peuenTa (6ecnnaTHo [1], 50% [2], uHoi % [3]);

4) WTPUX-KOA - AONOAHUTENbHBIN PEKBU3UT (B CNyYae U3rOTOBAEHMA Ha TeppUTOpUN cybbekTa Poccuinckol
depepaumm peuentypHoro 6aaHKa ¢ UCNOAb30BaHNEM KOMMbIOTEPHbIX TEXHONOTUIA).
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6. B peuenTtypHbix 6naHkax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damumnns, nHmumanbl
MMEeHW 1 oT4YecTBa (nocaegHee - NpU HaAMYUK) NaumeHTa" yKasbiBatoTca Gammana, UHULMaAbI UMEHUW W OTYECTBa
(nocneaHee - Npy HaAMUYUK) NaUMeEHTa.

7. B peuenTypHbIx 61aHKax popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[arta poxaeHus"
yKa3blBaeTca AaTa pPoXKAeHUA naumeHTa (Ymcno, mecau, roa).

JononHnTtensHo B peuentypHbix 61aHKax popmbl N 148-1/y-88 n popmbl N 107-1/y ana aeteir B Bo3pacre
0o 1roga s rpade "[data poxaeHua" yKasblBaeTCs KOJIMYECTBO NMOJIHbIX MECALIEB.

8. B peuentypHbix 6naHKax ¢opmbl N 148-1/y-04(n) B rpadax "CHWU/AC" u "N nonuca obasatenbHOro
MeAMUMHCKOro CTpaxoBaHMA" yKasblBAlOTCA CTPAXOBOW HOMEP MHAMBUAYANbHOMO NINLLEBOMO CHeTa rpaXKaaHuHa B
MeHcMoHHOM ¢oHae Poccuiickoit dPepepaumm (CHUNAC) (npu HanMumm) M Homep nonuca o06s3aTeNbHOro
MeAMLMHCKOro CTpaxoBaHus.

9. B peuentypHbix 6aaHkax ¢opmbl N 148-1/y-88 B rpade "Aapec mecta KuTenbCTBa WAM HOMep
MeAMLMHCKOW KapTbl MALMEHTA, MOJyYatoLLero MeauumHCKyo NomoLLb B aMbynaTopHbIX ycaoBuax", ykasbiBaeTca
MoYTOBbIM afpec MecTa KUTenbcTBa (MecTa nNpebbiBaHMA UM MecTa paKTUYECKOro NPoXKMBaHMWA) NauneHTa Uam
HOMEP MeAUUMHCKOM KapTbl NauMeHTa, NOAYYatoLLEero Mea L MHCKY0 NOMOLLb B aMbBy1aTOPHbIX YCIOBUAX <2>,

<2> Mpwukas MuHuUcTepcTBa 3gpaBooxpaHenmna Poccuinckoin ®Pegepaunm ot 15 aekabpa 2014 r. N 834H "06
YTBEPXKAEHUN YHUPULMPOBAHHBIX GOPM  MEOMULMHCKOM [AOKYMEHTaLMM, MUCNOJb3yeMblX B MeOMULMHCKMX
OpraHM3aumaAX, OKa3bIBAOWMX MEAULMHCKYIO NOMOLWb B ambynaTopHbIX YCAOBUAX, M MNOPALKOB NO MX
3anonHeHuo" (ganee - Npukas N 834H) (3apermucTpmpoBaH MUHUCTEPCTBOM tocTULMK Poccuiickon Pepepaupm 20
deBpans 2015 r., perucrtpaymoHHbii N 36160) ¢ M3MEHEHWAMMU, BHECEHHbIMW MpPUKasamMn MUHUCTEPCTBa
34paBooxpaHeHus Poccuiickon Pegepauymm ot 9 sHeapsa 2018 r. N 2 (3apernctpmposaH MUHUCTEPCTBOM HOCTULLNK
Poccuiickonn depepaumn 4 anpena 2018 r., peructpaymoHHbii N 50614), ot 2 Hoabpa 2020 r. N 1186H
(3apernctpuposaH MuHucTepcTBom toCTUUMM Poccuitickont ®egepaunn 27 Hoabpa 2020 r., perncTpaumoHHbin N
61121).

YKaszaHue u agpeca mecCta XUTENbCTBa U HOMEpPa ME,CI,VILI,MHCKOVI KapTbl NauuWeHTa, nojay4vakoulero
MegNUNHCKYHO NOMOLLDb B aM6yﬂaTOprIX YCNnoBUAX, HE ABNAETCA OLINBKOMN.

B peuenTypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep mMeaMUMHCKOM KapTbl NauMeHTa,
NO/IYYaloWero MeauLMHCKYIO MOMOLLb B ambynaTopHbIX YCA0BUAX" YKa3blBAeTCA HOMEP MeOMULMHCKOW KapTbl
naupyeHTa, NoNY4YaloLLEero MegmLMHCKY0 NOMOLLb B aMmbynaTOPHbIX YCI0BUAX <3>.

<3> Mpwukas N 834H.

10. B rpade "damumanma, MHULMANLI UMEHW M OTYecTBa (nocneaHee - MpPU Ha/AMuMM) Nedyalero Bpaya
(denbalwepa, akywepkn)" peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) yKasbisatoTcs
NONHOCTbI0O GamuAWA, UHUUMANbI MMEHM, OTYecCTBa (nocneaHee - NPU HaAUMYUMU) MEOUUMHCKOrO PaboTHMKa,
Ha3HaYMBLUIEro JIeKapCTBEHHble NpenapaTbl U 0GOPMUBLLETO PeLEenT.

11. B rpade "Rp" peuentypHbix 6naHkos dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) yKka3biBaeTca:

1) HaMmeHOBaHMe fneKapCTBEHHOro npenapata (MeKAyHapoAHOe HenaTeHTOBaHHOe HauMMeHoBaHue,
rPynNnNMpPoOBOYHOE MAM XMMMYECKOEe HaMMeHOBaHWe, TOProBoe HaMMeHOBaHMe) Ha NAaTMHCKOM A3blKe WMAM Ha
pYCcCKOM f3blke, GpopMa BbiMyCKa, A03MPOBKA, KOAMYECTBO (yKasblBaeTcA MPOMUCHbI0 Ha peuenTypHom 6aHKe
dopmbl N 107/y-HN);

2) cnocob npuMeHeHMA NeKapCTBEHHOro npenaparta Ha rocyaapcTBeHHOM fA3blke Poccuiickon Peaepaumm
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WX Ha rocygapcTBeHHOM f3blike Poccuiickoit epepaummn 1 rocygapcTBeHHOM fA3blKe pecnyb/MK U UHbIX A3blKax
HapogaoBs Poccuiickoit Pepepaunm <4>,

<4>Yactb 1 ctatbm 15 3akoHa Poccuiickon Pepepaunm ot 25 oktabpa 1991 r. N 1807-1 "O a3biKax HapoaoB
Poccuiickoinn depepauun" (ganee - 3akoH N 1807-1). (BegomocTn cbesna HapoAHbix aenytatoB PCOCP wu
BepxosHoro CoseTta PCOCP, 1991, N 50, c1. 1740; CobpaHue 3akoHogaTenbcTBa Poccuinckoit Pegepaumm, 1998, N
31, cT. 3804).

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma nyHKTOB AaHa B COOTBETCTBUMN C 0DULMAJIbHBIM TEKCTOM AOKYMEHTA.

13. Mpu odopmaeHnn peuLenTypHbix O/aHKOB 3anpeLlaeTcd OrpaHMYMBaTLCA OOLWMMM YKasaHUAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

14. PeuenT, odopmieHHbIA Ha peuentypHom 6naHke ¢popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
NoAnNUCbIBAaETCA MeAUUMHCKMM PabOTHUKOM U 3aBEPAETCA €ro nevaTbio.

PeuenT, odopmneHHbIM Ha peuentypHom 6GnaHke ¢opmbl N 148-1/y-88 u dopmbl N 148-1/y-04(n),
OONO/IHUTE/IbHO 3aBepAETCA NeYaTbio MegUUMHCKOM opraHmnsaumn "Ons peuentos'.

Ona peuenta, opopmieHHOro Ha peuentypHom 6naHke ¢opmbl N 107-1/y, Hannume nevatn "[Ans
peLenToB" He ABNAETCA 06A3aTENbHBIM.

15. Ha oaHom peuentypHom 6naHke ¢opmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetca
OCYLLEeCTBAATb Ha3HAYeHMe TO/IbKO OAHOro HaMMEHOBAHMA IEKAPCTBEHHOrO NpenaparTa.

Ha ogHom peuentypHom 6naHke ¢dopmbl N 107-1/y paspeluaercs OCYLLECTBAATb Ha3HayeHWe TONbKO
OfIHOrO HaMMEHOBaHMA JIEKAPCTBEHHOrO MnpenapaTta, oTHocAwerocs No ATX K aHTUMNCUXOTUYECKMM cpeacTBam
(kog NO5A), aHKkcumonuTnKam (kog NO5B), CHOTBOpPHbIM M ceaaTUBHbIM cpeacTBam (Kog NO5C), aHTuaenpeccaHTam
(kog, NO6A) 1 He nognerkallero NPeaMeTHO-KOIMYECTBEHHOMY YYETY, U A0 TPEX HAMMEHOBAHUIN IEKAaPCTBEHHbIX
npenapaTos - A1A UHbIX EKAPCTBEHHbIX MPEnapaToB, HE OTHECEHHbIX K BbllleyKa3aHHbIM ATX.

16. UcnpasneHuna B peuenTe He A0NYCKAtOTCA.

17. Npn odpopmneHnn peuenTypHbix 6naHkos ¢dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) Ha
NleKapCTBEHHblE MpenapaTbl, Ha3HAYeHHble MO peleHnto BpavyebHOM KoMUCCUM, HA obopoTe peuenTypHOro
61aHKa CTaBMTCA cneumanbHas oTMeTKa (lTamn).

18. Ha peuenTtypHom 6naHke dopmbl N 148-1/y-04(n) BHM3Yy MMeeTCA AMHMA OTPbIBA, pasdensaowasn
peLenTypHbIi 61aHK M KOPELLIOK.

Kopelwok oT peuenTa, opOPMIEHHOrO Ha YKasaHHOM peLenTypHOM 61aHKe, BblgaeTca naumeHTty (ero
3aKOHHOMY MpeacTaBMTeN0) B anTeYHOW OpraHM3auMu, Ha KOpellKe AenaeTcd OTMETKAa O HaMMEHOBaHMM
NeKapCTBEHHOro NpenapaTta, 403MPOoBKe, KO/MYecTBe, cnocobe NpumeHeHus.

Il. OpopmneHue peuenTa B popme 3/1eKTPOHHOTO AOKYMEHTA

19. Peuent B ¢dopme 3N1EKTPOHHOrO [OKYMEHTA, MNOAMMCAHHOIO YCUAEHHOW KBannULMPOBaAHHOWM
3NIEKTPOHHON MoAnucblo, GOPMUPYETCA MEAMUMHCKMM PabOTHUMKOM, CBEAEHMA O KOTOPOM BHECEHbl B
benepanbHbI PETUCTP MEANLMHCKMX PabOTHUKOB <5>, a TaKKe Mpu YCAOBUWU PerucTpauumn MeamnumHCKon
OpraHM3aumMn, B KOTOPON odopmnseTcs peuenT, B deaepanbHOM peectpe MegULMHCKUMX OpraHu3aumin <6>
eANHON rocyAapCTBEHHOM MHPOPMALMOHHOM cucTembl B cdepe 34paBOOXPaHEHMA W MNOAKNHOYEHMA TaKoM
MEAMUMHCKON OpraHusauumM K rocygapCTBeHHOW WMHPOPMAUMOHHON cucTeme B chepe 34paBOOXPAHEHMA
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cybbekTa Poccuitickoin Pepepaunm <7>.

<5> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickoit
depepauum, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbM 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaaTenbcTBa Poccuitckol
depepaumu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cratbm 91 n 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHoAaTenbCTBa Poccuitckol
depepaumu, 2011, N 48, cT. 6724).

20. Mpn odopmneHmn peuenta B Gopme 3NEKTPOHHOTO AOKYMEHTA HA JIeKAPCTBEHHble MpenapaThl,
YKa3aHHble B NyHKTax 9 u 11 lMopAaaKa Ha3Ha4YeHMA NeKapCTBEHHbIX NpenapaTos, YTBEPXKAEHHOro HaCTOALLMM
NPWKa3oM, 1 OTNyCKaemble 33 NOJIHYIO CTOMMOCTb, 3aMO/IHAIOTCA CieAyloLune PEKBU3UTDI:

1) Koa cybbvekta Poccuiickot depepaumm no  OKATO, onpeaenaiowmin  rocyaapCTBEHHYIO
MHPopMaLMOHHYIO cuctemy B cdepe 34paBooxpaHeHua cybbekTa Poccuiickon depepaumm, B KOTOPOM
chopmmpoBaH peLenT B Gopme 3/1eKTPOHHOTO LOKYMEHTa;

2) HaMmeHOBaHWE MeAMLMHCKOM opraHusaumu, agpec, TenedoH uan Gamuama, UHULMaNbI UMEHU U
oTyecTBa (nocneaHee - NPW HaNUYMM) WHAMBUAYANLHOTO NpPeANpPUHUMATENA, WMEIOWEro /UUEH3UI0 Ha
MeANUMHCKYIO AeATeNbHOCTb, ero aapec;

3) OFPH topuguyeckoro nunua (MeauuMHcKon opraHusaumu) wuam  OFPHUMN  wnHamMBuAyanbHoOro
npeanpuHUMaTens;

4) paTta opopmaeHnna peLenTa (YKasbliBaeTca YMCN0, Mecal, rog);

5) pAata OKoHuyaHusA gencteus peuenta (popmupyeTtca rocygapcTBeHHoM MHPOPMALMOHHON cUCTEMOWN B
cdepe 3gpaBooxpaHeHUs cybbeKkTa Poccuiickont degepaumm B COOTBETCTBUM CO CPOKaMM AelcTBUA peuentos: 15
AHen, 30 aHeld, 60 aHel, 90 aHel, go 1 roaa);

6) YHWKaNbHbIN HOMep peuenTta (bopmupyeTca rocygapcTBEHHOW MHPOPMALMOHHOM cuctemon B chepe
34,paBoOOXpaHeHnA cybbeKkTa Poccuitickon depepaunmn n obecnevmBaet 04HO3HAYHYO MAEHTUMKALMIO peLenTa B
dopme 3/1eKTPOHHOro AOKYMeHTa B codeTaHum ¢ OKATO, OFPH nan OTPHUN);

7) otmeTkM "cito" (cpouHo) nnm "statim" (HemeaneHHo) Npyn HEOBXOAMMOCTU CPOYHOIO NN HEMEAIEHHOIO
OTNyCKa NEKAPCTBEHHOrO NpenapaTta NauueHTy;

8) agpec naumeHTa (yKasbiBaeTcA MOYTOBbIM aZpec MecTa »KUTenbcTBa (mecTa npebbiBaHWUA WAM MecTa
baKTUYECKOro NPOXKMBaAHWUA) C YKazaHWEM MHAEKCa, HAMMEeHOBaHUA Kpas, ob6aactu, pecnybankn, aBTOHOMHOMO
OKpyra 1 MHoro cybbekta Poccuiickoit Pegepaumm, HAMMEHOBAHWUA HACEEHHOTO MYHKTAa, HAMMEHOBaAHUA YANLbI
(npocnekTa, nepeyska, npoesga), Homepa AomMa (C yKasaHMem Kopnyca, Npy HaiMuymm), HoMepa KBapTupbl);

9) Homep 3NEKTPOHHON MeAMLMHCKOM KapTbl MauMeHTa B rocyAapcTBeHHOM MHGOPMALMOHHON cucTeme B
chepe 3apaBooxpaHeHmsa cybbekTa Poccuiickoli egepaumnu;

10) dammana, umaA, oT4ecTBO (NocneaHee - NPU HaANMYUK) NALMEHTA NONHOCTbLIO;

11) pata poKaeHua nauueHTa (yKasblBaeTcs YMCIO, Mecal, rod), Ana aeteit Ao 1 roga AONOAHUTENBHO
YKa3blBAETCA KOMIMYECTBO NOJIHbIX MECALEB;

12) dpammauns, MHUUMANbI MMEHW M OTyecTBa (nocnegHee - NpPU HAAMUYMM) MEAULMHCKOrO paboTHUKa
NONHOCTbIO;
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13) HaMmeHOBaHMe J/ieKapCTBEHHOro npenapata (Me)KAyHapoAaHOe HemaTeHTOBaHHOe HauMeHOBaHWe,
rPYnnMpPOBOYHOE MAM XMMWUYECKOE HauMeHOBaHMe, TOProBoe HaumeHOBaHWe), A03MPOBKa, Gopma BbiNycKa,
KO/IMYecTBO (BCe NO3MLLMM YKa3bIBaOTCA HA PYCCKOM A3bIKe);

14) cnocob npMmeHeHWs eKapCcTBEHHOTO NpenapaTa Ha rocyapcTBEHHOM fA3blke Poccuiickoin Geaepaunn
WX Ha rocyapcTBEHHOM s3blke Poccuiickol deaepaumm 1 rocygapCcTBEHHOM A3blKe PECnyb/IMK U UHBIX A3bIKaxX
Hapogos Poccuiickoit Pepepaunm <8>;

<8> Yactb 1 crtatbu 15 3akoHa N 1807-1 (BegomocTu cbesaa HapoAHbix AenytatoB PCOCP 1 BepxoBHOro
Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHune 3aKkoHoaaTenbcTBa Poccuinckont ®egepauymm, 1998, N 31, cr.
3804).

15) pOKyMeHT, noATBeprKAalolWMii HasHa4YeHWe JIeKapCTBEHHOrO npenaparta Mo peleHuo BpayebHol
KOMUCCUN MEeLAMULMHCKON OpraHM3aumm;

16) oTMeTKa 0 Ha3Ha4YeHWUM IeKapCTBEHHOrO Npenapara no peleHnto BpavebHoN KOMUCCMM MeANLIMHCKON
OpraHuMsaumMmM B CAy4Yasx, YKasaHHbIXx B ab3aue BTOpoM MyHKTa 6 [opsAKka HasHAYeHMsA JIeKapCTBEHHbIX
npenapaTos, yTBEPHKAEHHOTO HACTOALLMM NPUKA3OM;

17) oTmMeTKa o cnewLmanbHOM HasHaYeHMM JIeKaPCTBEHHOro NpenapaTa (3anoiHAeTca B C/ly4anX, YKasaHHbIX
B MyHKTax 15 v 24 MopszKa HazHauYeHUs IeKapCTBEHHbIX MPENnapaTos, YTBEPKAEHHOIO HACTOALLMM NPUKA3oM);

18) oTmeTKa O cMeuMaNbHOM Ha3HAYeHMM JIEKAPCTBEHHOrO Mpenapata MauuMeHTy ¢ 3abosieBaHuveMm,
TPebyWMM AANTENbHOTO KYPCOBOMO JIeYeHUn (3anosHAeTca B C/yyae, YKasaHHOM B NyHKTe 23 [opsgka
HasHauyeHWs JIeKapCTBEHHbIX NPENapaToB, YTBEPMKAEHHOrO HACTOSLWMM MPUKA3OM) C MpoCTaBAEHMEM
NepuoaNYHOCTM OTNYCKa IEKAPCTBEHHOTO Npenapara;

19) npu odopmneHun peuenta B Popme 3SNEKTPOHHOTO AOKYMEHTA Ha JIeKapCTBEHHble NpenapaThbl,
YKa3aHHble B NoAanyHKTax 2 - 5 nyHKkta 9 m nyHKte 11 lopagKa HasHAYyeHMA NeKapCTBEHHbIX MpenapaTos,
YTBEPKAEHHOrO HaCTOAWMM MPUKA3oM, T[paxgaHam, WMelwWMm npaBo Ha becnnatHoe nosyyeHue
NeKapCTBEHHbIX NPENAPATOB WM NONyYeHUE NIEKAPCTBEHHbIX NPENAPaATOB CO CKMAKOW, 3aMONHAOTCA PEKBU3UTDI,
npeaycMoTpeHHble noanyHKTamu 1 - 18 HacToAWwEero NyHKTa, a TakKe c/iefylolume pekBU3NTbI:

a) KaTeropus rparkaaH, MMeoLWMX NpPaBo Ha MoJiyYeHMe JIeKAaPCTBEHHbIX MPenapaTtoB B COOTBETCTBUM CO
ctatbent 6.1 degepanbHoro 3akoHa ot 17 utona 1999 r. N 178-®3 "O rocyaapcTBEHHOM coumManbHOW nomowm"
<9>;

’

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickon Peagepaumm, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

6) Koa Ho3onormyeckon popmbl no MKE;

B) UCTOYHMK PUHaHCKpoBaHMA (1 - beaepanbHbI BloaxkeT, 2 - 6oaxKeT cybbekTa Poccuiickolt deagepaumm,
3 - MyHUUMNaNbHbIN BroaxKeT);

r) pasamep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - MHOI %);

[l) CTPaxoBoi HOMEpP MHAMBMAYANbHOIO NNLLEBOrO CYETa rpaxgaHuHa B MeHcMoHHOM dpoHae Poccuiickoi
depepauum (npm Hanmnumm) (CHUNC);

e) HOMeEpP nosnca obA3aTeNbHOro MeaNUNHCKOTO CTpaxoBaHUA.

21. Mpu NpocTaBAeHUN OTMETKM, yKasaHHOM B noAnyHKTe 16 nyHKTa 20 HacTosawero MNopagKka, peuent B


consultantplus://offline/ref=93CF7B58D2683E3FFC04AEEC8972219145022BDDECFC4CF75EA875D9AB2F3C1B7E8D00C1EE75AA6CEC8F494D46E758C0E97C1AD5687057DB34N1F
consultantplus://offline/ref=93CF7B58D2683E3FFC04AEEC89722191420B2ADEEAF44CF75EA875D9AB2F3C1B7E8D00C2EE7EFE34A8D1101E05AC55C7F0601AD237N4F
consultantplus://offline/ref=93CF7B58D2683E3FFC04A7F58E1374C24B0D2ADFE4F046AA54A02CD5A928334469984995E377AD7BEC81031E02B035N7F

dopme 3/1IeKTPOHHOro AOKYMEHTa MOANWUCHIBAETCA YCUAEHHOM KBanUULMPOBAHHOM 3N1EeKTPOHHOM MNOAMMUCHIO
npeacenatens Uan cekpetapa BpayebHOM KOMUCCUM MEeANLMHCKON OpraHu3aumm, Npu NpocTaBAeHUN OTMETOK,
YKasaHHbIX B noanyHkTax 17 u 18 nyHkTa 20 HactoAuwlero lMopsigKa, - YCUAEHHbIMU KBaJINPULUMPOBAHHbBIMM
3/IEKTPOHHbIMU NOAMNCAMM COOTBETCTBYHOLLNX MEANLIMHCKUX PAabOTHUKOB.

22. Mo TpeboBaHMIO NALMEHTA UM €ro 3aKOHHOrO npeactaButTens oGoOpPMAAETCA IK3EMNAAP peuenTta B
dopMe 3/1eKTPOHHOIO AOKYMEHTA Ha BymaXKHOM HocuTene ¢ OTMETKOM "[ly6/iMKaT 3/1eKTPOHHOTO AO0KYMEHTa".

I1l. YueT peuenTypHbIX 61aHKOB (32 UCKAIOUEHMEM peLenTypHbIX
6naHKos no ¢popme N 107/y-HM "CneuymanbHblii peuenTypHblii 6naHK")

23. Yyet peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), nsrotaBameBaembix
Tmunorpadckum crniocobom (ganee - peuentypHble B6aaHKKW, NoAsiexallme y4eTy), OCYLIeCTBAAETCA B KypHaiax
yyeTa, MPOHYMEPOBAHHbIX, MPOLIHYPOBAHHbIX W CKPEMAEHHbIX MOAMNUCHIO PYKOBOAMTENA W  Me4YaTbio
MeAMLMHCKOW OpraHM3auumn uav MNoANUCbI0 UHAWBUAYANbHOTO NPEeANnPUHUMATENS, UMEIOLWEro JIUMLEH3UI0 Ha
MeAMNLMHCKYIO AeATe/IbHOCTb.

24. ¥ypHan yyeTta peuenTypHbix 61aHKkos dopmbl N 107-1/y cogepuTt cneaytowme rpadbi:
1) Homep no nopAAKy;

2) B pasgene "Mpuxoa":

a) AaTa perncTpauuu 4OKYMEHTa, NOATBEPKAAIOLWErO NOCTYNAEHWE;

6) Homep ¥ gaTa AOKYMEHTa, NOATBEPKAAOLLEro NOCTYyNAeHNe, HAMMEHOBaHWe NOCTaBLUMKA;
B8) obLyee KOAMYECTBO NOCTYNUBLLMX PeLenTypHbIX 61aHKOB;

I') d)aMMJ'IVIFI, MHUNUnanbl MUMeHU N OTYECTBA (nocnep,Hee - npu HaJ'IM‘-IMVI) M nognmncb OTBETCTBEHHOrIO
MmegununHCKoro p360THVIKa, nonyymseLllero peuenTypHble 61aHKM OT NOCTaBLWMKA,

3) B pasgene "Pacxoa':
a) AaTa BblAa4YuM peLenTypHbIX 61aHKOoB;
6) KONMYECTBO BbIAAHHbIX PELLENTYPHbIX 61aHKOB;

B) GaMunauA, MHMLMANLI UMEHM U OTYecTBa (NocnegHee - NPW HaAUYMKM) OTBETCTBEHHOrO MEAMLIMHCKOro
paboTHUKA, NONYYNBLUETO PELLENTYPHbIE BAAHKMK;

I') noanncb OTBETCTBEHHOIO MeEAUUUNHCKOIO pa6OTHMKa, nonyynsLllero peuenTtypHbie 6I'IaHKVI;

4) cbammnvm, MHUUMNANbl UMEHN N OTHECTBa (nocnep,Hee - npu Ha/'IM‘-IMM) M nognmcb OTBETCTBEHHOIO
megununHCKoro pa6OTHVIKa, BblAaBLUEro peuenTypHble 6J'IaHKM,'

5) ocTaToK peuenTypHbIX 61aHKOB.

25. ypHan y4yeTa peuentypHbix 6naHKoB dpopm N 148-1/y-88 u N 148-1/y-04(n) coaepxuT cneayolme
rpadbl:

1) Homep No NOpPAAKY;
2) B pasgene "Mpuxoa":

a) AaTa perncTtpaunmn JoKymeHTa, noareepxaatowero nocrynneHune,



6) HoMep M aaTa AOKYMEHTa, MOATBEPKAAIOLLEro NOCTYNAeHNe, HAMMEHOBaHME NOCTaBLLNKA;
B) 0bLee KoMYecTBO NOCTYMNUBLLINX PEeLEenTyPHbIX 61aHKOB;

r) cepun 1 Homepa peLenTypHbiX 61aHKOB;

A1) KOIMYEeCTBO peLenTypHbIX 6/1aHKOB N0 CepUAM;

e) damunusa, MHUUMaNbl MMEHU W oTdyecTBa (mocneaHee - NPU HaAMYMM) U NOANWUCH OTBETCTBEHHOrO
MeAMLMHCKOro paboTHUKa, NONYYMBLIErO PeLLEenTYPHble 6N1aHKM OT NOCTABLLMKA;

3) B pa3aene "Pacxoa':

a) AaTa BblAauu peLenTypHbix 61aHKOB;

6) cepmn 1 HoMepa BblaaHHbIX PeLenTypPHbIX 61aHKOB;
B) KO/IMYECTBO BblAaHHbIX PELLENTYPHbIX 6/1aHKOB;

r) déamunusa, MHUUMANbI UMEHM U OTYecTBa (NocnegHee - NPU Ha/MYMM) OTBETCTBEHHOrO MeZMULMHCKOro
paboTHMKa, NOyYMBLIETO peLenTypHble 61aHKK;

LI,) noanncb OTBETCTBEHHOIO MeEAULMNHCKOTIO pa6OTHI/IKa, nonyyunsLliero peuenTtypHbie 6/'IaHKVI;

4) d)ammnvm, MHUUMNAAbl UMEHN N OTHECTBa (nocne,u,Hee - npu HaJ'II/IL-II/II/I) n nognmncb OTBETCTBEHHOIO
megununHCKoro p360THVIKa, BblAaBLUEro peuenTypHble 6J'IaHKM,'

5) ocTaToK peuenTypHbIX 61aHKOB.

26. YueT peuentoB, OQPOPM/EHHbIX B QOPME 3NEKTPOHHOTO LOKYMEHTa, OCyWecTBiAeTcs B
rocygapcrtBeHHoOn MHPoOpMaLMOHHON cucTeme B cdepe 34paBooxpaHeHMa cybbekta Poccuiickoit Pepepaumm
nocpeacTBOM BeAeHWA eANHOro peecTpa peuentos, 0GOpPMIEHHbIX B GOPME 3/1eKTPOHHbIX LOKYMEHTOB.

IV. XpaHeHue peuenTypHbiX 6/1aHKOB (3a UCKAIOYEHMEeM peLenTypHbIX
6naHKkos no ¢popme N 107/y-HM "CneymanbHblii peuenTypHblii 6naHk")

27. MepMUMHCKME OpraHM3auMu MojyyaloT Heobxoaumble peuenTypHble 6/1aHKW, 0dOpMAEHHbIE
TMNorpadCcknUm cnocobom, Yepes TeppPUTOPUabHbIE OpraHbl YNPaBAeHUsA 34PpaBOOXPaHEHUEM WU OpraHMU3aL iy,
YNOAHOMOYEHHbIE Ha 3TO OpraHaMu UCMONHUTENbHOM BNacTh CybbekToB Poccuitickoit depepaumu.

28. PeuenTypHble 61aHKKM, nogneKalme YyeTy, XPaHATCA OTBETCTBEHHbIM JIMLOM, Ha3HaYyeHHbIM
pyKoBoAMTENEM MEAMLUMHCKOW OpraHusauuu, B 3anMpaemom MeTainnmdeckom wkady (ceiide) wam
METaIIMYECKOM ALLMKE.

29. UHauBuayanbHbli npegnpuHMmMmaTesib, UMeoLWMn INLEH3NI0 HA MEAULMHCKYIO AeATeNbHOCTb, XPaHUT
peuLenTypHble 61aHKK, NoaaeKalme yyeTy, B 3annMpaemom MeTaIndeckom WKady (ceide) nam metanimyeckom
AWMKe.

30. MNMpoBepKa COCTOAHMA XpaHEeHWA, ydeTa, GAKTUYECKOro HaAuuMA M pacxofa peuenTypHbiX 61aHKOB,
noaferKalmx y4yeTy, OA1H pas B KBapTas OCYLLECTBAAETCA KOMUCCUEN, CO34aHHON B MeAULMHCKON opraHn3aumu.

31. PeuenTypHble 6naHKM, odopmnsemble Ha BYMaKHOM HOCUTeNe M MNoAfieXkalime ydyeTy, BblAatoTcs
MeAULMHCKMM paboTHMKaM, MMEIOLLMM NpaBo 0pOPMIEHUA PeLEenToB, MO PACcNoPAXKEHMIO MaBHOro Bpaya Uaun
ero 3amectuTens.

MonyyeHHble peuenTypHble 61aHKM Ha 6YMa)KHbIX HOCUTENAX XPaHATCA MeANUUNHCKUMU pa6OTHMKaMM B
nomeLwleHunAXx, O6eCI'Ie‘-IVIBaIOLLI,VIX MUX COXPaHHOCTb.



32. TporpaMmHO-TEXHUYECKME CPeAcTBa FOCYAAPCTBEHHLIX WHPOPMAUMOHHBIX CcUCTemM B cdepe
3[paBOOXPaHEHMUA, MEAMUMHCKMX MHOOPMALMOHHBIX CUCTEM MEOMULMHCKMX OpraHM3auuii obecneymsatoT
XpaHeHWe 3NeKTPOHHbIX peLenToB, 0POPMIEHHbIX B POpPMe 3MEKTPOHHbIX AOKYMEHTOB B TEYEHME CPOKOB,
YCTAHOBNEHHbIX 418 XPaHEHUA peLenToB, 0pOPMAEHHbIX HA COOTBETCTBYHOLWMX PopMax peLenTypHbIX 61aHKOB Ha
6ymaxkHom HocuTene <10>.

<10> MNoanyHKT 5.2.169 MonoxeHua o MuHuctepctese (CobpaHue 3aKoHoAaTenbcTBa Poccuinckoit
depepauun, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

MpunoxkeHue N 4

K NpuKasy MuUHKCTepPCTBa 34,0aBOOXPAHEH S
Poccuiickon depepauymm

oT 24 HoAGps 2021 r. N 1094H

®OPMA CNELIMAIBHOIO PELENTYPHOIO B/IAHKA N 107/Y-HI

MWHUCTEPCTBO 34paBoOOXpaHeHMA Poccuiickom Kog ¢dopmbl no OKY
Pepepauum MeAanumMHCKasa AOKyMeHTaumA
dopma N 107/y-HN,
YTBEPKAEHHAsA MPMKa3om
MwuHMCTEpCTBA 34paBOOXPAHEHNA
Poccuinckoit depepaumm

0T 24.11.2021 N 1094H

wramn MeAMLLMHCKOVI opraHunsauuun

PELENT

Cepua N

" 20 .
(paTa BbINMCKM peyenTa)

(B3pocCAbiii, AETCKUI - HYXKHOE NoAYEPKHYTb)

damnnuns, nms, oTyecTso (NociegHee - NpU HaaMuumn)
nauueHTa

Bospact

CepMﬂ M HOMEP nosunca obA3aTeNbHOro MeJULIMHCKOro CTpaxoBaHuA

Homep meanuMHCKON KapTbl

damnnuns, nma, oTyecTso (NociegHee - NPU HaAMuUmn)
Nevallero Bpaya (benbawepa, akywepku)
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2 o OO PPPPPPPINN

MoAanuck 1 INYHanA neyaTb Bpaya
(nognuch dpenbawepa, akywepKkn)

M.MN
damunus, nmsa, otyectso (nocnegHee - NPU HaAUYUK) U NOAMMUCL YNONHOMOYEHHOTO NLA
MeANUMHCKON oOpraHmn3aumnm

M.MN
OTMeTKa anTe4yHoi opraHusauumn ob oTnycke
damnnus, Ums, oT4ecTBo (MocieaHee - NPU HAIMYMK) U NOANUCL PABOTHMKA anNTeYHOM
opraHu3aumm

M.M.

Cpok gevicteua peuenTa 15 gHet

MpunoxkeHne N 5

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMUA
Poccuiickon degepaymm

oT 24 HoAb6ps 2021 r. N 1094H

nopPAAOK
U3roToB/IEHUA, PACNPEAENEHUA, PETUCTPALUN, YHETA U XPAHEHNA
PELENTOB, COAEPHALLUX HASHAHYEHUE HAPKOTUYECKUX CPEACTB
MU NCUXOTPOMHDbIX BELLLECTB

I. NopapoK usrotosneHus, pacnpegeneHna cneymanbHbixX
peuenTypHbiX 6n1aHKoB no popme N 107/y-HN

1. OpraHuM3aumio M3roToBAeHMA W pacnpefeneHus peuentypHbiXx 6naHkos no ¢opme N 107/y-HIM
"CneunanbHbii peuenTypHbii 6iaHK" (ganee - cneuyanbHbl peuenTypHbI 6aaHK) ocyuwlecTeaseT MUHUCTEPCTBO
34paBooxpaHeHuna Poccuiicko ®eaepaunn (ganee - MUMHUCTEPCTBO).

2. CneumanbHble peuenTypHble BAaHKM ABAAIOTCA 3aWMLLEHHOM noavrpaduyeckon npoayKumen ypoBHA
"B", usrotaBnimeaemoi Ha bymare po3oBoro LgeTa pasmepom 10 cm x 15 cMm, AOMKHbBI UMETL CEPUIO U HOMEP, a
TaK)Ke COOTBETCTBOBATb TPeHOOBaHUAM, YKa3aHHbIM B Npukase MuHucTepcTBa puHaHCOB Poccuinckon Pepepaumm
oT 29 ceHTabpsa 2020 r. N 2174 "O6 yTBepKAeHUN TexHMUYECKUX TpebOoBaHWM U YCNOBMIA U3rOTOBNEHMUA
3alMWEHHON OT noaAenok noavrpadpuyeckon npoaykumm' (3apernctpuposaH MUHUCTEPCTBOM  HOCTULUK
Poccuiickon deaepaumm 16 Hoabps 2020 r., pernctpaumoHHbiid N 60930).

3. B uenax OpraHun3auun wUn3rotTosneHMA W pacnpeageneHna cneumanbHbIX peuenTypHbIX 61aHKOB
MmegnunHCKmne opraHmsaummn, Mmeroulne npaBo OCyLWEeCTB/IATL BblAa4vy peLL.enToB Ha HAPKOTUYECKMNE CpeacTea Unn
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NCUXOTPOMNHbIe BelecTBa crnuncka Il MepeyHa n 3apernctpupoBaHHble B Poccuiickon Pepepaunm B KayvecTse
NIEKapCTBEHHbIX MpenapatoB A/l MeOMLMHCKOTO MNPUMEHeHUa (Janee COOTBETCTBEHHO - MeAMUMHCKas
OpraHM3aums, HaApPKOTUYECKUI (NCUXOTPONHBIM) IEKAPCTBEHHDI NpenapaT), COCTaBAAIOT 3asBKM Ha peLenTypHble
H61aHKMN.

4. B cpoK 80 1 oKTAGpA TEKyLero roga 3asaBKM MeANUMHCKUX OpraHM3aumMii Ha cneunasbHble peuenTypHble
6/1aHKN NpeacTaBAATCA:

1) MeANUMHCKMMW OpraHM3aumamm, Haxo4AaLWMMKNCA B BeAeHUU deaepasibHbIX OPraHoB UCMOAHUTENbHOM
BN1ACTH, - B COOTBETCTBYIOLWME deaepabHble OpraHbl UCNONHUTEIbHOW BNACTH;

2) MeguUMHCKMMM OpraHusauMaMK, HaxoAAWMMUCA B BedeHUWM CcybbekToB Poccuiickoli deaepauum,
MEANUMHCKMMM  OpraHu3auMamMmM  MYHUUMNAAbHOM UM 4YacTHOM CUCTEM 34paBOOXPaHEHWA - B OpraHbl
WUCNONHUTENbHOM Bnactm cybbvektoB Poccuiickon Pepepaumm B chepe OxpaHbl 340pOBbA rparkAaH, Ha
TEPPUTOPUN KOTOPbIX OHW PACMO/IOKEHbl (Aanee - opraHbl MUCMONHUTENBHOW BNAcTU CybbeKkToB PoccuiicKoit
depepauunm).

5. B 3aABKe MeAMLMHCKOM OpraHM3aumMmn Ha crneLmasbHble pelenTypHble 61aHKM yKa3biBaloTca creaytowme
cBefeHun:

1) cBefeHMA 0 MeOMUMHCKOW OpraHM3auuun, nofaslieit 3asaBKY Ha creuuasbHble peuentypHble 6aaHKu
(nonHoe HaMmeHoOBaHMWe, aapec MecTa HaxoXaeHusa);

2) KONMYecCTBO crneumasnbHbIX peLenTypHbIX 61aHKOB, M3PacXoA0BaHHbIX MeAULNHCKOWM opraHusaumen Ha 1
AHBapPA NpeaLecTBYIOLWEro roaa;

3) Konu4yecTBO cneumanbHbIX peuenTypHbiX 6/1aHKOB, HEOBXOAMMbIX MeAMUMHCKON opraHM3aumMm Ha
cneayowmii rog,.

3aaBKa MeAMLLMHCKOVI OopraHnsaumMm Ha cneymnasibHble peuentypHblie 61aHKK noanucbiBaeTcA
pyroBoautTenem MeAMLLMHCKOVI OopraHunsauuu, KOTOprﬁ HeCeT nNnepCoOHa/IbHYHO OTBETCTBEHHOCTb 34
060CHOBAHHOCTb U AO0CTOBEPHOCTb YKa3aHHbIX CBE,CI,GHMVI.

6. denepanbHble oOpraHbl WMCNONHUTENbHOW BNAcTW, B BeAEHWM KOTOPbIX HAXOAATCA MeAWLMHCKUE
opraHusaumn (ganee - depepanbHbie OpraHbl UCMOAHUTENBHOM BAACTU), U OpraHbl UCNONHUTENbHOW BAACTU
cybbekToB Poccuiickon deaepauum Ha OCHOBaHUM 3afABOK MEAMLUMHCKMX OpraHvM3auMii Ha cneumasnbHble
peuenTypHble 61aHKM GOPMUPYIOT CBOAHbLIE 3asiBKM Ha cCreumasbHble peuenTypHble 6JaHKM U B cpok go 1
AeKabps Tekywero roga npeacrasastoT ux B MUHUCTEPCTBO.

7.B CBOAHOVI 3aABKe Ha CneuunanbHble peuenTypHble 61aHKK YKa3blBalOTCA ceaytouwimne ceegeHuna:

1) cBepeHus o deaepanbHOM OpraHe UCMONHUTENBHOW BAAcTU (OpraHe UCMOAHUTENbHOW BAAcTU cybbeKTa
Poccuiickoit depepaumm), NpeacTaBUBLLIEM CBOAHYIO 3aiBKY Ha crneuManbHble peuenTypHble 6aaHKM (nonHoe
HaMMeHOBaHMe, agpPec MecTa HaxoXKaeHun);

2) KO/IMYECTBO cheumasnbHbiX peuenTypHbiXx 61aHKOB, pacnpegeneHHblXx deaepanbHbiM  OpraHom
NCMNONHUTENBHOM BAAacTU (OpraHOM MCMOAHUTENbHOM BAacTM cybbekTa Poccuiickoit Peaepaumm) Ha 1 AHBapA
npeALecTBYIOWEro roga MexXay MeauLMHCKMMU OpraHn3aumamm;

3) KO/IMYeCTBO cneuuanbHbiX PeLenTypHbiX 61aHKOB, HeobXxoAMMbIX deaepanbHOMY — OpraHy
NCMNONHUTENBHOM BNACTM (OpraHy MCNOMHUTENbHOM BAacTM cybbekta Poccuiickoin depepaumnn) Ha cheayowmii
rog ANs pacnpegeneHus mexay MeanumHCKMMMU opraHu3aumMamm;

4) cBedeHMs O MOABEAOMCTBEHHOM OpraHM3auuu, YNOSHOMOYEeHHOW dedepanbHbIM  OpPraHoMm
NCMNONHUTENbHOM BNAAcTU (OpraHOM MCNOAHUTENbHOM BnacTu cybbekTa Poccuiickoin Peaepalmm) ocywecTBaATb
noyYyeHne cneumanbHbIX peuenTypHbiX 61aHKOB OT MWHMUCTEPCTBA, WX XpaHeHWe W Bblgadyy MeaUUMHCKUM
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opraHusaumam (nosHoe HaMMeHOBaHWe, agpec mecta HaxoxaeHusa, WMHH/KNMN, OKTMO opraHusauuu,
baKTMYeCKMIi agpec NOCTaBKM).

8. Ha ocHOBaHWW NONYyYEHHbIX CBOAHbLIX 33aBOK Ha CreuuMasnbHble peuenTypHble 61aHKM MuHKUCTEPCTBO
€XeroAHo B CPpoK A0 15 sHBapa cieayouero roga opMmmnpyeT 1 yTeepkaaeT NaaH pacnpeseneHma cneymanbHbix
peuenTypHbiXx 6/1aHKOB, B KOTOPOM OTpPa*KaeTcs rogosas notpebHocTb Poccuiickon Pepepaunm B cneumnanbHbIX
peuenTypHbIx 61aHKax (ganee - naaH pacnpegeneHns MuHucTepcTsa).

9. B nnaHe pacnpegeneHna MMHUCTEPCTBA YKA3bIBAOTCA Ceaytolme ceeaeHuns:
1) nopsKoBbI HOMEp 3annUCK;

2) HaumeHoBaHWe ¢enepanbHOro opraHa WMCNOAHWUTENbHOW BAACTM (OpraHa MCMONHUTENbHOW BAACTM
cybbekTa Poccuiickoit deaepaummn), npeacTaBuBLIErO CBOAHYIO 3aABKY Ha CneumanbHble peuenTypHble 6aaHKu;

3) Heob6X0AMMOE KONMYECTBO CreLmnabHbIX peLenTypHbIX 61aHKOB.

10. HanpaBaeHue cneumanbHbIX peLenTypHbiX 61aHKOB ¢pesepanbHbIM OpraHam UCNOAHWUTEIbHOM BAAcTy,
OopraHam WCMOJIHUTENbHOM BAacTM cybbekToB Poccuiickoit depepaumu ocylwectsaseTcds MUWHWUCTEPCTBOM B
Ko/iMyecTse, NpeayCcMOTPEHHOM MNJIAaHOM pacnpegeneHma MuHMcTepcTBa.

11. MWHMCTEPCTBOM  [AOMONAHUTE/IbBHO K KOJIMYECTBY  CheuManbHblX  peuenTypHbiX  6/1aHKOB,
npefycMOTPEHHOMY MJIaHOM pacnpegeneHus MuHucTepcTBa, GopMUPYeTCA pe3epBHbIA 3anac crnewlmanbHbIX
peuenTypHbIX 6/1aHKOB B Ko/inyecTBe, He npesbiwatowem 150 000 cneunanbHbIX peuenTypHbix 61aHKOB.

12. B cnyyae yBennueHus mnoTpebHOCTM B CMeuManbHbiX peuenTypHbiXx 6aaHKax deaepasibHble OpraHbl
WUCNONHUTENIbHOM BAacTM (opraHbl MUCMOMHUTENbHOM BAacTM cybbekToB Poccuitickoit degepaumm) HanpasaswoT B
MUWHUCTEPCTBO CBOAHbIE 33sBKM Ha AOMOJHUTE/NIbHOE KOJIMYECTBO CreuManbHbIX pPeuenTypHbix 61aHKoB (cC
060CHOBaHWEM yBENNYEHMSA MOTPEBHOCTU B CMELMabHbIX PeLenTypHbiX 61aHKax), KOTopble NpesocTaBAATCA
MUWHUCTEPCTBOM U3 PE3ePBHOTO 3anaca CrneLyManbHbIX peuenTypHbiX 61aHKOB.

13. ®depepanbHble OpraHbl WCNOJHUTENbHOM BAAcTU (OpraHbl WMCMONHWUTENbHOW BNACTU CyObEKTOB
Poccuiickoit  depgepaunn) pacnpefenstoT  MNoJyyYeHHble chneuuanbHble peuenTypHble 6MaHKu  Mexay
MeAMLMHCKMMM OpraHM3aLMsMM Ha OCHOBaHMM MIAHOB pacnpeaeneHus, cGopMUPOBaAHHbIX B COOTBETCTBMM C
3a5BKaMM MeAMUMHCKMUX OpraHM3aumii Ha cneumasbHble peuenTypHble 6aaHKK.

1. MopAapoK perncTpaumumn, yueta n XxpaHeHUA cneumanbHbIX
peuenTypHbiXx 6n1aHKoB no popme N 107/y-HN

14. MuHWCTEpPCTBO, MHble deaepanbHble OpraHbl UCNOAHUTENbHOM BAACTU M OpraHbl UCMOAHWUTENbHOM
BNAcCTU CybbeKToB Poccuiickoli degepaumy OpraHM3yloT XpaHeHWe CrneuManbHbIX PeuenTypHbiX 61aHKoB B
NoABeAOMCTBEHHbIX OpPraHM3aumMax, YNOJHOMOYEHHbIX OCYLLECTBAATb MOJyY4eHMUe CneLuManbHbiX PeuenTypHbIX
671aHKOB OT MUWHMUCTEPCTBA, MX XPaHEHWE W BblAavyy MeAUUMHCKUMM OpraHvM3aumam (ganee - ynosHOMOYEHHas
opraHusaums).

15. B yNOAHOMOYEHHOW OpPraHUs3aUMM U MEeAMUMHCKON OpraHusauumn, nNoAy4YMBLUEM CrneuManbHble
peuenTypHble BNaHKK, OpPraHN3yeTca PerncTpaLLma, y4eT U XpaHeHne cneumanbHbIX PeuenTypHbiX 61aHKOB.

Perncrpauua, yyet 1 xpaHeHue pe3epBHOrO 3anaca crneymanbHbIX peLenTypHbIX 6naHKoB MuHucTepcTBa
OCyLlecTBnAeTcA d)ep,epaanblM rocyaapCTtBeEHHbIM 6I-OA)KETHbIM ydypexgeHmem, HaxogawmmcAa B BeaAeHUU
MuHucTepcTBa (,a,anee COOTBETCTBEHHO - pe3epBHb|i/'1 3anac, noaseaoMCTBeHHOe yqpemp,eHme).

16. PaboTHMK, HasHa4YeHHbI NPMKA30M PYKOBOAUTENA YNOJIHOMOYEHHON opraHmn3aumm (YynoaHOMOYEHHOM
opraHusaumMn, noABEAOMCTBEHHOIO Yy4YpexaeHua) OTBETCTBEHHbIM 3a pPerncTpauuio, XpaHeHue W ydyer
cneumnanbHbiX peuenTypHbIX 61aHKOB (Aanee - OTBETCTBEHHbIM PabOTHWMK), Ha OCHOBaHWM AOBEPEHHOCTH,
opopmieHHON B nopAgKe, YCTaHOBJAEHHOM 3aKoHoAaTenbcTBOM Poccuitickoit ®egepauumn (¢ nognucblo



pyKOBOAUTENA  YMOJHOMOYEHHOM OpraHM3auun  (ynosIHOMOYEHHOW oOpraHM3auuMu, noaBesOMCTBEHHOIO
yyYperKaeHus), rnaBHoro byxrantepa, 3aBepeHHbIX KPyr/0M Me4yaTbio), MosyyaeT creuuanbHble peuenTypHble
6NaHKM M OCYLLECTBAAET BeAEHME KypHana Pernctpaumm u y4vyeTa cneumasnbHbIX peuenTypHbiXx 61aHKOB, K
KOTopomy npuobuiaer ¢oTo- n (Mam) suaeomaTtepuansl, noaTeep:aatolme Gakt obopmMNeHUa peLenTypHbIX
61aHKOB Ha gomy (Npu Hannuum).

17. ¥ypHan peructpauum v yyeta cneumanbHbIX peuenTypHbIX 6/1aHKOB AO0/MKEH ObiTb MPOHYMEPOBaH,
NPOLWHYPOBaH, WMETb Ha MocAedHel CTpaHWLE 3anucb, COAEP’KalLyl0 KOJIMYECTBO CTPaHWL, MOJHOe
HaMMeHOBaHMe  YMOJIHOMOYEHHOW  oOpraHusauMuM  (MeauUMHCKOM  opraHM3aumun, NoABeAOMCTBEHHOro
YUPEXKAEHUA), a TaKKe CKpensieH MnoAnucblo PYKOBOAUTENA U NeyaTbio YNOJHOMOYEHHOW OpraHusauum
(MeaunuMHCKOM opraHnsauum, NoABeA0OMCTBEHHOIO YUPEXAEHUSA).

KypHan peructpaumm m yyeTa cneuumanbHbIX peuenTypHbiXx 61aHKOB pe3epBHOro 3amaca MuHucTepcTBa
CKpen/ifeTcs TaKKe NOAMMUCLIO AMPEKTOpa (B C/lyvae ero OTCYTCTBUS - 3aMecTUTensa AupekTopa) [enapTameHTa
peryinpoBaHusa obpalleHMa JIeKapCTBEHHbIX CPeacTB U MeOUUMHCKMX u3gennii MUHUCTepcTBa M NeyaTbto
MwuHucTepcTBa.

18. B KypHane peructpaumu v ydyeTa CrneuuanbHbiX PeLenTypHbiX 6JaHKOB YKasblBalOTCA cleadyolime
cBeAEHUS:

1) nopsAKOBbIV HOMEp 3anucy;

2) npuxoZ cneumanbHbIX peLenTypHbiX 61aHKOB:

a) PeKBU3UTBI M AaTa PerncTpaLmm NpUxXogHOro 4OKYMEHTa;

6) obLiee KOIMYECTBO NOCTYNMBLUMX CeunasbHbIX peLenTypHbIX 6/1aHKOB;

B) cepwva M HOMep CneLmMasbHOro peLenTypHoro 6aaHkKa;

r) KOZIMYECTBO CNeLManbHbIX peLenTypHbIX 6/1aHKOB MO KaxKaoM cepuy;

4) damunna, umsa, oT4ecTBO (NocnesHee - NPy HaAMYUKU) U NOANMUCL OTBETCTBEHHOTO PabOTHUKA;
3) pacxoga cneumanbHbIX peuenTypHbIX 61aHKOB:

a) AaTa Bbl4auM CNeLmanbHbIX PeuenTypHbiX 61aHKOB;

6) cepun M Homepa BblAaHHbIX CNeLManbHbIX peLenTypHbIX 61aHKOB;

B) KO/IN4YECTBO BblAaHHbIX cCneunasibHbIX pPeuenTypHbIX 61aHKOB C YKasaHuem B CKOBKax Ko/amn4yecTsa
cneunanbHbIX peuenTypHbIX 6}'IaHKOB, BblAaHHbIX ONA Od)OpMJ'IEH nAa Ha Aomy,;

r) damuama, uma, otyectso (nNocnegHee - NPU HaAMuUKM) U NOANWUCL WL, NOAYYUBLLErO CreunanbHble
peuenTypHble 61aHKK;

A1) KOAMYECTBO cneumanbHbIX peLenTypHbIX 61aHKOB, 0POPMIEHHbIX HA AOMY;

e) dbamuama, uma, oT4ecTBo (NocnegHee - NPU HaAMYMK) U NOANUCH AMLA, OGOPMUBLLIETO CneunanbHble
peuenTypHble 6NaHKK Ha goMy;

4) pammnus, uma, oT4ecTBO (nocneaHee - NP HAANYUKN) U NOANUCL OTBETCTBEHHOTO PabOTHUKA;
5) oCTaToOK crneuunanbHbIX peuenTypHbix 61aHKOB.

19. CneumanbHbli peuenTypHbI 61aHK ABAAETCA AOKYMEHTOM CTPOroi OTYETHOCTW. 3anac cneumanbHbIX
peuenTypHbIX 6N1aHKOB B MeAULMHCKOW OpraHmn3aumMm A0MKEH XPaHUTLCA B CreumasnbHbiX NOMeLeHUsX, ceridax



nnnm B cneunaabHO U3roTOBNEHHbIX u.mad)ax, 0buTbIX OLUMHKOBAHHbIM Xene3om, C HageXHblM BHYTPEHHUM UNU
HaBeCHbIM 3aMKOM.

MomeleHuna, cendbl, WKadbl, B KOTOPbIX XPAHATCA creunanbHble peuenTypHble 6aaHKKU, A0MKHbI ObiTh
3aKpbITbl Ha 3aMKM M NOCAE OKOHYaHMA pPaboTbl onevyaTaHbl MeYaTbld YMNOJHOMOYEHHOW OpraHusaumm
(MeaunuMHCKOM opraHn3auumn) uamn onaombMpPoBaHbl.

20. B MeaAnUMHCKMX OpraHM3aumsax 3anac creumnanbHbiX peuenTypHbIX 61aHKOB He A0/KeH MpeBbllaTb
rogoBon NoTpebHOCTH.

21. Paspelwaetca BblAaBaTb MeEAULMHCKOMY PabOTHUKY, MMeloWeMy MpPaBo Ha3HayaTb HapKOTMYEecKue
(ncuxoTponHble) nekapcTBeHHbIe NpenapaThl, eAMHOBPEMEHHO He 6onee ABaALLATU cnelmanbHbIX peLenTypHbIX
6.1aHKOB.

MeanumnHckme paboTHUKM, BbINMUCbIBAOLWME PeLEenTbl Ha HapKoTUYECKMe (NCUXOTPOMHbIE) IeKAPCTBEHHbIE
npenaparbl, Ha OCHOBaHWW MPUKasa PYKOBOAUTENSA MEAULMHCKON OPraHn3aLUmnm HeCyT IMYHYIO OTBETCTBEHHOCTb
32 COXPaHHOCTb MOJYYEHHbIX CMeLManbHbIX peuenTypHbiXx 6aaHKoB. ChneuuancHble peuenTypHble 61aHKK,
noay4yeHHble MeAUUMHCKMM pPaboTHUKOM, XPaHATCA MO4 3aMKOM B ceidax, MeTanNMyeckux wkKadpax uam
MEeTaNINYECKMX ALLMKaX.

22. B meauMUMHCKOM OpraHM3aummn co3gaeTcs NOCTOAHHO AeNCTBYOLWAan KOMMCCKUA, KoTopasa He pexe 1 pasa
KBapTan (No pelleHUto pyKoBoAMTENs MeAULMHCKOM OpraHM3aLMy BO3MOMKHO Yalle) OCYLLEeCTBAAET MpoBepKy
COCTOAHMSA PerucTpaumm M yyeTa crneumanbHbiX peuenTypHbiX 61aHKOB, B TOM 4YMciae MyTemM CBEPKU 3anucei
ypHana perucTpaumm u ydyeta crneumanbHbIX PeuenTypHbIX 61aHKOB, C GAaKTUYECKMM HaandMem cneumnanbHbIX
peLenTypHbIX 61aHKOB, a TaKXKe NPOBepPKY COCTOAHUA XpPaHEeHUA CneunanbHbIX peLenTypHbIX 61aHKOoB.

Mo pesy/sbTaTam NPOBEPKM B }KYPHaIe PerncTpaumm 1 yyeTa cneumanbHbiX peuentypHbix 61aHKoB aenaetca
3anMcb 0 pesysbTaTax MPOBEAEHMS CBEPKM AAHHbIX, 3aKpersieHHas NoAnuciAMM BCEX Y/IEHOB KOMMCCUM, UK
CO343aeTcs cneumasnbHbli akT MPOBEPKMY.

23. ®depepasnbHble OpraHbl UCMOJHWUTENbHOM BNACTM M OpraHbl WMCNOJIHUTE/NbHOW BAAcTU CybbeKToB
Poccuiickoin depepaumy  OCYWECTBAAIOT KOHTPO/b 33 OpraHusauuei perucTpaumu, ydeta W XpaHeHwua
CneuunanbHbIX PeLenTypHbiX 61aHKOB B YNOJIHOMOUYEHHbIX OpraHM3aumax U MeanLMHCKUX OpraHn3aumsax.

24. Bblgaya cneumanbHbIX peuenTypHbiX 6/1aHKOB M3 pe3epBHOro 3anaca MuHucTepcTBa deaepasibHbim
OpraHam MCMNONHWUTENIbHOM BAAcTU WM OpraHam WCMOJIHUTENbHOW BAacTM cybbekToB Poccuiickoli deaepaumn
OCYLLECTBNAETCA OTBETCTBEHHbIM PABOTHMKOM MOABEAOMCTBEHHOMO YYPEKAEHMA HAa OCHOBaHWWM pelueHus o6
OTNyCKe CneuuanbHbiX peuenTypHbiXx 61aHKoB, 0GOPMAEHHOTO B BMAE NUCbMA, NOANMCAHHOTO AUPEKTOPOM (B
C/lyyae ero OTCYTCTBMA - 3aMeCcTUTENEM AMpeKTopa) [lenapTaMeHTa peryanpoBaHma obpalleHmsa NeKapcTBEHHbIX
CPeacTB U MeAULMHCKUX u3gennin MuHuctepcTsa.

MpoBepka [AeATeNbHOCTM MOABEAOMCTBEHHOIO Y4YpeKAeHMA MO pPernctpaumm, yyeTy W XpaHeHUto
pe3epBHOro 3anaca ocyuwecTsasetca [enapTaMeHTOM peryiMpoBaHuA obpalleHna NeKapcTBeHHbIX CpeacTs U
MeANLMHCKUX n3gennit MuHucTepcTsa 2 pasa B rof He nosgHee 20 yMcna mecaua, Cneayiollero 3a UCTeKWnm
nonyrogmem.

MpunoxkeHne N 6

K NpMKasy MUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H



NPABUNA
OdPOPMJIEHMA PELIENTOB, COAEPXKALLUX HASHAYEHUE HAPKOTUYECKUX
CPEACTB U/IN NMCUXOTPONMHbIX BELWWECTB, B TOM YUCJIE B POPME
3IEKTPOHHbIX OKYMEHTOB

. OpopmneHue peuenta Ha bymaKHOm HocuTene

1. Ha peuentypHbix 6naHKax ¢opmbl N 107/y-HM B nesom BepxHEm Yray MPOCTaBAAETCA LWTamn
MeAMLMHCKON OpraHmsaLmMm C yKasaHMeEM ee NOJNHOro HaMMeHOBaHMA, agpeca M TenepoHa € [ATOM BbIMUCKK
(naTolt opopmneHmn) peuenTta Ha 1eKapCTBEHHbIN Npenapar.

PeuenTypHble 61aHKK dopmbl N 107/y-HI M3roTaBAMBAIOTCA UCKAOUMTEIbHO TUMOrpadCKMM cnocobom.

2. Ha peuenTtypHbix 61aHKax, opopmnsieMbiX WHAMBUAYANbHBIMWA MpennpPUHUMATENAMWN, UMEIOLLMMMU
JMLEH3NI0 Ha MEAULUMHCKYI0 AeATeNbHOCTb, B BEPXHEM JIEBOM Yray TunorpadckMm cnocobom uan nytem
NPOCTaB/eHNs WTamna AO/KEeH bObiTb yKasaH agpec WHAMBUAYANbHOrO NpeanpuHMMaTens, Homep W Aaarta
JIMLEH3UKN, HAMMEHOBaHME OpraHa rocyapcTBeHHOW B1aCTW, Bbl4ABLLErO NLEH3UIO.

3. PeuenTypHble 6naHKn dopmbl N 107/y-HIM 3anonHATCA MEAUUMHCKMM PabOTHUMKOM YepHUAaMU Uan
LLAPUKOBOM py4YKoW.

4. Jonyckaetcs opopmieHNe BCeX PEKBMIUTOB (33 MCKAOYEHMEeM pekBu3uTa "MoAnucb nevawero Bpaya
(nognuce denbawepa, akylwepkn)") peuentypHbix 61aHkos popmbl N 107/y-HI ¢ ncnosb3oBaHMem nevaTalowmx
YCTPOMCTB.

5. B peuentypHom 6naHke ¢opmbl N 107/y-HI B cTpokax "dammana, uma, otdectso (nociegHee - npwu
Hannumm) naumeHTa" n "Bospact” yKasblBaOTCA NOAHOCTbIO GammIna, UMA, OTYECTBO (NocaeaHee - NPU HaANYuK)
nauMeHTa, ero Bo3pacT (KOANMYecTBO NOJHbIX NeT).

Jonyctnmo ykasaHue gaTbl pOXKAEHUA NaUMeHTa.
6. B peuentypHom 6naHke popmbl N 107/y-HIM:

1) B ctpoke "Cepua n Homep nosvca ob6a3aTeNlbHOroO MeAMUMHCKOro CTpaxoBaHUA" yKasbliBaeTcs Homep
noaunca o6a3aTeIbHOro MeAMLMHCKOro CTPAXoBaHMA NauyMeHTa (Npy Haanuum);

2) B cTpoke "Homep MeOMUMHCKOM KapTbl" yKa3blBaeTcs HOMEP MeOMUMHCKOM KapTbl MNaLMEHT],
NO/IYYaloWero MegUUMHCKYIO MOMOLLb B ambynaTopHbIX YCNOBMAX, WAM UCTOpUWM 6oNe3HM nauumeHTa,
BbIMMCbIBAEMOr0 N3 MEANLMHCKON OpraHusaumu;

3) B cTpoke "®amunua, MmsaA, oTyecTBO (MocnegHee - MpPU HaAMuMK) fedalero Bpada (penbawepa,
aKywepKK)" yKasbiBaeTca NoAHOCTbIO GamMnaMA, MMA, OTYECTBO (NocieaHee - NpU HaAnuMK) Bpada (denbawepa,
aKyLWepKK), BbINUCABLLETO PELLENT Ha HAPKOTUYECKUIA (NCUXOTPONMHbIN) IeKapCTBEHHbIM Npenapar.

7. B rpade "Rp" peuentypHoro 6naHka dpopmbl N 107/y-HI ykasbisaeTca:

1) HaMmeHOBaHMEe NeEKapCTBEHHOro npenapara (MeAyHapoaHOe HemnaTeHTOBaHHOe HauMMeHoBaHue,
rpynnMpoBOYHOE WMAM XMMUYECKOe HaMmMeHOBaHMe, TOProBoe HaumMeHOBaHME) Ha NaTUHCKOM A3bIKe MM Ha
PYCCKOM A3blKe, GOpMa BbiNyCKa, A03MPOBKa, KOAMYECTBO (yKasblBaeTca MPOMMCbIO Ha peuenTypHom 6aHKe
dopmbl N 107/y-HN);

2) cnocob npMmMeHeHUA NeKapCTBEHHOro NpenapaTta Ha rocyaapcTBeHHOM A3blke Poccuiickot deaepaumm
WKW Ha rocyapCTBEHHOM fA3blKe Poccuiickon ®eaepaumnmn 1 rocyaapcTBEHHOM f3blKe PecnybnK M UHbIX A3blKax
HapogoB Poccuiickoit Pepepaunm <1>,




<1>Yactb 1 ctatbm 15 3akoHa Poccuiickoint Pepepaunm ot 25 oktabpa 1991 r. N 1807-1 "O asblkax HapoaoB
Poccuiickoinn depepauumn" (ganee - 3akoH N 1807-1). (BegomocTn cbesna HapoAHbix aenytatoB PCOCP wu
BepxosHoro Coseta PCHCP, 1991, N 50, cT. 1740).

8. Mpu odopmneHnn peuenTypHbiXx ONAHKOB 3anpeLlaeTcs OrpaHMYMBaATbCA OOLWMMM  yKasaHUAMM,
Hanpumep, "BHyTpeHHee", "M3BecTHO".

9. Mpu odopmaeHUn naumeHty peuentypHoro 6naHka d¢opmbl N 107/y-HM Ha HapKoOTUYECKUiA
(NCcUXOTPONHBINA) NEKAapPCTBEHHbIM NpenapaT B pamKax OKasaHWA MeOMUMHCKOM MOoMOLWM Npu onpeneneHHOM
3ab601eBaHNM TaKOW peLenT 3aBepsaeTcs:

1) nognucblo U IMYHOM NeYaTbio Bpada IMb0o noAanucbio dpenbalepa (akywepku);

2) nevyaTblo MeAULMHCKON opraHu3aunmn, NMbo CTPYKTYPHOro noapasgeneHma MeavumMHCKOW opraHusaumm
"Ona peuenTtoB"”, KoOTOpas MPOCTaBAAETCS JIMLUOM, YMNOJHOMOYEHHbIM PYKOBOAUTENEM  MEAMLMHCKON
OpraHM3auMmn C ykasaHvem Gamuanu, UMeHW, oTyecTBa (mocnesHee - MPU HaNMYMKU) U MNPOCTaBNEHUEM €ro
JIMYHOM nognucu.

B cnayyasx HeobxoammoctTM opopmaeHUa peLenTa Ha HapKOTUMYECKUM (NCUMXOTPOMHbINA) NeKapCTBEHHbIN
npenapaTt Ha AOMY B PamMKax OKa3aHWA NasanaTUBHOW MeAMLMHCKON MOMOLLM AONyCKaeTca npenasBaputesibHoe
3aBepeHMe peuenTa WTaMnoM MeAMUMHCKON OpraHu3aumu, neyatblo MeAWLMHCKOW opraHusaumn ambo
CTPYKTYPHOTO nogpasaeneHus MeauUMHCKOW opraHusauuu "[na peuentos”, KOTopas MPOCTaBAAETCA JIMLOM,
YMNO/IHOMOYEHHbIM PYKOBOAMUTENIEM MEAMUMHCKON OpraHusaumuu, C ykasaHuem ¢amuavMu, MMeHM, OTYecTBa
(nocnepHee - Npy HaNMYMKM) M NPOCTABJEHMEM €0 IMYHOWN NoAnucK. Mpu 3TOM B JKypHane perucrpaLmm u yyeta
peuenTypHbIX 6/1aHKOB B COOTBETCTBMU C [OpAAKOM perucTpaLmm, ydeTa u XpaHeHu s cneumanbHbiX peuenTypHbIX
6/1aHKOB Ha HapKOTMYECKMEe CPeACTBa MM MCUXOTPOMHbIe BELEeCTBA, YTBEPKAEHHbIM HACTOALMM MPUKA3oMm,
Aenaetca OTMeTKa O ero Bblgaye gis ohoOpMIEHMUS Ha AOMY, A TaKKe OTMETKA, YA0CTOBEPEHHAsA NOAMNMUCHIO Bpaya
nmbo denbgwepa (akywepku), opopmmsliero peuent, o ¢akte ero odopmeHMUA, KOTOpbIi MOXKeT ObITb
AONONIHUTENBHO NOATBEPKAEH GOTO- U (MAK) BUAEOMaTEPUANaMMU.

B cTtpoke "OTmeTKa anTeyHolM opraHusauum ob oTnycke" cTaBMTCA OTMETKAa anTeyHon opraHusaumm ob
OTNYyCKe HApPKOTMYECKOro (MCMXOTPOMHOrO) JIeKapCTBEHHOro npenapaTta (C yKasaHMemM HaWMeHOBaHWs,
KOJIMYecTBa OTMYLLEHHOrO HApPKOTMYECKOro (MCMXOTPOMHOro) NeKapcTBEHHOrO NpenapaTa U gaTbl ero oTnycka),
KoTopana 3aBepsAeTcs noanucblo paboTHMKA anTeyHol OpraHWsauuMu, OTMYCTUBLUETO  HAPKOTUYECKUIA
(NcMxoTponHbI) NeKapcTBeHHbIV NpenapaTt (C yKasaHMem ero ¢gamuauu, MMeHu, oTyecTBa (nocnegHee - npu
Ha/MuMKM), a TaKkKe Kpyraok neyaTbio anTeyHoM OpraHuMsauMM, B OTTUCKE KOTOPOM [JO/KHO ObiTb
NaeHTUOULMPOBAHO NOSHOE HAMMEHOBAHME aNTeYHOW OpraHMU3aLmK.

10. Ha ogHom peuenTtypHom 6naHke dpopmbl N 107/y-HIM paspeluaetca ocywecTBAATb Ha3HAaYeHUE TOIbKO
04HOro HaMMEHOBaHMA IeKapPCTBEHHOro Npenapara.

11. UcnpasneHuna B peuenTe He A0NYCKAtOTCA.
Il. OdpopmneHue peuenta B popme 3/IeKTPOHHOIO AOKYMEHTA

12. Peuent B ¢opmMe 3N1EKTPOHHOrO LOKYMEHTA, MNOAMNUCAHHOIO YCUMAEHHOW KBannduLMPOBaHHOWM
3/1EKTPOHHON MoAnucbio, GOPMUPYETCA MEAMUMHCKMM PabOTHUKOM, CBEAEHMS O KOTOPOM BHECEHbl B
benepanbHbI PETUCTP MEAULMHCKMX PabOTHUKOB <2>, a TaKXe MNpu YCNOBMU PeructTpaumm meauumHCKOM
OpraHM3auuMn, B KOTOpon odopmnsetcs peuenT, B deaepanbHOM peectpe MeaMLMHCKUMX OpraHu3aumin <3>
eANHON rocyAapCTBEHHOM MHPOPMALMOHHOM CUCTEMbl B cdepe 34paBOOXPAHEHMA W MNOAKIOYEHMA TaKoWm
MEAMUMHCKON OpraHusauum K rocygapCTBeHHOW WMHPOPMAUMOHHOW cucTeme B cdepe 34paBOOXPaHEHMUSA
cybbekTa Poccuiickoit Pepepaunm <4>.



consultantplus://offline/ref=93CF7B58D2683E3FFC04AEEC8972219145022BDDECFC4CF75EA875D9AB2F3C1B7E8D00C1EE75AA6CEC8F494D46E758C0E97C1AD5687057DB34N1F

<2> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickoit
depepauum, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickoit
depepauun, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> Crtatbm 91 mn 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHoAaaTenbcTBa Poccuitckol
depepaumu, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO NaUUEHTa WAN ero 3aKOHHOro npeacTaBuTens oGOPMISETCA IK3EeMNAAP peuenTa B
dopMe 3/1IEKTPOHHOTO AOKYMEHTA Ha ByMaXKHOM HocuTesle C OTMETKOM "[ybanKaT 3/IEKTPOHHOro A0KYMeHTa" .
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