3apeructpupoaHo B MuHiocte Poccum 30 Hosibpsa 2021 1. N 66124

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALIUN

NMPUKA3
oT 24 Hos6ps 2021 r. N 1094H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbLIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbIE NMPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM BJITAHKOB
PELENTOB, COOEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPONMHbIX BEWECTB, MOPAOKA X U3rOTOBJIEHUA,
PACNPEAENEHUA, PETUCTPALINKN, YHETA U XPAHEHWA,
A TAKXE NPABUNT O®OPMIIEHUA BNTAHKOB PELIEMNTOB,
B TOM YNCIIE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB

B cooTtBeTcTBMM C NyHKTOM 16 YacTu 2 ctaTbn 14 degepanbHoro 3akoHa oT 21 Hos6pst 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®epepauynn” (CobpaHue 3akoHogatenbcTBa Poccumnckon
®epnepaumn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbu 26 PenepanbHOro 3akoHa oT 8 AsHBapA
1998 r. N 3-®3 "O HapkoTMyeckux cpeactBax M ncuxoTpornHbix BewecTBax" (CobpaHue 3akoHogaTenbCTBa
Poccuinckon ®epepaunn, 1998, N 2, ct. 219; 2017, N 31, c1. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 T[lonoxeHus o MuHucTepctBe 3apaBooxpaHeHus Poccuiickon ®egepauunu, yTBEPXKAEHHOrO
noctaHosneHnem [lpaButensctBa Poccuiickon ®egepauun ot 19 umwoHa 2012 r. N 608 (CobpaHue
3akoHogartenbctBa Poccuiickon depepaummn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, cT1. 8131;
2021, N 43, cT. 7258), npukasbiBato:

1. YTBEPAUTD:
Mopsaok HasHaYeHWs NeKkapCTBEHHbIX NPenapaToB cornacHo npunoxeHuto N 1;
opmMbI peLlenTypHbIX BNaHKOB Ha NekapCTBEHHbIE NpenapaTthl cornacHo npunoxexuio N 2;

Mopsaok odopmMneHnss peuenTypHbiXx GnaHKOB Ha NEeKapCTBEHHble Npenapartbl, MX Yy4eTa U XpaHeHus
cornacHo npunoxeHuo N 3;

CbOprI ©naHkoB peuenToB, coaepXxalwnx Ha3dHa4dYeHue HapKOTUYEeCKNUX CpeactB WM NCUXOTPOMHbIX
BeLleCTB, COrfacHoO npunoXxeHuto N 4;

nOpﬂﬂ,OK N3roToBleHNA, pacnpeneneHnd, permcrtpauummn, ydvyeta n XpaHeHUAa peuentoB, codepXxalnx
Ha3Ha4vYeHne HapKOTU4YEeCKMX cpencTB U NCUXOTPOMNHbIX BELWEeCTB COrnmacHO NnpunoXxeHuw N 5;

MpaBuna odopmneHns peLenToB, coAepXallnx HasHa4YyeHue HapKOTMYECKUX CPEeACTB MIN MCUXOTPOMHbIX
BELLeCTB, B TOM Yucre B hOpPMe 3M1EKTPOHHbLIX JOKYMEHTOB cornacHo npunoxeruto N 6.

2. MpusHaTb yTpaTUBLLMMK CUNY:

npukas MwHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®depepaumm ot 1 asrycta 2012 r. N 54H "O6
yTBEPXAEHUN POpMbl BNaHKOB peLLenToB, coaepXXallux HasHaYeHne HapKOTUYECKUX CPEACTB UMN NMCUXOTPOMHbIX
BELLECTB, Mopsigka WX W3roTOBMEHMWS, pacnpefenieHvsl, peructpaumu, ydeta M XpaHeHus, a Takke mnpaBun
odopmneHus" (3apernctpuposaH MuHucTepcTtBoM toctuuumn Poccuiickon ®depepaumm 15 asrycta 2012 r.,
pernctpaunoHHbin N 25190);

npuka3 MuHuctepcTea 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 30 uioHsa 2015 r. N 385H "O BHeceHum
n3MeHeHu B npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 1 aBrycta 2012 r. N 54H "O6
yTBEPXAEHUN POpMbl BNaHKOB peLenToB, cogepXallux HasHa4YeHne HapKOTUYECKUX CPEACTB UMN NMCUXOTPOMHbIX
BELLeCTB, MNopsaka WX W3roTOBMEHUS, pacnpefeneHus, peructpauuu, ydyeta M XpaHeHus, a Takke npaBun
ocdhopmneHusa" (3apernctpmpoBaH MwuHucTepcTBOM tocTvumMm Poccuiickon Pepepaumm 27 Hosibpa 2015 r.,
pernctpaunoHHbin N 39868);



npukasd MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®epepauum ot 21 anpena 2016 r. N 2540 "O
BHECEHMM N3MEHEHMUI B Npuka3 MuHuctepcTea 3apaBooxpaHeHusi Poccurickon depgepaumm ot 20 aekabpsa 2012 r.
N 1175H "O6 yTBEpPXAEHMUM MOPsiAKka Ha3HaA4YeHMS U BbINUCbIBAHMS JIEKAPCTBEHHbLIX NMpenapaToB, a Takke Popm
peLenTypHbIX GraHKOB Ha MekapCTBEHHbIE MpenapaTtbl, nopsiaka opopMneHnst ykasaHHbIX 6naHkoB, UX yveTta u
xpaHeHusa" n npunoxeHue N 2 k npukasdy MuHuctepcTtea 3gpaBooxpaHeHus Poccuickon ®epepauum ot 1 aBrycra
2012 r. N 541 "O6 yTtBepxaeHun dhopmbl 6NaHKOB peLenToB, COAEPXKALUNX HA3HAYEHNE HAPKOTUYECKMX CPeacTs
UNU NCUXOTPOMHBIX BELLECTB, NOpsAka UX M3roTOBMEHMS, pacnpefeneHuns, peructpauum, ydyeta u xpaHeHus, a
Takke npasun odopmneHuns” (3apernctpmposaH MuHuctepcTeom toctuumm Poccuinckon depepaumm 18 niona 2016
r., peructpaumoHHbii N 42887);

NMYHKT 4 W3MEHEHWA, KOTOpble BHOCSTCSI B HEKOTOpble npukadbl MUHUCTEpCTBa 34pPaBOOXPAHEHUs] U
coumanbsHoro passutna Poccuinckon ®epepaunn n MmnHnctepcrTea 3gpaBooxpaHeHus Poccunckon degepaumm no
BoMpocaMm o0palleHnsi NeKapCTBEHHbIX MpenapaTtoB, COAEpPXalUMX HapPKOTUYECKME CpeacTBa, MCUXOTPOMHbLIE
BeLleCTBa M WX MPEKYpCopbl, U NEKapCTBEHHbIX CPEACTB, MOAneXalux npeaMeTHO-KONMYECTBEHHOMY Y4YeTy,
YTBEPXAEHHbIX Npuka3oMm MuHucTepcTBa 3apaBooxpaHeHuss Poccunckon depepaumm ot 31 oktabpsa 2017 r. N
882H (3apeructpmpoBaH MuHuctepctsom toctuuumn Poccuiickon ®epepaumn 9 aHsapsa 2018 r., permcTpaumoHHbIN
N 49561);

npukas MuHucTtepcTBa 3gpasooxpaHeHuss Poccuinckon depepaumm ot 11 gekabpsa 2019 r. N 10211 "O
BHECEHMM M3MeHeHun B npunoxenms N 2 u 4 Kk npukasy MuHuCTepcTBa 3gpaBoOxXpaHeHus Poccumnckon
®epepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBEpXAeHUM popMbl BrIaHKOB pPeLLEeNnToOB, codepXallmMx HasHavYeHne
HapKOTMYECKUX CPEACTB UMM NCUXOTPOMHBLIX BELLECTB, MOPSAKa NX M3rOTOBMEHMUS, pacnpeaeneHns, pernctpaumm,
yyeTa U XpaHeHus, a Takke npasun odopmnenns" (3apermctpmpoBaH MuHuCTepcTBOM tocTMuuKM Poccuiickon
depepauymm 28 aueapsa 2020 r., pernctpaumoHHbin N 57293);

npukas MuHucTtepctBa 3gpaBooxpaHeHus Poccuiickon ®egepauun ot 8 oktabpa 2020 r. N 10761 "O
BHECEHUM M3MeHeHun B [lopsigok peructpauum, ydeta U XpaHeHus chneuunanbHbiX peLenTypHbiX OnaHkoB Ha
HapKoTMYeckMe CcpeactBa WM MNCUMXOTPOMHbIE  BELIecTBa, YTBEPXKAEHHbIM  npuka3oMm  MwuHucTepcTBa
3gpaBooxpaHeHuss Poccunckon ®epepauum ot 1 aerycta 2012 r. N 54" (3apernctpupoBaH MuHWCTEPCTBOM
toctuuumn Poccuniickon ®epepaumm 13 Hosi6ps 2020 r., permctpaumoHHbii N 60898);

npukas MwuHucTepcTBa 3gpasBooxpaHeHuss Poccunckon Pepepaummn ot 14 gueapa 2019 r. N 41 "O6
YTBEPXKAEHUN MOpsigKa Ha3HayYeHUsl JIeKapCTBEHHbIX MpenapaToB, OpPM peuenTypHbiX OnaHKoB Ha
nekapcTBeHHbIe NpenapaTbl, Nopsiaka opopMIeHUs yka3aHHbIX OMaHKoB, NX ydeTa 1 XpaHeHusa" (3aperncTpmpoBaH
MuHucTepcTBom tocTuummn Poccuickon ®epepauun 26 mapta 2019 r., permctpaumonHbin N 54173);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon depepaummn ot 11 gekabps 2019 r. N 10221 "O
BHECEHWW u3MeHeHun B npuka3 MuHucTepcTea 3gpaBooxpaHeHns Poccuinckon ®egepaunm ot 14 ausaps 2019 r.
N 4H "O6 yTBepxaeHUM nopsaka HasHavYeHWs NekapcTBEHHbIX MpenapaTtoB, hopm peuenTypHbiX BraHKoB Ha
nekapcTBeHHble npenapaTbl, nopsgka opopMneHns ykasaHHbIX 6MaHKoB, NX ydeTa n xpaHeHusa" (3apermcTpmpoBaH
MuHucTepcTBom tocTuummn Poccuinckon ®egepauun 28 aHsaps 2020 r., peructpaumoHHsin N 57292);

npukas MuHucTepcTBa 3apaBooxpaHeHust Poccuiickon ®egepaumm ot 8 oktabps 2020 r. N 1075H "O
BHECEHUM W3MEHEHWA B MOPSAOK Ha3Ha4YeHUs JeKapCTBEHHbIX MpPenapaToB, YTBEPXAEHHbI MPUKa3oM
MwuHncTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 14 auBapst 2019 r. N 4" (3apeructpupoBaH
MuHucTepcTBom tocTuumm Poccuinckon ®egepauun 22 gekabpsa 2020 r., pernctpaunoHHbin N 61695);

NyHKT 3.8 VIHCTpyKUMM O NOpsiAKke BbIMUCbIBAHUSA NIEKAPCTBEHHbIX NpenapatoB U 0QOpMIeHUs peLenToB U
TpeboBaHW-HaKkNagHbIX, YTBEPXAEHHOW MPUKa3oMm MWHMCTEpPCTBa 30paBOOXPAHEHUsI U COLMANbHOMO PasBUTUS
Poccunckon ®eagepauum ot 12 dpespansa 2007 r. N 110 "O nopsgke HasHayYeHUs 1 BbINUCbIBAHUSA NIEKAPCTBEHHbIX
npenapaToB, W3genuii MEOMUUHCKOro HasHayeHuWst M Cneunanv3upoBaHHbIX MNPOAYKTOB neyebHoro nuTaHusa"
(3apeructpupoBaH MuHunctepctsoM toctuumm Poccuiickon ®epepauumn 27 anpensa 2007 r., permctpaunoHHbin N
9364);

npukaz MuHuCTepcTBa 34paBoOOXpaHeHus M coumanbHoro passutus Poccuiickon ®epepaummn ot 17 mas
2012 r. N 5621 "O6 ytBepxgeHuun [Mopsigka oTnycka (M3MYECKMM Iuuam JeKapCTBEHHbIX MpenapaToB AN
MEeLMLIMHCKOIO MNPUMEHEHUS, coAepXallmMx KpoMe MarnblX KONMYECTB HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX
BELleCTB M WX MpPeKypcopoB Apyrve papmakornormdeckMe akTuMBHble BellecTBa" (3apernctpupoBaH
MuHucTtepcTBoMm tocTuumnm Poccunckon ®enepauun 1 noHa 2012 r., pernctpaumoHHsii N 24438);

NYHKT 2 W3MeHeHun, KOTOpble BHOCATCA B HEKOTOpble NpuKasbl MI/IHI/ICTepCTBa 30paBooXpaHeHna wun



coumanbHoro passutuss Poccuiickon depepaumn, yTBEPXKAEHHbIX Mpuka3oM MuHUCTepcTBa 34paBOOXpPaHEHUs]
Poccuiickon ®epepaunn ot 10 uioHa 2013 r. N 369H (3apermctpupoBaH MuHucTepctBOM tocTuumm Poccuiickon
depepauyun 15 nona 2013 r., pernctpaumoHHbin N 29064);

npukasd MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®Pepepaumm ot 21 asrycta 2014 r. N 4651 "O
BHECEHUM U3MEHEHUN B MOPSAOK OTMycKa (PM3MYECKMM nuLam NeKapCTBEHHbIX npenapatoB Ans MeOMLMHCKOro
NPUMEHEHMWS!, CoOepXalUMX KpoMe MarblX KONMYECTB HApKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELEeCTB U UX
MPeKypcopoB Apyrme ¢apmakofiormieckme akTVBHble BeLLecTBa, YTBEPXKOEHHbIM npuka3oMm MwuHucTepcTBa
34paBoOXpaHeHnMss U counanbHoro passutua Poccuickon depepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcTeom toctuumm Poccuinckon ®epepaummn 10 ceHTabpsa 2014 r., permctpaunoHHbiin N
34024);

NyHKT 1 W3MEHEHWW, KOTOpble BHOCSTCA B HEKOTOpble Mpukasbl MuHMCTEpCTBa 34paBOOXPAHEHUs U
coumanbHoro passutusa Poccuiickon ®epepaumm n MuHuctepctBa 3gpaBooxpaHeHus Poccuiickon denepaunn,
YyTBEPXAEHHbIX NpukazoMm MuHuctepcTBa 3gpaBooxpaHenuns Poccuiickon ®egepaumm ot 10 ceHTabpa 2015 r. N
634H (3apernctpupoBaH MwuHuctepctBoM toctuuum  Poccuiickon  Pepepaumm 30 ceHTtabpa 2015 r,
pernctpaunoHHbin N 39063);

NyHKT 3 W3MEHEHWW, KOTOpble BHOCSITCA B HEKOTOpble Mpukasbl MwuHMCTEpCTBa 34paBOOXPaHEHMS U
coumnansHoro passutusa Poccurickon ®egepaummn n MuHmuctepcTsa 3gpaBooxpaHeHus Poccuiickon egepaumm no
BONpocaM obpalleHns nekapCTBEHHbIX MNpenapaToB, COAepXKalluMxX HapKOTUYecKne CpeacTBa, MNCMXOTPOMHbIE
BELleCTBa M UX MPEKypCOpOB, M NEKapCTBEHHbIX CPeacTB, MoAanexalmx npeamMeTHO-KONMYECTBEHHOMY Y4yeTy,
YTBEPXOEHHbIX Npuka3om MuHucTepcTBa 3apaBooxpaHeHusi Poccuinckon depepaumm ot 31 oktsabps 2017 r. N
882H (3apernctpmpoBaH MuHuctepctBom toctuuumn Poccuiickon ®epepaunn 9 aHeapsa 2018 r., pernctpaumoHHbIv
N 49561).

3. PeuentypHble 6naHkn cdopmbl N 107/y-HI1, M3roToBneHHble 0O AHS BCTYMNEHUS B CUIY HaCTOSILLEro
npukasa, moryTt 6biTb ucnonb3osaxbl 4o 1 mapta 2023 roga.

4. Hactosawmn npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencteyeT go 1 mapta 2028 r.

MwuHuncTp
M.A.MYPALLKO

Mpunoxexne N 1

K npuka3y MuHucTepcTBa 30paBoOXpaHEHNS
Poccuiickon ®eaepaunn

oT 24 Hos16pst 2021 r. N 1094H

noPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wKre nonoxeHus

1. HasHayeHve nekapcTBEHHbIX NpenapaTtoB Afs MeAWUMHCKOro MpUMEHeHus (Janee - nekapcTBEHHble
npenapaTbl) OCYLLEeCTBNSETCA NeyawuMm BpayoMm, denbalepoM, akylepkon B Criydae BO3MOXEHWS Ha HUX
MOMTHOMOYMI fevallero Bpaya, Npy OKasaHUM MeOULMHCKON MOMOLWM B MEOMUMHCKUX opraHu3aumsax <1>, B
nopsiike, yCTaHOBMEHHOM npukasoM MuHMCTepcTBa 34paBOOXpaHEHMs U coumanbHoro passuTua Poccuiickon
®epepaummn ot 23 mapta 2012 r. N 2521 "O6 ytBepxaeHumn lMopsigka BO3NOXeHUs Ha henbawepa, akywepky
pykoBoauTENemM MeAMUNHCKON opraHusaumu npy opraHusauny okasaHus nepBUYHON MeAMKO-CaHUTapHON NOMOLLM
N CKOPOW MEOMUMHCKON MNOMOLLM OTAEeNbHbIX (DYHKUMA nevallero Bpaya Mo HenocpefncTBEHHOMY OKa3aHMWIo
MEeAMLMHCKOW NMOMOLLM MauneHTy B nepuod HabnogeHWs 3a HAM U ero fieyYeHnsi, B TOM YMCre MO Ha3HaYeHuo n
NPUMEHEHUIO NTeKapCTBEHHbIX NpenapaTos, BKIOYas HAPKOTUYECKME NeKkapCTBEHHbIE NpenapaThl Y NCUXOTPONHbIE
nekapcTBeHHble npenapartbl” <2>, MHAUBMAYarbHLIMU MpeanpuHUMaTens M1, OCYLLECTBNAWUMN MEONLIMHCKYIO
[eATenbHOCTb (aanee - MeauuuHCKne paboTHUKNM).




<1> TyHkT 11 cTtatbn 2 depepancHoro 3akoHa oT 21 Hoabpsa 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl
3gopoBbs rpaxaaH B Poccuiickon ®epepaummn” (CobpaHune 3akoHogaTenbctBa Poccunckon ®epepaunm, 2011, N
48, cT. 6724, 2019, N 52, cT. 7796) (ganee - ®egepanbHbii 3akoH N 323-03).

<2> 3apeructpupoBaH MwuHuctepcteom tctuuum Poccuiickon ®epepaumn 28 anpena 2012 r.,
pernctpaumoHHbin N 23971 ¢ wu3MEHeHUsAMW, BHECEHHbIMM npukasoMm MuHUCTEpPCTBa 34paBOOXpPaHEHUs
Poccuiickon ®egepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpmpoBaH MuHuctepctBom toctuumm Poccuiickon
depepauyun 9 aHeapsa 2018 r., pernctpaumoHHbin N 49561).

MeavumHcKknin paboTHMK, OChOPMMBLLMIA PEeLEenT C HapyLUeHWEM HacTOsILLEero rnopsigka, UM pykoBOAUTESb
MeOVLMHCKOM opraHusauun obecrneuvBaloT CBOEBpPEeMeHHoe mnepeodopmiieHne Tpebyemoro Ans nauueHTa
peuenTa.

2. CBegeHnss 0 HasHa4YeHHOM NeKapCTBEHHOM npenapaTte (HanmeHOBaHWe NekapCTBEHHOro npenaparta,
[O3MpoBKa, C€rnocob BBEAEHUS U MNPUMEHEHUS, PEXUM [O03MPOBAHUS, MPOAOIDKUTENBHOCTL JleYEHUS WU
000OCHOBaHME Ha3Ha4eHMs1 NEKapCTBEHHOro npenaparta) BHOCATCA MEOULUHCKMM paboTHMKOM B MEAMLMHCKYHO
OOKYMEHTaUMIo NaumeHTa.

B cnyuyasix, ykasaHHbIXx B nyHktax 8 - 11 Hactosiwero lMopsiaka, MeguuUHCKMA paboTHWMK, Ha3HaYMBLUWIA
nekapcTBEHHbIN npenapar, odopmnseT HasHavyeHne neKapCTBEHHbIX MpenapaToB, B TOM 4ucne noanexaiux
N3roTOBMEHWNIO N OTMNYCKY anTe4YHbIMW OpraHusaumsMun (ganee - nekapcTBEHHble npenapaTtbl UHAMBUOYaNbHOMo
N3roToBMeHus ), Ha peuenTypHoMm BnaHke, ooOpMIIEHHOM Ha ByMaXKHOM HOcuTene 3a CBOeWn noanuceio (ganee -
peuent Ha GymMaXkHOM HocuTene), u (Mnu) ¢ cornacus naumeHTa MM ero 3akOHHOro npeacraBuTens <3> Ha
peuenTtypHoM 6naHke B hopMe 3MEKTPOHHOro AOKYMEHTa C MCMOSb30BaHUEM YCUNEHHOW KBanuuumMpoBaHHOMN
3MNEKTPOHHOW Noanucyn MeguunHCKoro paboTHuka (ganee - peuenT B hOPMe 3M1EKTPOHHOIO JOKYMEHTA).

<3> MyHkT 2 ctaten 20 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depnepaumn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B dopme 3NeKTPOHHOIO AOKYMEHTa, COoAepXXaluui HasHayeHUne HapKOTUYECKMX CPeAcTB WNn
MCUXOTPOMHbLIX BELLECTB, MOAMUCLIBAETCA C WCMONb30BAaHUMEM YCWUSIEHHOW KBanMUUMPOBAHHOW 3MEKTPOHHOM
noanucy nevauwiero Bpada unu denbaluepa, akyllepku, Ha KOTOPbIX BO3MOXeHbl OYHKUMM flevallero Bpava, U
COOTBETCTBYIOLLEN MEOULMHCKOWN OpraHmn3auumn <4>.

<4> TyHKT 1 cTatbn 26 ®egepanbHoro 3akoHa ot 8 aHBapsa 1998 r. N 3-d3 "O HapkoTUYecKkMx cpeacTBax u
ncuxoTponHbIx BewlecTBax” (CobpaHve 3akoHogaTensctBa Poccunckon ®egepauumn, 1998, N 2, cT. 219, 2017, N
31, cT. 4791) (ganee - ®epgepanbHblin 3akoH N 3-93).

OdopmneHue peuentoB B OPME IMEKTPOHHBLIX AOKYMEHTOB OCYLLECTBASETCA B CNyvae MnpuHATUSA
YNONTHOMOYEHHbLIM OpraHoOM WCMonHMTENbHOW Briactu cybbekta Poccuickon Pegepaumm B COOTBETCTBUM C
nyHkToM 4 cTtatbn 6 depepancHoro 3akoHa oT 12 anpens 2010 r. N 61-9®3 "O6 obpalueHnun nekapcTBEHHbIX
cpeactB" <5> peweHnss 06 uncnonb3oBaHUM Ha TeppuTopum cybbekta Poccuiickon dPepepaumm Hapsagy c©
peuentaMM Ha IeKapCcTBEHHble mpenapaTbl, OMOPMMEHHbIMW Ha OyMaxHOM HocuTene, peuenTtoB Ha
nekapcTBeHHble npenapaTbl, CPOPMUPOBAHHBLIX B DOPME 3IEKTPOHHBLIX JOKYMEHTOB.

<5> CobpaHune 3akoHogatenscTBa Poccuiickon deaepaumm, 2010, N 16, ct. 1815, 2019, N 52, c1. 7793.

3. lMpu BbINMCKE nauneHTa M3 MeOULMHCKOW opraHu3aumy, B KOTOPOW eMy oOkasblBanacb MeAuuMHcKas
MOMOLLb B CTaLMOHAPHbIX YCOBUSIX, MPU HEOBXOAMMOCTM MPOAOIPKEHMSA NMpUeMa fiekapCTBEHHOro npenapaTa B
ambynaTopHbIX YCMNOBUAX AaHHOMY MauMeHTy MO peleHUio PyKoBOOUTENS MeOUUMHCKOW opraHusauum
Ha3Ha4aloTcs ¢ ohopmneHeM peuenta B popme 3MeKTPOHHOro AOKyMeHTa U (unu) Ha GymaxHOM HocuTene (3a
ncknioyeHmem oopMIeHNs peLenToB Ha NekapcTBEHHbIe NpenapaThbl, NoArexalime oTnycky 6ecnnaTHo wunu co
Ckugkon) nmbo BblgaloTcs (MauMeHTy UM ero 3aKkOHHOMY NPeACTaBUTEN0) OAHOBPEMEHHO C BbIMUCKOW U3 UCTOPUK
GonesHn nekapcTBeHHbIE Npenaparbl, B TOM YMCIE HAapKOTUYECKNE U NCUXOTPONHbIE NeKkapCTBEHHbIE Npenaparb,
BHeceHHble B cnucku Il n |l nepevyHs HapKOTUYECKUX CPeAcTB, MCUXOTPOMHLIX BELEeCTB U UX NPEeKypcopos,



nognexawmx koHtporno B Poccuiickon depepaumnu, yTBepxaeHHoro lNpaButensctBom Poccuiickon depepaumm
<6> (panee - lNepe4yeHb), CUNBHOOENCTBYIOLWNE NEKAPCTBEHHbIE MpenapaTthbl, Ha CPOK NMpuMemMa naumeHToM [0 5
JHen.

<6> TyHkT 2 ctatbn 2 ®depgepanbHoro 3akoHa N 3-®3 (CobpaHme 3akoHogatenbctBa Poccuiickon
depepaumm, 1998, N 2, cT. 219; 2016, N 27, cT. 4238).

4. HasHayeHve nekapCTBEHHbIX MpenapaTtoB MNPW OKasaHUW MEeOULMHCKOM MNOMOLUM B CTaLMOHapHbIX
YCINOBUSIX MOXET OCYLLEeCTBNATLCA MOCPEACTBOM TpeboBaHWA MEeOUUMHCKOW opraHv3auuu, HanpabfsieMblX B
anTeyHble opraHnsauun, ABMNSOLWKUECS CTPYKTYPHBIMK NoapasfeneHnsiMm MeauUMHCKOM opraHnsaumn. <7>

<7> TlyHkT 54 ctaTbm 4 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalieHumn
nekapctBeHHbIx cpeacts" (CobpaHue 3akoHogaTtenbcTBa Poccuickon ®epepaumm, 2010, N 16, cr. 1815; 2019, N
31, cT. 4456) (nanee - PenepanbHbiii 3akoH N 61-03).

5. HasHayeHMe nekapCTBEHHbIX MpenapaTtoB  OCYLIEeCTBNAETCA MEAUUMHCKMM  pPaboTHMKOM  no
MEXOYHapOAHOMY HENaTEeHTOBAHHOMY HaMMEHOBaHWIO, a npu ero OTCYTCTBUM - T[PYMMNUPOBOYHOMY UMK
XUMUYECKOMY HaMMeHOBaHWUt0. B cnyyae oOTCyTCTBUSI MeXOYHapoOHOro HEMaTeHTOBAHHOTO HaMMEHOBAaHUST U
rPynnMPOBOYHOINO WUIM XMMWYECKOTO HaMMEHOBaHWUSI NEeKapCTBEHHOro Mpenapata JieKapCTBEHHbIA npenapar
Ha3Ha4YaeTcsd MeAUUMHCKMM paboTHMKOM MO TOProBOMY HaumMeHoBaHMWIO. Mpy HanNM4Mu MeguLUHCKUX MoKasaHun
(vHomBMAyanbHass HEMepeHOCMMOCTb, MO JXKM3HEHHbIM MOKa3aHWsM) MO pelleHuo BpadebHoW  Komumccum
MEeOMLMHCKON opraHm3aumm <8> OCyLIeCcTBNSeTCs HasHavyeHue M odOopMIIEHME Ha3HaYeHUs! JIeKapCTBEHHbIX
npenapaToB, He BXOASLWMUX B CTaHAAPTbl MEAULMHCKOM nomMoLu, pa3paboTaHHble B COOTBETCTBUU C MyHKTOM 14
ctaten 37 PepepanbHoro 3akoHa N 323-®3 <9>, unn He nNpegyCcMOTPEHHbIX COOTBETCTBYIOLEN KIMHUYECKOW
pekomeHaaumen, nmbo no TOpProBbiM HaumMeHoBaHusM. PeweHne BpavyebHOM KOMWCCUM  MEAWLMHCKOMN
opraHmsaumm UKCMpyeTcs B MEANLMHCKOW AOKYMEHTaLMn nauneHTa u B XXypHane BpadyebHon kommuccun.

<8> [Npukas MuHnCTEpCTBa 3apaBOOXPaHEHNS U coumnanbHoro pas3sutna Poccninckon ®eagepauumn ot 5 mas
2012 r. N 5021 "O6 yTtBepxgeHun nopsgka co3gaHus U OeATenbHOCTM BpavyebHOM KOMUCCUU MEeOULMHCKOW
opraHusaumn" (3apernctpmpoBaH MuHuctepctBoMm toctuuum Poccuiickonn ®depepaumm 9 wmoHa 2012 r,
pernctpaumoHHein N 24516) ¢ wu3MeHeHWs MK, BHECEHHbIMM npuka3om MwuHucTepcTBa 34paBOOXpaHEHUs
Poccuinckon ®egepaunn ot 2 gekabpsa 2013 r. N 886H (3apermctpupoaH MuHucTepcTBoM tocTuumm Poccuiickon
®epnepaumu 23 gekadbpsa 2013 r., pernctpauyunoHHbii N 30714).

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickonn Peaepaumm, 2011, N 48, cT. 6724.

Ecnu npu okasaHuM nauuMeHTy MeLMUMHCKOW MOMOLUM B MEOULMHCKOM opraHu3aummM B CTauMOHapHbIX
YCNOBUSIX MO peLUueHnto BpavyebHOM KOMUCCUM OCYLLECTBRSOTCA Has3HavyeHne U NpUMEHEHWe NeKapCTBEHHOro
npenapaTa C KOHKpPeTHbIM TOProBblM HaMMEHOBaHMEM, TO MNPV OKasaHWM LAHHOMY MauWEeHTY MeLMUMWHCKON
MOMOLUM B MHOWN MEOULMHCKOM OpraHusauun B CTaUMOHAPHbIX YCIOBUSIX, @ Takke B aMOynaTOpPHbLIX YCNOBMSIX
ocyLlecTBnsieTcs HasHayYeHe emMy NiekapCcTBEHHOro npenapara ¢ TEM e TOproBblM HanMeHoBaHuem <10>.

<10> MyHkT 2 noctaHoBneHus lMpasutenscrtea Poccuiickon ®epepauun ot 30.06.2020 N 965 "O BHeceHun
nameHeHu B lNMpaBuna opmMMpoBaHns NepeydHsi NeKapCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBNSETCS B
COOTBETCTBMM C UX TOPrOBbIMW HAUMEHOBaAHUSIMU, U O NMPUMEHEHMUM NEKapPCTBEHHbLIX NpenapaToB ¢ KOHKPETHbIMU
TOoproBbiMu HanmeHoBaHuaMN" (CobpaHue 3akoHopaTenscTBa Poccunckon ®epepaumu, 2020, N 28, cT. 4422).

6. HasHaueHue nekapcTBeHHOro npenapaTa B pelenTe Ha GymaxHOM HocuTene unu peuente B dopme
3MEeKTPOHHOIro [OOKyMeHTa OodOopMNSeTCA Ha WMMS nauveHTa, AN KOTOPOoro npedHasHayeH IekapCTBEHHbII
npenapar.

Peuent Ha OymaxxHOM HocuTene, 0hOpMIIEHHbIN Ha peuenTypHoM 6raHke cdoopm N 107/y-HIM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXAEHHbIX HACTOALMM NPUKa3oM, MOxeT ObiTb MOMyYeH MauueHToM, ero



3aKOHHbIM MpeAcTaBUTENEM WUMW  NULOM, MMELWMM OMOPMIEHHYID B COOTBETCTBUM C  PAXOAHCKUM
3akoHopaTenbcTBOM Poccuiickon Penepaumm OOBEPEHHOCTL OT NauMeHTa Ha NpaBo MOMyYeHUs Takoro peuenTa
(oanee - ynonmHOMOYEHHOE NL).

MpencraBneHne OOBEPEHHOCTU He TpeGyeTca B criydae NonyyeHusl peuenTa Ha rnekapCcTBeHHbIN npenapaT
Ans nHkypabenbHoro 6oMbHOrO Ha 3aBepLualolleM aTarne ero XKM3HW NULIOM, OCYLLECTBRSALWMM yxod 3a Takum
MHKypabernbHbIM GONMbHBLIM. B Takom criyyae MeauMUMHCKMIA paBOTHUK BblgAET MWLy, OCYLLECTBSIOWEMY yXo4 3a
MHKypabernbHbIM GONbHbIM, AOKYMEHT, MOATBEPXAAWLWMIA WHKYpabenbHOe COCTOsiHME GOJbHOro, coaepKalluii
CBedeHNsa O nuue, KoTopoe GyaeT nonyyaTb JiekapCTBEHHbIE NMpenapaTbl Mo peuenty (PaMunus, Umsi, 0TYECTBO
(nocnegHee - Npy Hanuyuu), BUA, cepust U (UNM) HOMep AOKYMEHTa, YAOCTOBEPSIOLErO JIMYHOCTL), 3aBEPEHHbIN
noANUCLIO U NeYaTbio 4aHHOTO MeAMUMHCKOro paboTHMKa, a Takke neyaTbio MEAMLMHCKOW OpraHusaLmu.

[okyMeHT, noaTBepXaarLwmnn MHKypabensHoe cocTosiHue B0MbHOro, 0OCTaeTcs B anTe4YHOW opraHv3aunm.
Peuent B opme 3neKTPOHHOro [AOKyMeHTa opMUpyeTca C WCMOMb30BaHUEM TOCYAapCTBEHHOW

MHopMaUmMoHHON cucTeMbl B cdepe 3apaBooxpaHeHusi cyObekta Poccuiickon Pegepaumv, MeAULMHCKON
MHOPMALIMOHHON CUCTEMbI MEOULMHCKOWN OopraHnsaumm <11>,

<11> Ctatem 91 n 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depnepaumn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT Bblgaun peuenTa Ha NEKapCTBEHHbIN npenapaTt 3aKOHHOMY MPeACTaBUTENO UMK YNONIHOMOYEHHOMY
nmuy pmkenpyeTcs B MEONLIMHCKON OKYMEHTALMN NaumeHTa.

7. MeavuuHckum paboTHMKaM 3anpeliaeTcd odopMmnaTe peuenTbl MNP OTCYTCTBUM Yy NauMeHTa
MEOVLIMHCKUX MOKa3aHWi; Ha He3aperncTpuvpoBaHHbIe feKapCTBEHHble npenapaTtbl <12>; Ha nekapcTBEHHble
npenaparbl, KOTOpble B COOTBETCTBUWM C WHCTPYKUMEN MO MeOMLMHCKOMY MNPUMEHEHWUIO MNpefHasHayeHbl Ans
NPUMEHEHMS] TOMbKO B MEOMLIMHCKUX OpraHu3auusix; Ha HapKOTMYecKue CpeacTBa U MCMXOTPOMHbIE BELLEecTBa,
BHeceHHble B crucok |l [NepeyHsi, 3aperMcTpupoBaHHble B KayecTBe INEKapCTBEHHbIX NpenapaTtoB, B LENsx
NpYMEHEeHWs1 ANs NeYeHns HapKoMaHuu.

<12> PeweHune CoseTa EBpasunckon skoHoMuyeckon kommuccmum ot 3 Hosbpa 2016 r. N 78 "O lNpasunax
peructpaumMm M 3KCMepTU3bl NEKAaPCTBEHHbIX CPEeACTB ANs MEeOWLUMHCKOro npumeHeHus" (oduumnaneHbid canT
EBpasuiickoro akoHommu4yeckoro cotosa http://www.eaeunion.org/, 21 Hosi6psa 2016 r.). Ctatea 13 PepepanbHoro
3akoHa N 61-®3 (CobpaHune 3akoHoaatenscTtBa Poccuickon degepaumm, 2010, N 16, cT. 1815; 2020, N 14, cT.
2028).

MHouBmayanbHbIM NpeanpuHUMaTensm, OCyLLEeCTBSOWMM MEANLNHCKYIO AeATEeNbHOCTb, AONOMHUTENBHO K
TpeboBaHMAM, yka3aHHbIM B ab3aue NepBOM HacCTOSLWEro MnyHKTa, 3anpeliaeTcsa odopmnsTe peuenTtbl Ha
HapKkoTM4eckue CpeacTBa WM MNCMXOTPOMNHble BewecTBa, BHeceHHble B cnucku |l un Il TepeuHa (panee -
HapKOTUYeCKMEe 1 NCUXOTPONHbIE NekapcTBeHHbIe npenapaTtbl cnuckos Il u Il MNepeyHs).

8. MNpn Ha3Ha4YeHWM HaAPKOTUHECKMX U NMCUXOTPOMHBLIX NleKapCTBeHHbIX npenapartos cnucka |l MNepeyns, 3a
UCKMIOYEHMEM FeKapCTBEHHbIX NpenapaTtoB B BuAe TpaHCAepMarnbHbIX TepaneBTUYEeCKMX CUCTeM U
nekapCTBEHHbIX MpenapaToB, CoAepXalluMX HapKOTUYeCKOe CPeACTBO B COYETaHMU C aHTarOHUCTOM OMWOWAHBIX
peLenTopoB, peuenTbl Ha BymaxHOM HocuTene odopMnaTCH Ha peuenTypHoM G6raHke dopmbl N 107/y-HIT.

9. PeuenTtypHbin 6naHk popmbl N 148-1/y-88 ochopmnaeTca npu HasHavYeHUW:

1) HapKOoTMYEeCKMX U MNCUMXOTPONHBLIX feKapCTBEHHbIX npenapatoB cnucka Il lMepeyHa B  Buge
TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUYECKUX NekapcTBEeHHbIX npenapaTtoB cnucka Il MNMepeyHs,
cofepxalmx HapkoTU4eckoe CpedcTBO B COYETAHMU C aHTarOHUCTOM OMWOWAHBLIX PeLenTopoB, MCUXOTPOMHBLIX
nekapcTBeHHbIX npenapaTtoB crvcka Il MNMepeyHs;

2) KOMBUHMPOBAHHbIX NTEKAPCTBEHHBIX MPENAPaToOB, CoAepXKalLLuX:

a) KoQevH unu ero conu (B nepecyeTe Ha YNCTOE BeLeCcTBO) B konmnyectse A0 20 Mr BKNIOYUTENbHO (Ha 1
003y TBEPAOW NekapcTBeHHOM hopmbl) unu B konudectae 4o 200 mr BkntountensHo (Ha 100 mn unm 100 r xxnakon



rekapcTBEeHHOWM hopMbl ANt BHYTPEHHEro NpUMeHeHust);

0) nceegoadenpuHa rmagpoxrnopug B Konnyectse, npesbiwatowemM 30 mr, n go 60 Mr BKNoYMTENbLHO (Ha 1
003y TBEpPAOoK fnekapcTBEHHON hOpMbl);

B) ncespoadeapuvHa rmapoxnopua B komnudecTtse, npesbiwatowem 30 mr, 1 go 60 Mr BKMOYUTENBHO B
coyeTaHuM C JekcTpomeTopdaHoM ruapobpommaom B KonuyecTBe, npesblwatowem 10 mr, n go 30 wr
BKITOUNTENBHO (Ha 1 o3y TBepOoN NekapCTBEHHOM hopMbl);

r) pekctpomeTtopdaHa rugpobpomma B konndectse Ao 200 mr BknounTenbHo (Ha 100 mn unun 100 r xxugkom
nekapcTBeHHOW oOpMbl ANst BHYTPEHHETO NPUMEHEHNS);

4) adbenpuHa rugpoxnopug B konnyectse, npesbiwatowem 100 mr, u go 300 mr BkntountensHo (Ha 100 mn
unu 100 r XXnakor neKkapCTBEHHON POPMbl AN BHYTPEHHErO NPUMEHEHUS);

e) adpegpuHa rngpoxropun B konudectee 0o 50 mr BknouMTenbHO (Ha 1 403y TBepOoWn IekapCTBEHHON
opmbl);

X) deHunnponaHonaMmuvH B KONuyectBe A0 75 Mr BKMAYUTENBHO (Ha 1 [03y TBEpAOW NEeKapCTBEHHOW
dopmbl) unu go 300 mr BkntountensHo (Ha 100 mn nnm 100 1 XnOKoW NekapcTBEHHOW POPMbI A1 BHYTPEHHETO
NPUMEHEHNS);

3) peHobapbutan B konudecTBe A0 15 Mr BKMHOYUTENBHO B COYETAHUM C KOOEUHOM (UM €ro consimMm)
He3aBMCMMO OT konu4yecTsa (Ha 1 [o3y TBepAOMN NekapCTBEHHOW (hOPMbI);

1) deHobapbuTan B konuyectBe A0 20 Mr BKIOYMTESIBHO B COYMETaHUM C 3PedpUHOM rMOPOXIIOPUAOM
He3aBMCUMO OT Konm4yecTBa (Ha 1 403y TBepAoW NIeKapCTBEHHOWM (hOpMbl);

K) xnopamasenokeug B Konuyectse, npesbiwatowem 10 mr, n go 20 Mr BrnoumTensHo (Ha 1 go3y TBepaoun
nekapcTBEHHON PopMbl);

3) nekapcTBEHHbIX NpenapaTtoB WMHAMBMAYaNbHOrO W3roTOBMEHWS, COAepXaluux HapKoTUYeckoe cpeacTBo
1N NcuxoTponHoe BelecTBo cnucka Il MNepeyHs, n gpyrne papmakonornyeckne akTMBHbIE BeLLecTBa B 403e, He
NpeBbllatoLen BbICLUYI0 Pa3oByko 403y, U NPU YCNOBMU, YTO 3TOT KOMOUHMPOBAaHHbLIN NEeKapCTBEHHbIN nNpenapar
He ABMNSeTCH HAapPKOTUYECKNM UK NCUXOTPOMHBLIM NleKapCTBEHHbIM npenapaTtom cnucka |l Mepeyns;

4) nekapCTBEHHbIX NpPenapaToB, BKMOYEHHbIX B MepevYeHb NeKapCTBEHHbIX CpeacTB ANns MeAMLUHCKOro
NPUMEHEHWs, MoANexalmx npeaMeTHO-KONMYEeCTBEHHOMY Y4eTy (Oanee - neKkapcTBeHHble npenaparhbl,
BKIOYEHHble B nepedeHb MKY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHus [lpaButenbctBa Poccuiickon depepaumm oT
19.06.2012 N 608 "O6 yTtBepxaeHumn MNonoxeHnss o MuHmuctepcTBe 3gpaBooxpaHeHusa Poccuickon depepaummn”
(oanee - MNonoxeHue o Munnctepctee) (CobpaHne 3akoHogaTenbcTBa Poccunckon ®enepauun, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbii 6naHk dopmbl N 148-1/y-04(n) odopmnseTca npu HasHaYeHUW FeKapCTBEHHbIX
npenapaToB rpaxgaHam, WMelWwuM npaBo Ha GecnnatHoe Mofy4YeHne neKapCTBEHHbIX MpenapaToB Wu
nony4YeHve nekapcTBEHHbIX NpenapaToB CO CKUAKOW.

11. PeuenTypHbinn 6naHk popmel N 107-1/y odhopMmnsaeTca npy HasHavYeHUu:

1) nekapCTBEHHbIX NpenapaToB, He YKka3aHHbIX B NyHKTax 8, 9 HacToswero Nopsaaka;

2) KOMBUHMPOBAHHbIX NTEKAPCTBEHHBIX MPENAPaToOB, CoAepXKalLLuX:

a) aprotammHa rugpoTapTpaTt B KonuMyecTBe A0 5 Mr BKMouuTenoHo (Ha 1 003y TBepAow nekapCTBEHHOW
opMmbi);

0) acbeppuHa rmagpoxnopug B konudectee o 100 mr BkmtoumtensHo (Ha 100 mn wnm 100 r© xugkown
rniekapcTBEHHOW (hopMbl A4St BHYTPEHHENO NPUMEHEHMS);



B) ncesgoadbedpvHa rmMApoxXrnopua B KonuyecTBe, He npesbiwakwem 30 mr (Ha 1 gosy TBepaou
nekapcTBEHHOM OpMbI);

r) nceesgoadedpvHa rMOpoxnopuag B KonuMdecTBe, He npesblwatowem 30 Mr, B COYeTaHun C
aekctpometopdaHom rmgpobpomuaom B konmyecTtse, npesbiwatowem 10 mr, u go 30 mr BknouutTensHo (Ha 1
003y TBEpAOoK fnekapcTBEHHON hOpMbl);

A) AekcTpoMmeTopdaHa rmgpobpomug B konuyectee, npeebiwatowem 10 mr, u go 30 mr BKNoYMTENbHO (Ha 1
003y TBEPAOW flekapCTBEHHON hOpMbl);

e) eHobapbutan B konmyecTtse, npesbiwatowem 20 mr, 1 o 50 Mr BknouyMTENBHO (Ha 1 403y TBEpaon
nekapcTBeHHoOM opMbl);

X) cpeHobapbuTan B Konuyectee 40 20 Mr BKIHOUYUTENIBHO B COYETAHUM C SProTaMUHOM TMOPOTapTPaTOM
He3aBMCUMO OT Konm4yecTBa (Ha 1 403y TBEpPAOW NIeKapCTBEHHOW hOpMblI);

3) xnopaunasenokeua B konuvectse 4o 10 Mr BknouuTensHO (Ha 1 403y TBepaon nekapCcTBEHHON hOpMbl).

12. lNpun Ha3Ha4YeHUn NnekapCTBEHHOro Npenapara NHANBUAYaNbHOro U3roTOBIEHUS B peLenTe Ha GyMaxHOM
Hocutene w (unu) peuente B OPME SMEKTPOHHOrO [OKYMEHTA HaMMEHOBaHWUSI NEKapCTBEHHbIX CPEACTB
(BellecTB), BKMOYEHHbIX B nepedeHb [1KY, ykasbiBaloTCs B Havane peuenta, 3aTeM - BCE OCTalbHble
WHIPEeaONEHTBI.

13. MNpn HasHa4YeHun nekapCTBEHHOro npenapaTta B peuenTte Ha OymaxHOM HocuTene u (unu) peuente B
dopMe 3NEKTPOHHOIO [JOKYMeHTa 3anpellaeTcs npeBbiwaTtb KOMMYECTBO HAPKOTUYECKMX CPeacTB WU
MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbINMMCAHO B OAHOM peuenTe, ycTaHoBneHHoe npunoxennem N 1 k
HacTosiweMmy Nopagky, 3a NCKNIYEHNEM CriydaeB, YkasaHHbIX B NyHKTax 15 n 24 Hactosduwero NMopsiaka.

14. Tpu HasHayeHUM nEeKapPCTBEHHbIX MpenapaToB, BKMOYEHHbIX B nepedveHb [MKY, posa koTopbix
MpeBbllaeT BbICLUMN OOHOKPATHLIV MpueM, MeauUMHCKUA paboTHWMK obo3HavaeT [03y 3TOro neKapCTBEHHOro
npenapaTa B peuente Ha ByMaxXHOM HOCUTENe MPOMUCbI0 C NPOCTaBfEHMEM BOCKIMLATENbHOMO 3Haka u (unwm)
npocTaBnseT BOCKNMUaTeNbHbIVM 3HAK Npy opopmneHnn peuenTta B hOpMe 3NEKTPOHHOrO OKyMeEHTa.

15. KonnyecTBo Ha3Ha4YeHHbIX NeKapCTBEHHbLIX MpenapaToB, BKIMOYEHHbIX B nepeyeHb MNKY, npu okasaHum
naumeHTaMm, Hy>XaalLWuMcs B ANIMTENbHOM fleYeHUW, NEPBUYHON MEeOUKO-CaHUTapHON NOMOLUM M NanfnaTuBHOWN
MEeLMLMHCKON NOMOLUN MOXET BbiTb YBENMYEHO C YYETOM KIMHUYECKUX peKoMeHaauun He 6onee 4yem B 2 pasa no
CPaBHEHWNIO C KONMMYECTBOM HAPKOTUYECKUX CPEACTB MMM NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbIMMCAHO
B OAHOM peLenTe, YCTaHoBNEHHbIM npunoxeHnem N 1 k HacToswemy Mopsaky.

B cnyyasx, npeaycMOTpeHHbIX ab3auem nepBbiM HACTOSILLENO MYHKTa, Ha pelenTtax Ha GymMaXHOM HocuTene
npousBogutca Hagnucek "o crneuunanbHOMY Ha3HaYeHWK", OTAENbHO 3aBEpPEHHast MOAMUCLI0 MeAWLMHCKOro
paboTHMKA W ne4yaTbld MeaUUMHCKOW opraHusauumn "[ns peuentoB”, Ha peuentax B dopMe 3MeKTPOHHOro
OOKyMeHTa npousBoautcs oTmeTka "o cneuywanbHOMY HasHavyeHuO" C  MpocTaBfeHUeM  YCUNeHHoWn
KBannuUuMpoBaHHOWN 3NEKTPOHHON MOANUCU MEAULIMHCKOrO paboTHUKA.

16. CocTaB nekapcTBEHHOro npenapara, nekapcTeeHHas dopma 1 obpalleHne MeauuuHCKOro paboTHuka K
dapmavneBTnyeckoMy paboTHUKY 06 OTMyCcKe NekapCTBEHHOro npenapara Ha OymMaxXHOM HocuTene ogopMsTCA
Ha NaTUHCKOM WM PYCCKOM A3blke B pOOUTENBLHOM Magexe, 3a UCKIMHYeHneM oopmMIieHns peLenToB B dopme
3MNEKTPOHHOTO JOKYMEHTA, OCYLLECTBIIIEMOro Ha PYCCKOM SA3bIKe.

Mpu odopmneHmMn peuLenTypHbIX ONaHKOB AOMyCKaeTCcsl UCMONb30BaHWE COKpalleHuin (npunoxeHne N 2 K
HacTosiwemy MNopagky).

Mpn HasHa4YeHUM NekapcTBEHHOrO NpenapaTta He OOoMnycKaeTcsl CokpalleHUne HanMeHOBaHUIN MHIPEOUEHTOB,
COCTaBNSIIOLWLMX JEKAPCTBEHHLIN MpenapaT, He MOo3BONSLWMX YCTAaHOBUTb, KakOW MMEHHO JleKkapCTBEHHbIN
npenapaT HasHayeH.

17. Cnocob npuMeHeHUs1 NekapCTBEHHOro npenapaTta 0003Ha4yaeTcs C ykasaHWeM NyTu BBeAEHWs, O03bl,
4YacToTbl, BpEMEHM NMpUemMa OTHOCUTENbHO CHa (YTPOM, Ha HO4Yb) U €ro ANMTENbHOCTU, a ANsl JNIEKapCTBEHHbIX
npenapaToB, B3aMMOAENCTBYIOLLMX C MULLEN, - BPEMEHN UX YNOTPeOneHnss OTHOCUTENBHO NMpMeMa NuwmM (4o enpl,
BO BpeMs efpl, nocne eapl).



18. lpn HeobBXoAMMOCTU HeMeANneHHOro WNM CpoYHOro (B TedeHue [AByx pabouux [Hen) oTnycka
NeKkapCTBEHHOro npenapata nauuMeHTy B BepxXHeW 4acTu peuenta Ha OymMakHOM HocuTene npoCcTaBnAlTCA
obo3HaveHus "cito" (cpoyHo) unum "statim" (HemeaneHHo). AHanorumyHble O0DO3HAYeHMs1 MPOCTaBNSATCA B BuAe
OTMETOK Npu ocbopmrieHnn peuenTta B hopMe 3MEKTPOHHOIO JOKYMEHTa.

19. Mpn odopmneHMn HasHayeHWst roTOBOro JieKApCTBEHHOro Mpenapata B peuente Ha OymMaxxHOM
HocuTene unu peuente B (bopme 3MEKTPOHHOIO AOKYMEHTa KONMYECTBO AEWCTBYIOLLMX BELLECTB yKasblBaeTcs B
COOTBETCTBMU C UHCTPYKUMEN NO MEOANLIMHCKOMY NMPMMEHEHMIO NIEKapCTBEHHOro npenaparta. [JonycTMMo ykasbiBaTb
OO3MPOBKY FEKapCTBEHHbIX MpenapaToB CUCTEMHOIO AeWcTBus (4ns pe3opObTMBHOrO npuema) B TBepabIX
nekapcTBeHHbIX popmax (Hanpumep, TabneTkn, MOPOLUKW, Kancynbl) Kak COAEpXKaHWe OLHOrO WM HECKONbKUX
OENCTBYIOLLMX BELLEeCTB B eguHMuax Maccel (B rpammax, munnurpammax). JonycTumo ykasbiBaTb A03UPOBKY
neKapCTBEHHbIX NpenapaToB CUCTEMHOIO AeWCTBUS (ans pe3opbTUBHOrO NPMMEHEHNS) B XXUAKUX NEKAPCTBEHHbIX
dopmax (Hanpumep, pacTBOpbl, CYCNEeH3nN) Kak CoOAepXXaHue OLHOro MNU HECKOMbKUX OEWCTBYHOLUX BELLECTB B
eavHMLax Maccbl Ha eguHuuy obbema (Hanpumep, MUNAUIPaAMM/MUNAUAUTP) C ykasaHuem obuero obbema
nekapcTBeHHon opMbI.

Mpn ohopmMneHnn HasHayeHUs NekapCcTBEHHOrO NpenapaTta MHAMBUAYaNbHOrO M3roTOBMEHUS B peLienTe Ha
OymaxxHOM HocuTene wunu peuente B (oOpMe 3MNEKTPOHHOTO [OKYMEHTa KOMMYECTBO TBEepAbiX W ChiMy4mx
dhapmaueBTM4eckux cybcTaHumi ykasbiBaeTca B rpammax (0,001; 0,5; 1,0), Xnagkux - B MUNnunuTpax, rpaMmMmax u
Kannsx.

20. PeuenTbl Ha BymaxkHOM HocuTene, B hOpMe 3IEKTPOHHOrO JOKYMeHTa, 0pOpMIIeHHbIe Ha peLenTypHOM
6naHke opmbl N 148-1/y-88 1 npegHasHadeHHble AN OTNycKa feKapCTBEHHbIX NpenapaTtos, NPeayCMOTPEHHbIX
noanyHktamm 1 - 3 nyHkta 9 HacToswero Nopsaka, AencTBUTENbHbI B TedeHne 15 gHer co gHS odhopMmeHus.

21. PeuenTbl Ha DymMaxkHOM HocuTene, B hOpMe 3IeKTPOHHOrO AOKYMeHTa, 0pOpMIIeHHbIe Ha peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble AnNs OTMyCKa IeKapCTBEHHbIX NpenapatoB rpakgaHam,
yka3aHHbIM B nyHkTe 10 Hactosiwero lMopsaka, gencreutenbHbl B TedeHne 30 gHen co AHA odhopmneHus, 3a
UCKINIOYEHMEM crydyaeB 0opMIeHmMs pelenTta B cooTBeTcTBUM € nyHkTamm 38 n 39 HacTtoswero lNopsaka, npu
KOTOPbIX OH AEWNCTBUTENEH B TeueHne 15 gHen co gHSA opopMneHns.

22. PeuenTbl Ha 6ymaxXHOM HocuTene, B hopme 3MEKTPOHHOrO AOKYMEHTa, 0pOpMIEHHbIE HA peLenTypHOM
6naHke copmbl N 148-1/y-04(n) n npegHa3HayeHHble Ansi OTMyCKa JeKapCTBEHHbIX NpenapaToB rpaxaaHam,
OOCTUMLUMM MNEHCUOHHOro BO3pacTa, WHBanuaam MepBOW rpynnbl, AeTAM-UHBaNWAam, a Takke rpaxgaHam,
CTpajalLwmnm XpoOHNYECKMMY 3aboneBaHusiMu, TpebyoWMK ONIMTENBHOTO KYPCOBOrO NeYEHUs, 4ENCTBUTENbHBI B
TedeHne 90 gHen co OHS OPOpPMIIEHUS, 3a UCKMOYEHUEM CIyyaeB, ykasaHHbIX B nyHKTax 38 m 39 Hacrtoswero
Mopsaaka, Npy KOTOPbIX OH AEUCTBUTENEH B TeYeHne 15 gHer co aHs 0hopMIIeHus.

[na neyeHns xpoHMYecknx 3aboneBaHUN yKasaHHbIM KaTEropusaM rpaxaaH nekapCTBEHHble npenapatbl C
ohopMIEHNEM peLenToB Ha OymaXHOM HOCUTeNe WM peuenToB B (hOpMe 3MEKTPOHHOro OOKYMEHTa MOryT
Ha3HayaTbCs Ha Kypc rnederus go 180 gHen.

23. PeuenTbl Ha DymaxkHOM HocuTene, B hOpMe 3IEKTPOHHOrO JOKYMeHTa, 0pOpMIIeHHbIe Ha peLenTypHOM
6naHke copmbl N 107-1/y n npegHasHayeHHble ONA OTNycka feKapCTBEHHbIX MpenapaToB, NpPeayCcMOTPEHHbIX
nyHkTom 11 HacToswero MNMopsgka, gencTBuTenbHbl B TedeHne 60 gHer co aHa opopMneHust.

Mpn Ha3Ha4YeHUU roTOBbLIX NEKAPCTBEHHbIX NPEnapaToB WM NEKapCTBEHHbIX MpenapaTtoB MHAMBUOYANbHOMO
N3roTOBMEHNs NauMeHTam ¢ 3aboneBaHUsIMU, TPeOYOLWUMN ONUTENBHOIO KYpPCOBOIO Nie4YeHUsi, ¢ 0OpMIeHNEM Ha
peuenTtypHoM 6raHke copmbl N 107-1/y peuenTta Ha BymakHOM HocuTene unu B oopme 3NEKTPOHHOIO AOKYMEHTa
yCTaHaBnMBaeTCsa CPOK AENCTBMSA peLenTa B Npeaenax o O4HOro roaa.

B cnyyae ycTaHOBNeHMs Cpoka OEWCTBUS peLenTa B npegenax Ao OOHOro roga B peuente Npov3BoauTCs
Hagnuck: "Mo cneumansHOMYy HasHayeHuo", obo3HavaeTcs CpoK OEWCTBUSI peLenTa U NepuogMYHOCTb OTMycKa
NeKapCTBEHHbIX MpenapaToB U3 anTeYHOW OpraHun3auun UM UHAMBUAYaNbHbIM MpeanpuHUMaTenemM, UMELLUM
NULEH3NI0 Ha apMaueBTUYECKYID JeATeNnbHOCTb <14> (eXeHedernbHO, EXEMECAYHO M WHble nepuoapl).
JononHUTenbHO 3TO ykasaHue 3aBepsieTcst MOANMUCHI0 MeAULMHCKOro paboTHMKA, a Takke nevatbio MeguLUMHCKON
opraHusaumm "0Onsa peuentoB” (ona peuenta Ha OymMaXXHOM HoOcCUTene) WM yCUNEHHOW KBanudULMPOBAHHOW
3MNEKTPOHHOWM MOANUCBI0 MEOUUMHCKOro paboTHMKa M nuua, YNONHOMOYEHHOrO 3aBEPSATb OOKYMEHTbI OT MMEHM
MeLMLMHCKON opraHm3aumm (ans peuenta B oopMe 3M1EKTPOHHOIO JOKYMEHTA).




<14> TyHkT 47 vactn 1 ctaten 12 depepansHoro 3akoHa ot 4 mas 2011 r. N 99-03 "O nuueH3mMpoBaHum
OTAEenbHbIX BMAOB AesTenbHocTn" (ganee - ®PepepanbHbii 3akoH N 99-03) (CobpaHne 3akoHogaTenbCTBa
Poccuiickon ®degepauum, 2011, N 19, cT. 2716; 2021, N 27, cT1. 5177).

24. PeuenTtbl Ha NekapCTBEHHble npenapaThbl, BKNOYeHHble B nepeveHb [KY, ona nevyeHus naumeHToB C
XpOHMYecknmu 3abonesaHmsaMm MOryT 0popMAsaTbLCA Ha Kypc neveHus no 60 gHen.

B cnyuae, korga kypc nedeHus coctaBnsieT 6onee 30 gHen, OONONHUTENBHO B peuentax Ha GymMaxxHOM
HocuTene npou3BoguTca Hagnuck "o cneumanbHOMY Ha3HayeHuK", 3aBepeHHas NoAMMCbI0 MEeOWLMHCKOro
paboTHMKa U neyaTbld MeOUUUHCKOW opraHu3aumm "Ons peuentoB”, Ha peuentax B OpMe 3NEKTPOHHOrO
OOKYMeHTa npousBogutca oTMeTka "lMo cneumanbHOMY HasHadeHulo" ¢ NpocTaBfeHWEM  YCUNEHHON
KBannuuMpoBaHHON 3MEKTPOHHOW MOANUCU MeOUUUHCKOro paboTHMKa M nuua, YNOorHOMOYEHHOro 3aBepsiThb
OOKYMEHTbI OT UMEHU MELMLIMHCKON opraHmM3auuu.

25. Peuent Ha BymaxHOM HocuTene B (hOopMe IMEKTPOHHOro AOKYMEHTA, OPOPMMEHHbIN C HapyLleHnem
YCTaHOBMEHHbIX HacToswmM Nopsiakom TpeboBaHUi, CUMTaeTCs HeAENCTBUTENBHbIM.

Il. Ha3HauyeHue nekapCcTBEeHHbIX NpenapaToB NPU OKa3aHUKU
MeOULMHCKOM NOMOLLM B CTaLMOHAPHbIX YCITOBUAX

26. MNpwn okaszaHWM NauneHTy MeAULMHCKON MOMOLLUY B CTALMOHAPHbIX YCIIOBUAX Ha3Ha4YeHne nekapCcTBEHHbIX
npenapaToB npounssoantcs 6e3 odopmneHnsa peuenta MEAULUHCKMM paboTHUKOM €AMHOMNNYHO, 33 UCKYEeHneM
crnyyaesB, yKa3aHHbIX B NyHKTe 27 HacToswero [Nopsaka.

27. CornacoBaHMe Ha3Ha4YeHWs1 JeKapCTBEHHbIX MpenapaToB C 3aBeAylolWMM  OTAENeHUEM WK
OTBETCTBEHHbLIM [OEXYPHbIM Bpayom nubo ApyrMM FMUOM, YMNOMHOMOYEHHbLIM MPUKA30M [MIaBHOro Bpava
MEOULIMHCKOW opraHusauuu, a Takke, NPy HanmMuuu, ¢ BpayoM - KIMHUYECKUM dapmakornorom HeobxoanmMo B
cnyyasx:

1) OQHOBPEMEHHOIO Ha3Ha4YeHnd NATn n Gonee NeKapCTBEHHbIX NnpenapatoB OAHOMY NaUUNEHTY;

2) Ha3HayeHWs NeKapCTBEHHbIX MpenapaToB, He BXOASLWMX B MNEpeyvYeHb >XU3HEHHO Heo6GXOoAMMbIX |
BaXKHEMLLUX NeKapCTBEHHbIX npenapaTtoB <15>, NpuM HETUNUYHOM TeveHun 3aboneBaHusi, HamMunuM OCIOXHEHUN
OCHOBHOro 3aboneBaHusi U (UNK) CONyTCTBYHOLUX 3aboneBaHuii, NPM Ha3HAaYeHWN NEeKapCTBEHHbIX NpenapaTos,
0COBEHHOCTY B3aMOENCTBUS M COBMECTUMOCTM KOTOPbIX COTNIaCHO UHCTPYKLMSIM MO UX NMPUMEHEHWIO MPUBOAST K
CHWXeHMo 3achphekTMBHOCTM U Ge3onacHoCTU hapmakoTepanum u (Mnu) co3naroT NoTeHLManbHy onacHoOCTb ANng
XKM3HW U 300POBbSA NaLMeHTa.

<15> Yactn 1 cratbm 60 PepepanbHoro 3akoHa N 61-P3 (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepauyum, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX cnyyasix HasHayeHue INeKapCTBEHHbIX MpenapaToB uKcMpyeTca B MeOULIMHCKON
OOKYMEHTaUMn nauuMeHTa W 3aBepsieTcs MoAMUCbI0 MEeAMUMHCKOro paboTHWKa M 3aBedylllero oTaeneHnem
(OTBETCTBEHHOIO AEXYPHOro Bpava unm Apyroro ynosHOMOYEHHOro NnLa).

28. MeguumHCKkun  paboOTHMK  MEAMUMHCKOM  opraHusauun (ee  CTPYKTYpHOro  nogpasgeneHus),
pacrnofioXXEeHHON B CENbCKOM HACENeHHOM MyHKTe, OCYLLEeCTBMSEeT Ha3Ha4YeHUe FeKapCTBEHHbIX NpenapaToB B
cny4asx, ykasaHHbIX B NyHKTax 27 n 29 HacTtoswero Nopsgka, eauHONnYHo.

29. Tlo pelweHuo BpayebHOM KOMUCCMM MaLMEeHTaM nNpu OKasaHUM MM MEOULMHCKOW MoMolM B
CTaUMOHAPHBIX YCIOBMSAX HAa3HaYalTCA NeKapCTBEHHble MpenapaTtbl, HEe BKMOYEHHbIE B MEpPEeYEHb >XU3HEHHO
HeoOXOOMMbIX W BaXKHEWLUWX TEeKapCTBEHHbIX MpenapaToB, B Cry4ae MX 3aMeHbl M3-3a WHAMBUAYAIbHOW
HenepeHoOCUMOCTH, MO XN3HEHHBLIM NOKa3aHUSAM.

PelweHne BpayebHOM Komuccun dUKCMpyeTcs B MEOMLMHCKOM [OKYMeHTauuuM nauueHTa W KypHane
BpayebHOM KoMUCCUMN.

30. B cnyyasx obcnegoBaHuMss W neYeHWs rpaxgaHuHa B CTauUMOHapHbIX YCIOBUSIX B pamKax
NpefocTaBneHss MeauLUMHCKMX YCNyr Ha BO3Me3[HOM OCHOBE 3a CYeT MMYHbIX CPEeACTB rpaxagaH, cpeacTB
lopuaMYeckUX IUL U UHbIX CPEACTB Ha OCHOBaHWM [OroBopa, B TOM uucne pAoroBopa Ao6poBONbHOroO



MEAULIMHCKOrO CTpaxoBaHus <16>, eMy MoryT ObiTb HasHauyeHbl JleKapCTBEHHblE MpenapaThbl, He BXoasiiue B
nepeyveHb >XM3HEHHO HeobXoaMMbIX W BaXKHEWLUMX JIEKapCTBEHHbIX MNpenapaToB, €CNM UX HasHayeHue Wu
npyMeHeHne 06yCroBNeHo MeauLMHCKUMU NoKasaHUSMU.

<16> T[loctaHoBneHue [lpaButenbctBa Poccurickon Pegepaumm oT 4 okTtabpsa 2012 r. N 1006 "O6
yTBepxaeHun [lpaBun npegocTtaBneHvus MeAWMUMHCKMMW  OpraHusauusMu  nnaTtHbIX  MeauuMHCKMX — ycnyr"
(CobpaHue 3akoHogaTenbcTBa Poccuickon degepaummn, 2012, N 41, cT. 5628).

lll. HazaHayeHuMe nekapcTBEHHbIX NpenapaToB NPU OKasaHUU
nepBUYHOM MeAUKO-CaHUTApPHOW NOMOLU, CKOPON MeAUNLUHCKOMN
MOMOLLM U NAaNNMaTUBHON MeAULUHCKOMN NOMOLUU

31. lNpn OKasaHMM NEPBMYHON MEAUKO-CAHMTAPHOM MOMOLLUM U NannMaTtMBHON MEOUUMHCKOMW NOMOLLM B
amMOynaTopHbIX YCIOBUSAX Ha3HAYeHWe NeKapCTBEHHbIX NpenapaToB OCYLUECTBNSAETCA MegUUMHCKUM paboTHMKOM
B CNyyasix TUMUYHOIO TedeHnsi 3aboneBaHnsi NaUMeHTa NCxoasa n3 TSHKeCTU U XxapakTepa 3aboneBaHus.

32. HasHauyeHMWe nekapCTBEHHbIX NpenapaToB Mo PeLIeHW0 BpayeGHOM KOMUCCUM NMpY OKa3aHWU NepBUYHOI
MeaNKO-CaHUTapPHOW NMOMOLLW, NannuMaTUBHOW MeaULMHCKON NOMOLLM B amBynaTopHbIX YCNOBUSAX NPOM3BOANUTCH B
cnyyasx:

1) Oo4HOBpPEMEHHOro Ha3Ha4eHna OgHOMY NauueHTy NATU U bonee NeKapCTBEeHHbIX npenapaTtoB B Te4YeHune
OOHUX CYTOK U CBbllLE OEeCATU HaMMeEHOBaHWN B TeYEHNE TpuauaTtun OHen;

2) Ha3Ha4yeHWsa NeKapCTBEHHbIX NPenapaToB NPU HETUMUYHOM TeYeHUM 3ab0oNeBaHNs, HANMYUKU OCITOXKHEHUN
OCHOBHOrO 3abonesaHus u (Mnu) conyTcTByOWUX 3aboneBaHnn, NpyM Ha3HaAYeHUW NEeKapCTBEHHbIX Npenapartos,
0COBEHHOCTN B3aUMOLENCTBUSA U COBMECTUMOCTM KOTOPbIX COrMacHO UHCTPYKLUMUSM MO UX MPUMEHEHMIO NPUBOAST K
CHWXEHMI0 3hpekTUBHOCTM 1 6e30MacHOCTM NevYeHus naumeHTa u (Mnu) co3garoT NoTeHUManbHy onacHOCTb Angd
XWU3HW 1 300POBbS NaLMEHTa;

3) NepBMYHOr0 Ha3Ha4YeHNs NauMeHTy HAapPKOTUYECKMX N MCUXOTPOMHbIX NTEeKapCTBEHHbIX NpenapaToB CNCKOB
Il v 1l Mepeyns (B cnyvyae MPUHATMSA PyKOBOAWUTENEM MEOULMHCKOW OpraHv3auun pelleHns 0 HeobxoamMmocTu
COrnacoBaHunsl Ha3Ha4YeHUs TakMX NeKapCTBEHHbIX NpenapaTos ¢ BpayebHon komumccren).

33. lMoBTOpHOE HasHayeHWe HapKOTUYECKUX M MCMXOTPOMHbIX NekapcTBEeHHbIX npenapatos cnuckos |l u i
lMepeyHs NPon3BOAMTCH MEAVMUMHCKMM pabOTHUKOM CaMOCTOSATENbHO MW eAuHOnu4YHO 6e3 yyactusa BpayebHoun
KOMUCCUM NauueHTaM C BblpaXeHHbIM GoMeBbIM CMHAPOMOM N0OOro reHesa, HapyleHWeMm CHa, CyAOPOXHbIMU
COCTOSIHUSIMW, TPEBOXHbBIMU paccTponcTBamu, pobusamm, NCUXOMOTOPHbLIM BO3DYXAEHNEM.

34. Mpun okazaHMK CKOPON MeAMLIMHCKOW MOMOLLIM NeKapCTBEHHbIE NpenapaTthl Ha3Ha4alTCs MeaULUHCKUM
paboTHWKOM Bble3gHoW Bpuragbl CKOPOW MOMOLUM, MeOUUMHCKUM pPabOTHUMKOM MeOWMLMHCKOW OpraHusauun npu
oKasaHUM MegULMHCKOM NOMOLLM rpaxkaaHaM npu 3aboneBaHusix, HeCYaCTHLIX Crydasx, TpaBMax, OTPaBMEHUsX U
OPYrMX COCTOSIHUAX, TPEOYIOLNX CPOYHOrO MEeAULIMHCKOro BMeLLaTensbCcTBa.

IV. HazHauyeHne nekapCTBEHHbLIX NpenapaToB rpaxaaHam,
MMeKLWMM NpaBo Ha 6ecnnaTHoe NonyyeHue NieKapCTBEHHbIX
npenaparoB UMK NoJflyYeHUe NneKapCcTBEHHbIX NpenapaToB
CO CKMAKOM, NPX OKa3aHUM NepPBUYHOMN
MeANKO-CaHUTapPHOW NOMOLLMA

35. lNpn okasaHWM MEPBUYHON MEAUKO-CAHUTAPHOW MOMOLLM Ha3Ha4YeHue MeaUUMHCKMM paboTHMKOM Ha
OCHOBE KIMUHUYECKUX pPEeKOMeHJauui M C Yy4eTOM CTaHAapTOB MeOMUMHCKON nomowm <17> fekapCTBEHHbIX
npenapaToB, OTMyCKaembix OecrnnaTtHO WM CO CKUAOKOW, rpaxgaHam, MMeKLWuM npaBo Ha obecneyeHue
NEeKapCTBEHHbIMW NpenapaTtaMyM 3a CcyeT CpedcTB OHKEeTHbIX acCUrHoBaHWW degepanbHoro Owmketa u
6rookeToB cyobekToB Poccuickon ®enepauum, ocyectenseTcs Ha peuentypHom 6nanke N 148-1/y-04(n).

<17> Cratba 37 ®enepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbctBa Poccuickon depepaumm,
2011, N 48, cT. 6724; 2021, N 27, cT. 5186).



Mpu odopmneHumn peuenTa Ha 6naHke dopmbl N 148-1/y-04(n1) Ha DymakHOM HocuTene opopMnATCa ABa
9K3eMnnspa, OAuMH M3 KOTOPbIX OCTaeTcs B anTe4yHOW opraHu3auuu, BTOPON - B MEOULUMHCKOW OOKYMeHTauuu
naumeHTa.

36. MNpaBo Ha3HayaTb NekapCTBEHHbIE Npenaparkl rpaxxgaHam, MMeroLw M npaso Ha 6ecnnaTHoe nonyvyeHne
NEeKapCTBEHHbIX MpenapaToB UIK NOTyYeHe NIEKapCTBEHHLIX NpenapaToB CO CKUAKON, TaKkKe MMEHOT:

1) MmeguumHckue paboTHUKK, paboTatolmue B MeQULMHCKON opraHn3auumn no COBMECTUTENbCTBY (B npedenax
CBOEWN KOMMNEeTEHLUMN);

2) meguuuHckne pabOoTHUKM CTauMOHapHbIX OpraHuM3auuin CcoLManbHOro OBCNYXXMBAHWS NPU  Hannyuu
NNLEH3MM Ha OCYLLECTBIIEHME MeOUUMHCKOM AedaTenbHocTn <18>, npegycmaTpuBalollen BbIMNOfHEHME padoT
(okasaHwue ycnyr) no okasaHu NePBUYHON MeOMKO-CaHUTaPHOW NOMOLLM B amBynaTopHbIX YCNOBUAX (HE3aBUCUMO
OT BEOMCTBEHHOW NPUHAASIEXXHOCTN);

<18> TlyHkT 46 yactn 1 ctaten 12 depepanbHoro 3akoHa N 99-03 (CobpaHue 3akoHogaTeNnbCTBa
Poccuickon ®egepauun, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) mMeguuMHckne paboTHWMKM MEOUUMHCKUX OpraHv3auui, OKasblBaloWMX MEPBUYHYIO MEOUKO-CaHUTapHYHo
NMOMOLLIb, NOABEAOMCTBEHHbIX (hedeparibHbiM OpraHaM MCMOMHUTENbHOW BAcTM UIM opraHaM MCMONHUTENbHOM
BnacTu cyobekTtoB Poccuiickon Pegepaumu;

4) nHaMBuayanbHble NPeanpuHUMaTenn, OCyLLECTBNSAOLWNE MEANLMHCKYIO AESTENBHOCTL M BKMOYEHHbIE B
peecTp MeAWLMHCKUX OpraHu3auui, OCYyLLecTBASIOWNX AesATenbHOCTb B cdepe obs3aTenbHoro MeauumHCKOro
CTpaxoBaHus.

37. MNpun HasHayeHMN NekapCTBEHHbIX MpenapaToB rpaxxgaHam, MMeKoLMM NpaBo Ha becnnaTHoe nonyveHvne
nekapCTBEHHbIX MpenapaToB WM MOMyYeHue NeKkapCTBEHHbIX MpenapaToB CO CKMAKOW, B peuenTte ykasbiBaeTcs
Homep TenedoHa, MO KOTOPOMY PabOTHMK anTEe4YHOW OpraHusauum npu HeOBXOAMMOCTM MOXEeT corflacosaTtb C
MeaUUMHCKUM pabOoTHUKOM 3aMeHy neKkapCTBEHHOro npenapara.

38. HasHauyeHne HapKOTMYECKMX M MCUXOTPOMHbIX fEKapCTBEHHbIX npenapaTtoB cnucka |l MNepeyHa (3a
WCKMIOYEHMEM JeKapCTBEHHbIX MpenapaToB B BuAe TpaHCAepMarbHbIX TeEpaneBTUYECKMX CUCTEM, a TakKke
NeKapCTBEHHbIX MpenapaToB, CoAepXallMX HApPKOTUYECKOE CPEeACTBO B COYETAHMU C aHTarOHUCTOM OMWOUAHBIX
peLenTopoB) rpaxgaHam, WMelWwum npaBo Ha 6ecnnaTHOe MNONyYeHUe JlekapCTBEHHbIX MpenapaToB MIu
MonyyYeHnUst NekapcTBEHHbIX NpenapaTtoB CO CKUAKOMW, OCYLLECTBNSAETCA Ha peuenTypHoM 6GnaHke dopmbl N
107/y-HTI1, k koTOpOMY AONONHUTENBHO OhopMNAeTCs peuenT Ha peuenTypHoM 6naHke popmbl N 148-1/y-04(n) (B
ABYX 3K3emnnsapax npy opopMneHun Ha BymaxkHoM HocuTene).

39. HasHauyeHne HapKOTUYEeCKUX M MCUXOTPOMHbIX NeKapCTBEHHbIX npenapaTos cnucka Il MepeyHa B Buge
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HapPKOTUYECKMX NekapCTBEHHbIX npenapaToB cnucka Il MNMepeyns,
cofepXalux HapkoTU4YecKoe CpPeACcTBO B COYMETaHUW C aHTaroHWCTOM OMUOUAOHLIX PELEenTopoB, NCUXOTPOMHbLIX
nekapcTBeHHbIX npenapartoB cnucka lll MNMepeyHs, nekapCcTBEHHbIX NpenapaToB, BKMOYEHHbIX B nepedeHb [KY,
cofepXawmxca B noanyHkte 2 nyHkra 11 Hactoswero lMopsaka, npeaHasHayeHHble AnS fedeHus rpakaaH,
nmelowmnx npaso Ha 6GecnnaTHOe nonydeHve neKapCTBEHHbIX MpenapaToB MMM MNOMNyYeHUe NeKkapCTBEHHbIX
npenapaToB CO CKMAKOW, OCyLLecTBNAseTca Ha peuenTypHbix 6naHkax copm N 107-1/y n N 148-1/y-88, k koTOpbIM
AONonNHUTENBLHO odopMNAeTca peuent Ha peuentypHoMm 6naHke dopmbl N 148-1/y-04(n) (B ABYX 3k3emnnspax
npu ocpopmneHnm Ha BymaxxHOM HocuTene).

Mpunoxexne N 1

Kk MNopsaaky HasHaveHwus
NeKapCTBEHHBIX NMpenaparos,
YTBEPXKAEHHOMY MPUKA30M
MwuHMCTEpCTBa 34paBOOXPaHEHMS



Poccuiickon ®epepauun
oT 24 Hos10pst 2021 1. N 1094H

KOJIMYECTBO

HAPKOTUYECKUX CPEACTB NN NCUXOTPOIMNHbLIX BELWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OOQHOM PELIENTE

N MexayHapoaHoe HenaTeHTOBaHHOe dopma Bbinycka u Konuuectso
n/n HanMeHOBaHWEe HapKOTUYECKOro U A031poBKa
NCUXOTPOMHOIO NeKapCTBEHHOMO
npenapaTta
1. BbynpeHopduH + HanokcoH Tabnetkn 60 TabneTok
cybnuHreaneHble 0,2 Mr + | (ynakoBka, kpaTHast N
0,2 mr 20)
2. BynpeHopduH PacTtBop anga nHbekumin, 30 amnyn
0,3 mr/mn 1 mn (wnpwuu-Tro6MKOB)
3. BynpeHopduH TpaHcoepmManbHbI
nnacTbipb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnactbipen
70 mkr/vac 5 nnacTblpen
4, MopduH PacTtBop anga nHbekumin, 20 amnyn
pacTBop ANs MOAKOXHOro (WINPUL-TIOBUKOB)
BBeaeHnsa 10 mr/mn 1 mn P
5. KogewH + MopdwmH + HockanuH + PactBop ansi nogkoxxHOro
ManaBepwvH + TebaunH BBEJEHUSA
0,72 +5,75+2,7+ 0,36 + 20 amAvn
0,05 mr/mn 1 mn y
1,44+115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTok
7. TpumenepnguH PactBop Ansa uHbekumn 20 amnyn
10 mr/mn 1 mn (wnpuy-To6UKOB)
20 mr/mn 1 mn puu
8. MopduH TabneTkn (kancynbl) 180 TabneTok
NPOMNOHIMPOBAHHOIO (kancyn)
AencTens 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 tabneTtok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTkn
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannu gna npnema
BHYTpb 20 mr/mn 20 mn 4 priakona




11.

MopduH

PactBop anst npuema
BHYTPb (MOHOA03bl)

2 mr/mn 5 mn
6 mr/mn 5 mn
20 mr/mn 5 mn

100 amnyn n/a
80 amnyn n/a
30 amnyn n/a

12. OkcukoaoH + HanokcoH TabneTtkn
NPOMOHTMPOBAHHOTO
JencrTeusi
5wmr+2,5wmr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
13. | MponunoHundeHunaTokcnaTunnunepuamH | TabneTku saweyHsle 20 50 TabneTtok
mr
14. deHTaHuN lMnacTtbipb
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/yac 10 nnactbipen
75 MKr/yac 10 nnactbipen
100 mkr/yac 10 nnactbipen
15. ®eHTaHun Cnpew Ha3anbHbIN

dnakoH 50 mkr/gosa

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

®dnakoH 100 mkr/go3a

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

®dnakoH 200 mkr/gos3a
2,0 mn (10 gos)

3,2 mn (20 po3s)
5,0 mn (40 pos3)

24 cpnakoHa
12 dpnakoHoB
6 dhnakoHoB

12 dpnakoHoB
6 dhnakoHoB
3 dhnakoHa

12 dpnakoHoB
6 donakoHoB
3 donakoHa

Mpunoxexne N 2

k Mopsiaky Ha3HayYeHus
nNekapcTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKa30M

MwuHUCTepcTBa 30paBOOXPaHEHNS!

Poccuiickon ®epepauun
OT 24 Hos16psa 2021 1. N 1094H

CnpaBo4HO



PEKOMEHOOBAHHbIE K UCMOJIb3OBAHUIO COKPALLEHUA
NP1 O®OPMJIEHUM PELIENTOB

N CokpaweHve lMonHoe HanncaHue MepeBog

n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum aspo305b

4. amp. ampulla amnyna

5. ag. aqua Boja

6. ag. purif. agua purificata BOAA OYULLIEHHas

7. but. butyrum macno (TBepaoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Boinai (”yCTbBi'jp'gm‘)" Mycte byaet
11. D.S. Da, Signa Detur, Signetur Bbmiﬁ;ﬂ%ﬂ?“g;g;ﬁ;SyﬂeT
12. D.t.d. Da (Dentur) tales doses Beipan (Tycte Gggg; BblAake!) Takne
13. dil. dilutus pasBefeHHbIN

14. Div. in p. aeq. Divide in partes aequales Pasgenv Ha paBHble yacTu

15. emuls. emulsio aMynbcus

16. extr. extractum 3KCTPaKT, BbITSKKA

17. in enem. in enemas B MUKPOKNN3mMax

18. F. Fiat (fiant) MycTtb 0bpasyeTcs (obpasytoTcs)
19. gran. granulum rpaHynbl

20. gt., gtt gutta, guttae Kanns, kannu

21. gtt. peror. guttae peroralis Kannu anga npvemMa BHyTPb

22. inf. infusum HacTomn

23. in amp. in ampullis B amnynax

24, in tab. in tab(u)lettis B TabneTkax

25. | intab. prolong. in tab(u)lettis prolongatis B TaBneTkax G NPOMOHIMPOBaHHLIM

BbICBOOOXAEHMEM




in tab. prolong,

B TabneTtkax c NPOJIOHI’MPOBAHHbIM

26. obd. in tab(u)lettis prolongatis obductis BbICBOOOXAEHMEM, TNIOKPBITHIX
obonoukon

27. in tubul. in tubulis B ToBMKax

28. lin. linimentum NVMHUMEHT

29. lig. liquor XNOKOCTb

30. lot. lotion NOCbOH

31. m. pil. massa pilularum nunionbHaa mMacca

32. membr. bucc. membranulae buccales MAEHKN 3aLleYHble

33. M. Misce, Misceatur (MycTb g/zZ?iﬂemaHo)

34. mixt. mixtura MUKCTypa

35. N. numero YMCIIOM

36. ol. oleum macro (>kmgkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIONA, NN

39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec. praecipitatus OCaXXAEeHHbIN

41. pulv. pulvis NMOpOLLOK

42, g.s. guantum satis CKOJNbKO NOTpebyeTcs, CKONMbKO Hafo

43. r., rad. radix KOp€eHb

44, Rp. Recipe Boabmu

45, Rep. Repete, Repetatur MoeTopu (MycTb GyaeT NOBTOPEHO)

46. rhiz. rhizoma KOPHEeBWLLIE

47. S. Signa, Signetur OGO3';%‘:)Z$£LZ)6MGT

48. sem. semen cems

49. simpl. simplex npocTown

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray crnpen

53. spr. nas. spray nasale cnpewn HasasbHbIN

54. supp. suppositorium cBeya, Cynno3vTopumn




55. susp. suspensio CYCNeH3usi, B3BECb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTownka

58. tubulis tubulis TIOOUKM

59. STT Systema Therapeutica Transcutanea Tep;%aeijﬂzzr::?ma;ema
60. ung. unguentum Masb

61. Vitr. vitrurn CKITSIHKA

Mpunoxexne N 2

K npukady MyHucTepcTBa 34paBoOOXpaHEHMs
Poccuitckon denepaumm

oT 24 Hos16pst 2021 r. N 1094H

SOPMA PELUENTYPHOIO BITAHKA N 107-1/Y

MuHucTepcTBO 3apaBooxpaHeHns Poccuinckon
denepaumm

HaunmeHoBaHue (wtamn)

Kog cpopmbl no OKY[
Kog yupexagerus no OKIMO

MeOuuMHcKasa AOKyMeHTaLus

MeaMULMHCKOW opraHm3aunm

®opma N 107-1/y

YTBepxaeHa npvkasom
MwuHucTepcTBa 3a0paBOOXpaHEHMs
Poccunckon denepaunn

oT 24 Hosi6pst 2021 1. N 1094H

HavmeHoBaHue (WTamn) nHaMBMAYyarnbHOro
npeanpuHumarens (ykasaTb agpec, HoMep U
AaTy NMUeH3nn, HaMMeHoBaHue opraHa
rocynapCTBEHHOM BNacTy, Bbl4aBLUEro
NULUEH3NIO)

PELUENT
(B3poCHnbIN, OETCKUM - HYXXHOE NOAYEPKHYTH)
" 20__r.

damunus, nHMUMansl UMeHU 1 oT4ecTBa (MocneagHee - NPy Hanu4ynn)
naumeHTa

HaTa poxgeHus

damunus, MHMLManb UMeHU N oT4ecTBa (MOCNegHee - NpY HaNU4nn)
neyvallero Bpaya (denbaLlepa, akyLiepku)

py6.|kon.| Rp.



Moanuckb M.T1.
M nevaTtb fevallero Bpava
(noanuck enballepa, akyLepku)

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe TOIYEPKHYTH) (yxaszsarso
KOJIMUYEeCTBO IHEN)

O6opoTHaga cTopoHa

OTmeTKa 0 Ha3Ha4YeHWM NeKapCTBEHHOTO
npenapaTa no peLleHnto BpayebHoOn KoMnccmm

Mpurotosun Mposepun OtnycTtun

®OPMA PELEMNTYPHOI'O BJIAHKA N 148-1/Y-88

MwuHucTepcTBO 3apaBooxpaHeHnst Poccuinckon Koa cdopmbl no OKY[] 3108805
depnepauymu MeguuunHckas goKyMeHTaLums
®opma N 148-1/y-88
HanmeHoBaHue (LIJTaMI'I) yTBep)K'qua npukasom
MEAMLIMHCKON opraHn3aumm MwuHuncTepcTBa 34paBoOXpaHeHus

Poccuickon ®egepauun
OT 24 Hos6psa 2021 1. N 1094H

HavmeHoBaHue (WTamn) nHaMBMAyanbHOro
npeanpuHumarens

(ykasaTb agpec, HoMep U AaTy NuueH3uu,
HaumeHOBaHWe opraHa rocygapCTBEeHHOM
BMacTW, BblAABLUENO NNLIEH3MI0)

e [ | L] L) UInL) O L) LD L



PELENT " 20 T
(baTa odpopmnieHus-peuenTa)

(B3pOCnbIN, AETCKUN - HYXXHOE NOAYEPKHYTb)

damunus, nHumansl UMEHN N OT4eCcTBa (nocneu,Hee - npun HaJ'WILIVIVI)
nauneHTa

[aTa poxgeHus

Apgpec mecrta xutenoctea unu N mMeguuMHCKON KapTbl amMOynaToOpHOro nauueHTa, nony4varoLlero
MEeOMLIMHCKYHO NMOMOLLIb B ambynaTopHbIX YCIOBUSIX

damunusi, nHMumarnbsl UMEHWU U OTYecTBa (NocneaHee - Npu HanMuum)
nevaulero Bpava (cbenbaliepa, akyLepkin)

Moanuck 1 neyaTh nevallero Bpava M.T1.
(mognuce denbaluepa, akyLepkm)

PeuenT genictButeneH B TeyeHne 15 aHen

O6opoTHasi cTopoHa

OTMeTKa 0 HasHauYeHUN NeKapCcTBEHHOro
npenapara no peLieHnio BpaveGHON KoMUccum

MpurotoBun MNpoBepun Otnyctun

SOPMA PELUENTYPHOIO BIIAHKA N 148-1/Y-04(I1)

MuHunCTEPCTBO 30paBOOXpPaHEHMUS YTBEP>XOEHA
Poccuiickon depepauum MECTO npukasom MuHucTepcTBa
OnA 3[1paBoOXpaHeHus
LWTPUXKO Poccwiickon depepaumm
OA <*> OT 24 Hosi6psa 2021 1. N

1094H




Lramn
Kopn

MeOMLMHCKON opraHM3aumum

LWTamn
Kopg
WHAMBUAOYaANbHOrO NpeanpuHMMaTens
Kog dopmbl no OKY[ 3108805
®opma N 148-1/y-04(n)
Kop, Kop Ho3onornyeckon M CTOYHMK bnHaHCUpOBaHUS:
KaTeropum dopmbl (no MKB) (nopo4epKHyTb)
rpaxagaH % onnaTbl:
1. ®egepanbHbin GogxeT (nogYepkHyTb)
2. BrogxeT cybbekra Poccuickon
depepaumm
3. MyHuuunaneHbin GogxeT
1. becnnaTtHo
2. 50%
3. uHon %
PELUENT Cepus N [aTa odhopmneHus: 20 T.

damunus, uHUMUManbl MMEeHM U oT4vecTBa (nocne,u,Hee - npun
HaJ'Il/I‘-Il/Il/I) nauneHTa

[aTa poxgeHus

CHMNC

N nonuca
obszaTenbHOro
MeOULIMHCKOro
CTpaxoBaHus:

Homep MeOuLMHCKON KapTbl NauneHTa, nonyvawwero MegumumnHCKyr nomoLlb B aM6ynaTopr|x

ycnosuax

damunus, nHMLManNsL UMEHU N OT4YeCTBa (NocneaHee - Npy Hanuyun)
nevaulero Bpava (henbglepa, akyLepkm)

Py6. Kon.

R e e




Y (o] L= LSRR

Moanvck 1 nevaTh Nnevallero Bpaya
(noanuck enbalwlepa, akywepkn)

M.TT.

PeuenT gerictButeneH B TeveHue 15 gHen, 30 gHen, 90 gHew (HYyXKHOE NOAYEPKHYTD)

OTnyLweHo Nno peuenTy:

TOpI’OBOG HanmeHoBaHne n o3npoBKa:

[ata otnycka: " " 20

KonnyecTtBo:

Mpurotosun:

Mposepun: Otnyctun:

(nvHKs oTpbIBA)

KopeLuok peuentypHoro 6naHka

HanmeHoBaHue
neKkapcTBEHHOro npenapara:

[osnposka:

Cnocob npumeHeHus:

MpogomKnTenbLHOCTb aHen
KonuyecTtBo npuemoB B A€Hb: pas
Ha 1 npuem: en.

<*> B Cny4ae Wu3roTtoBJieHMnA peuenTtypHoro OnaHka C WCNoONb30BaHNEM KOMMbKTEPHbIX

TEXHOMNOTMNA.

O6opoTHasi cTopoHa

npenapara no peLieHnio BpaveGHON KoMUCCHn

OTmeTKa 0 Has3Ha4YeHuu leKapCTBEeHHOro

MpuroToBun

MNposepun

OtnycTtvn

Mpunoxexne N 3



K npukasy MyuHUcTepcTBa 3a4paBoOXpaHeHs
Poccuiickon ®epepauun
oT 24 Hos10pst 2021 r. N 1094H

NOPAOOK
O®OPMIIEHUA PELIENTYPHbIX BJTAHKOB HA NIEKAPCTBEHHbIE NMPEMNAPATbI,
UX YYHETA U XPAHEHUA

I. OhopMneHue peuenTta Ha 6ymakHOM HocuTene

1. Ha peuentypHbix 6naHkax dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NEBOM BEPXHEM Yrny
NpOCTaBnseTCs WTamn MeAMLMHCKOM OpraHnsaunm ¢ ykasaHMeM ee HavMeHOBaHUs, agpeca 1 TenedoHa ¢ AaTou
BbINUCKM (faTon odhopMreHns) peLenTta Ha NekapCTBEHHbI Npenapar.

HononHuTenbHO Ha peuenTypHom 6naHke ¢opmbl N 148-1/y-04(n) npocTaBnsieTcs ko4 MeOULMHCKOW
opraHusaumm B cootTBeTCTBMM ¢ OCHOBHbLIM rocyAapCTBEHHbIM perncTpaumoHHbiM HomepoM (ganee - OMPH).

Cepus peuentypHoro 6naHka copmbl N 148-1/y-04(n) BknoyaeT kog cybvekta Poccuiickon ®epepauun,
COOTBETCTBYHOLLUIA OBYM nepBbIM undcpam O6Lepoccuiickoro Knaccudukatopa 0OBbEeKTOB
agMUHUCTPaATUBHO-TEppUTOpManbHOro aeneHus (ganee - OKATO).

Paspeliaetca u3rotaBnuBaTb peuenTypHble GnaHkm dopmbl N 107-1/y n cdopmbl N 148-1/y-04(n) c
MOMOLLIbHO KOMMBIOTEPHBIX TEXHOMOTUN.

PeuentypHble 6naHkn dopmbl opmbl N 148-1/y-88 um3rotaBnmBaloTCsA WCKMAYUTENBHO TURorpadgckum
cnocobom.

2. Ha peuenTypHbix GnaHkax, OgOpMAsieMbiX WHAMBUAYanNbHbIMKW NpeanpUHUMATENSMU, MMELLMMU
NMUEH3N0 Ha MEAMUMHCKYI0 [OeATEenbHOCTb, B BEPXHEM IEBOM Yrny TunorpadckMm cnocobom wnu nytem
NMpocTaBfeHns LWTamna [orkeH ObiTb yKa3aH agpec WHAMBWAyanbHOrO npeanpuvHMMarensi, HoMmep W aara
NMLEH3MN, HAUMEHOBaHNE OpraHa rocy4apCTBEHHOWN BNacTyW, BblAABLLErO FULEH3MIO.

3. PeuentypHble 6naHkm dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHs0TCA MEONLMHCKAM
pabOTHUKOM YEePHUMaMM UK LLAPUKOBON PYYKOMN.

4. JonyckaeTca odhopMreHne BCEX PEKBU3UTOB (3a MCKIOYeHneM peksusuta "lNognmcb nevailero Bpaya
(mognuck denbawepa, akywepku") peuenTypHbix 6naHkoB dopmbl opMbl N 107-1/y, popmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHWEM MeyaTaroLmx yCTPOUCTB.

5. OchopmnieHne peuenTypHbix 6naHkoB oopmbl N 148-1/y-04(r1) BKNtoYaeT LMdPOBOE KOANPOBAHUE.
LindpoBoe koanpoBaHme ykasaHHbIX peLenTypHbIX 6naHKoB BKAOYaeT:

1) kog meguuuHckon opraHmsauuun (OMPH) nnn kog uHgmemnayansHoOro npeanpuHUMaTens B COOTBETCTBUM C
OCHOBHbIM rocyapCTBEHHbIM PErucTpaLMoOHHbIM HOMEPOM WHAMBMAYANbHOIMO npegnpuHuvarensa (panee -
OI'PHWIT), npocTaensiembln Npy U3rOTOBMEHUW peLenTypHbIX BraHKoB;

2) KoA KaTeropuu rpaxkaaH, UMeLUX NpaBo Ha Nofny4yeHne NekapcTBEHHbIX NpenapaToB B COOTBETCTBUU CO
cTtatbelt 6.1 depepanbHoro 3akoHa ot 17 uona 1999 r. N 178-®3 "O rocygapCTBeHHOW coumanbHon nomomn”
<1>, n Kog Ho3onornyeckon popmbl No MexayHapo4HOW CTaTUCTUYECKON Knaccudmkaumm 6onesHen n npobnem,
cBsA3aHHbIX co 3gopoBbeM (10-11 nepecmoTp) (aanee - MKB), 3anonHsemble nevyawmm BpavyoM nyTeMm 3aHeCeHus
Kaxxgon LUndpbl B NyCTble S4ErKKU, Npy 3TOM ToYKa NPOCTaBseTcs B OTAENbHON SUelke;

<1> CobpaHune 3akoHogaTenscTBa Poccuiickon Peaepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.

3) oTMeTKy 06 MUCTOYHMKEe hbrMHaHcMpoBaHusA (dedepanbHbii BomkeT [1], GogkeT cybbekta Poccuinckon
depepauuu [2], MyHMumMnanbHbIn GrompkeT [3]) M npoueHTe onnatel peuenTa (6ecnnatHo [1], 50% [2], nHon % [3]);

4) WTpUX-KOA - AOMNOMHMTENbBHbBIA PEKBM3UT (B CriyYae U3rOTOBMEHUSA Ha TeppuTopumn cybbekTa Poccuinckom
®epepaumn peuenTypHoro 6naHka ¢ MCMob30BaHMEM KOMMbIOTEPHbLIX TEXHOMOIUIA).



6. B peuentypHbix 6narkax coopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpadpe "®amunus, uHmumansl
MMeHN 1 oT4yecTBa (NocregHee - Npu HanMuMM) naumeHTa" ykasbiBalTcsa hamunus, nHuumansl UMEHN 1 oTyecTsa
(nocnegHee - Nnpy HaMM4MK) NauneHTa.

7. B peuentypHbix 6naHkax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "[data poxaeHunsa"
yKa3bIBaeTCs faTa poxXaeHUs naumeHTa (4mMcno, mecsd, roa).

HononHuTenbHO B peuenTypHbix 6naHkax gopmbl N 148-1/y-88 n dpopmbl N 107-1/y ansa aeten B Bo3pacrte
bo 1 roga B rpace "[ata poxaeHus" ykasblBaeTCsl KOIMYECTBO MOSIHbIX MEeCcALEB.

8. B peuentypHbix 6naHkax cgopmbl N 148-1/y-04(n) B rpacdax "CHUIC" n "N nonuca obasaternbHOro
MEeOMULMHCKOrO CTpaxoBaHMs" ykasbiBalOTCS CTPaxXOBOW HOMEpP MHAMBUAYANbHOrO NMUEBOrO cYeTa rpaxaaHuHa B
MeHcnoHHom doHae Poccuiickonn Pepepaumm (CHWUIIC) (npu HanuumMuM) m Homep nonuca obsi3aTenbHoro
MEeOMLMHCKOrO CTpaxoBaHWsl.

9. B peuenTypHbix OnaHkax c¢opmbl N 148-1/y-88 B rpadpe "Agpec mMecta XuUTenbCTBa WM HOMeEp
MEeOMLIMHCKON KapTbl NaLMeHTa, nonyyarLwero MeaULNHCKYIO NOMOLLL B aMBynaTopHbIX yCroBusx", ykasbiBaeTcs
NMOYTOBBLIN agpec MecTa XutenbcTea (MecTa nNpebbiBaHMa UM MecTa (PakTUYECKOro NPoXmnBaHus) nauneHTa unm
HOMep MeaULMHCKON KapTbl NauMeHTa, nonyvaroLwero MeauLMHCKY0 NOMOLLb B aMOynaTopHbIX YCNOBUSIX <2>.

<2> [Mpuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®enepauun ot 15 aekabps 2014 r. N 834H "O06
YTBEPXKOEHUN  YHUDULMPOBAHHBLIX (OPM  MEOULUHCKOW OOKYMEHTauuW, UCMOMb3yeMbIX B  MEAULMHCKUX
opraHm3aumsx, okasblBaoLwmMxX MeQULNHCKYHO NOMOLLb B amBynaTOpHbIX YCIOBUSAX, U MOPSAAKOB MO UX 3anofnHeHuo"
(oanee - MNpwukas N 834H) (3apernctpupoBaH MuHuctepcTeom octuumm Poccuinckon ®egepaummn 20 espansa 2015
r., pernctpaumoHHeln N 36160) ¢ u3MeHeHWsiMW, BHECEHHbIMW npukazamum MuHUCTEpCTBa 34paBOOXpPaHeHus
Poccuickon ®epepaumm ot 9 sgHBapsa 2018 r. N 2 (3apernctpmpoBaH MuHMCTEpPCTBOM HOCTULMM Poccuinckon
®epnepaumn 4 anpena 2018 r., pernctpauuonHHbin N 50614), ot 2 Hoabpa 2020 r. N 1186H (3apervctpupoBaH
MuHucTepcTBom tocTuummn Poccuiickon ®epepauum 27 Hosbpsa 2020 r., pernctpaumoHHbin N 61121).

YKka3aHue un agpeca MecTa XUTeNbCTBa W HOMEpa MeAMUUMHCKOM KapTbl nauMeHTa, nony4vatoliero
MeOMLMHCKYI0 MOMOLLb B amMBynaTopHbIX YCNOBUAX, HE ABMSAETCS OLLUMBKON.

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpacde "Homep meamuMHCKOW KapTbl MauMeHTa,
nony4arLwero MeauLUMHCKYI0 MOMOLLb B ambynaToOpHbIX YCRoBMAX" yKasblBaeTCA HOMep MeOWLMHCKOW KapTbl
nauuneHTa, Nony4aroLero MeanLMHCKYH0 MOMOLLb B aMOyNaTopHbIX YCNOBUAX <3>.

<3> Mpuka3 N 834H.

10. B rpade "®amunusa, mHUUMansl MMEeHW u oTyecTBa (MocnegHee - MNpuM HanuMyuu) fnevawlero Bpada
(cbenbawepa, akywepkn)" peuenTtypHbix 6naHkoB opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTBbIO (baMunus, UHWLMAnNbl UMEHW, oT4YecTBa (nocrnegHee - MNPy HanMuMM) MELMUUHCKOro paboTHMKa,
HasHa4MBLLErO NleKapCTBEHHbIE NpenapaTbl U 0hOPMMBLLETO peLenT.

11. B rpadbe "Rp" peuentypHbix 6naHkoB doopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) ykasbiBaeTcs:

1) HaumeHOBaHME feKapCTBEHHOro npenapata (MeXxayHapogHOe HenaTeHTOBaHHOe HaumeHOBaHue,
rPYNnnMPOBOYHOE WIM XMMUYECKOe HauMeHOBaHue, TOProBoe HavMeHOBaHWe) Ha NaTUHCKOM $A3blke WM Ha
pycckom s3bike, hopma BbiMycka, AO3MPOBKA, KONMYECTBO (yKasblBaeTCs NPONMUCHI0O Ha peuenTypHoM 6GraHke
dopmbl N 107/y-HI);

2) cnocob npumMeHeHus1 NeKapCTBEHHOMO npenapara Ha rocyaapCcTBeHHOM fA3blke Poccunckon depepaumm
N Ha rocygapcTBeHHOM si3blke Poccuiickon ®epepauum n rocygapCcTBEHHOM SA3blKE pecnybnnK U MHbIX si3blKax
HapogoB Poccuiickon ®epnepaunn <4>,

<4> Yactb 1 crtatbum 15 BakoHa Poccunckon degepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sasbikax
HapopoB Poccuiickon denepaumun” (nanee - 3akoH N 1807-1). (BegomocTtu cbesna HapoaHbix genytatoB PCOCP



n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTenbcTBa Poccuickon degepaumm,
1998, N 31, cT. 3804).

MpumeyvaHue.
Hymepauus nyHKTOB AaHa B COOTBETCTBMM C OhmumanbHbIM TEKCTOM JAOKYMEHTA.

13. Mpun odopmneHMn peLenTypHbIX OMaHKOB 3anpellaeTcsi OrpaHMyMBaTLCS OOLWMMU  yKa3aHUSIMMU,
Hanpumep, "BHyTpeHHee", "3BecTHO".

14. PeuenT, odopmMmneHHbIi Ha peuentypHom 6nadke cdopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
noanvcbIBaeTca MeAULMHCKAM PpaboTHMKOM 1 3aBEPSETCS ero nevaTbio.

Peuent, odopmMmneHHbli Ha peuenTtypHoMm ©OnaHke d¢opmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
OONOMHUTENbBHO 3aBepPSAETCH NeyaTblo MeAULMHCKOM opraHmn3aumm "Ona peuentos".

[na peuenta, odopmneHHoro Ha peuentypHom BnaHke copmbl N 107-1/y, Hannune neyatn "[Anga peuentos”
He aABnsieTca oba3aTenbHbIM.

15. Ha ogHom peuenTtypHom GnaHke copmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspelsaetcs
OCYLLECTBNATb HAa3HA4YeHWe TONbKO OAHOr0 HaMMeHOBaHWs NTeKapCTBEHHOrO npenapara.

Ha ogHom peuentypHoM 6GnaHke ¢opmbl N 107-1/y paspeluaeTcs OCyWeCTBNSATb Ha3HaA4YeHUe TOMbKO
O[HOro HaMMEHOBaHWS NeKapCTBEHHOrO npenapara, oTHocsuwerocss no ATX K aHTUNCUXOTUYECKUM CpeacTBam
(kog NO5A), ankcuonutukam (kog NO5B), cHoTBOpHBIM M cegaTuBHbIM cpeactBam (kog NO5SC), aHTnaenpeccaHTam
(kog NOBA) n He nognexawero npeamMeTHO-KONMYECTBEHHOMY yYeTy, U OO TPeX HAaUMEHOBAHWI NIEKapCTBEHHbIX
npenapaToB - OS5 UHbIX NNeKapCTBEHHbIX NpenapaToB, He OTHECEHHbLIX K Bbilleyka3zaHHbIM ATX.

16. cnpaBneHus B peuenTe He JOMycKalTCs.

17. Mpun odopmneHun peuentypHoix 6naHkoB ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
rniekapcTBeHHble npenaparbl, Ha3HaYeHHble NO peLleHuto BpadebHon komuceun, Ha 0bopoTe peuenTypHoro 6naHka
CTaBUTCA crneumnanbHas oTMeTKa (LuTamnm).

18. Ha peuentypHom 6GnaHke dopmbl N 148-1/y-04(n1) BHM3Y MMeeTCA NUMHUSA OTpbIBa, pasgensiollas
peuenTypHbIN BriaHK 1 KOPELLOK.

Kopellok oT peuenTta, OPOPMIEHHOr0 Ha yka3aHHOM peuenTypHOM OnaHke, BblgaeTcd nauueHTy (ero
3aKOHHOMY NPeACTaBUTENi0) B anTeYyHOW OpraHusaumv, Ha Kopellke AenaeTcs OTMeTka O HauMeHOBaHUM
rniekapCTBEHHOro npenapara, 403VMpOoBKe, KONNYecTBe, cnocobe NpUMeHeHusI.

Il. OcbopmneHue peuenta B hopme 3NEKTPOHHOro AOKYMeHTa

19. Peuent B opme SnNEeKTPOHHOro [AOKYMEHTa, MOAMUCaHHOro YCUIIEHHON KBannduunpoBaHHON
3NEKTPOHHON noanucebto, opMmnpyeTcs MeAUUMHCKMM  paboTHMKOM, CBEAEHWST O KOTOPOM BHECEHbl B
denepanbHbil PerucTp MeguuuHCKUX paboTHUKOB <5>, a Takke Mnpu ycroBuM perncrpaumm MeguLMHCKON
opraHusauummM, B KOTOpoOW odopMnsieTcs peuent, B pedepanbHOM peecTpe MeAMUMHCKUX opraHusauun <6>
€IMHON rocyaapCTBEHHON WMHAOPMAaLMOHHON cucTteMbl B cdepe 34paBOOXPaHEHUS U NOOKMNIOYEHUS Takow
MEeOMULIMHCKOW OpraHn3auumn K rocygapCTBeHHON MHpOpMaLMOHHOM cucTeme B cdpepe 30paBooXpaHeHnst cybbekTa
Poccunckon ®egepaumm <7>.

<5> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepauuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbu 91.1 ®egepanbHoro 3akoHa N 323-O03 (CobpaHue 3akoHogaTtenbcTBa Poccuickon
depepauum, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cratbun 91 n 91.1 ®depepanbvHoro 3akoHa N 323-03 (CobpaHue 3akoHogatenbcTBa Poccuiickon
®epnepauun, 2011, N 48, cT. 6724).



20. Mpu odopmneHnn peuenta B OpPMe 3EKTPOHHOIO AOKYMEHTa Ha JleKapCTBEHHble npenaparthl,
yKkasaHHble B nyHkTax 9 mn 11 lMopsigka HasHaYeHWsa NeKkapCTBEHHbIX npenapaToB, YTBEPXOEHHOro HacToAWwuM
MpWKa3oM, U OTNyckaeMble 3a NOJHY0 CTOMMOCTb, 3aMONHATCS CrieayloLIne peKBUSUTDI:

1) kog cybbekTa Poccuiickon ®epepaunm no OKATO, onpegensaoLmii rocygapcTBeHHY0 MHHPOPMAaLMOHHYIO
cuctemy B cbepe 3gpaBooxpaHeHusi cybbekta Poccuiickon depepauumm, B KOTOpon COpMMpOBaH pelenT B
hopMe 3NEKTPOHHOTO AOKYMEHTA;

2) HauMMeHoBaHVWe MeAMLUMHCKOW opraHusauuu, agpec, TenedoH unv damunus, MHUUManNbl UMEHU U
oTyectBa (nocrnegHee - NpW  HanMuuuM) WHOAMBUOYANbHOTO MNPeAnpUHUMATENSs), MMEIOLWEro fMUEH3NI0 Ha
MEeOULMHCKYIO OeSTEeNbHOCTb, ero agpec;

3) OIPH iopuanyeckoro nuua (MeguumHckonW opranmsauuun) wunum  OFPHUM  uHauBmayanbHoro
npeanpuHuMaTens;

4) pata ocpopMneHus peuienTa (ykasbiBaeTcs YNCIO, Mecsl, rod);

5) pata okoH4aHusi gencTeus peuenta (hopMupyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOW CUCTEMOWN B
cdepe 3gpaBooxpaHeHus cybbekTa Poccuinckon ®egepauumn B COOTBETCTBMM CO CPOKaMm OeNCTBUS peuenTos: 15
aHen, 30 gHen, 60 gHewn, 90 aHen, oo 1 roga);

6) yHuMKanbHbI HOMep peuenTta (popmupyeTcsi rocyaapCTBEHHOW WMHAOPMALMOHHONW CUCTEMOMN B cdepe
3apaBooxpaHeHust cyobekta Poccuiickon ®epepauum n obecneumBaeT OAHO3HAYHYO naeHTUMKauuio peuenTa B
dopme aNeKTPOHHOro AokymeHTta B codeTtaHum ¢ OKATO, OIPH wunn OFPHUIN);

7) oTmeTkn "cito" (cpodHo) unu "statim" (HemegneHHo) NpuM HEOHXOOUMOCTU CPOYHOrO UMM HEMEANEHHOro
OTMycKa nekapcTBEHHOro npenapaTa nauneHTy;

8) agpec nmauumeHTa (ykasbiBaeTcsl MOYTOBbLIA agpec MecTa XuTenbcTBa (MecTa npebbiBaHWst UM MecTta
haKTUYECKOro NpOXMBaHUA) C yKasaHUeM MHAEKCa, HaMMEHOBaHUA Kpasi, obnacTtu, pecnybnuki, aBTOHOMHOrO
oKpyra u nHoro cyobekta Poccunckon degepaumm, HaMMeHOBaHUS HACENEHHOro MyHKTa, HaMMEHOBaHUSA ynuubl
(npocnekTa, nepeynka, npoesaa), HoMepa AomMa (C ykasaHueM Kopnyca, Npy Hannyum), Homepa KBapTupbl);

9) HOMep 3MNEKTPOHHOW MEAULMHCKOW KapTbl MauueHTa B rocygapCTBEHHOW MHAOPMAaLMOHHON CUCTEME B
cdepe 3gpaBooxpaHeHus cybbekta Poccuickon degepaunu;

10) hamunug, nvsa, oT4ecTBO (NOCNegHee - Npu HanU4MM) NaumneHTa NOHOCTbIO;

11) pata poxgeHus naumeHTa (ykasblBaeTCs YWUCNO, Mecsu, rod), Ana geten oo 1 roga AONOMAHUTENBHO
yKa3sblBaeTCs KONMYECTBO MOSHbIX MECSILEB;

12) damunus, uHMLManbel MMEHW U oT4YecTBa (nocrnefHee - MpU HanmMuMM) MeAULMHCKOro paboTHMKa
NOMHOCTbIO;

13) HammeHOBaHWe neKapCTBEHHOro npenaparta (MexagyHapogHoe HenaTeHTOBaHHOe HauMmeHOBaHue,
rPyNnnMpoOBOYHOE WM XMMUYECKOE HauMeHOBaHWe, TOProBoe HauMeHOBaHWe), A03WpoBKa, hopma BbIMycKa,
KONn4ecTBO (BCE MO3MLMN YKa3bIBalOTCA HA PYCCKOM A3blKe);

14) cnocob NpuMmMeHeHus nekapCcTBEHHOro npenapaTta Ha rocyaapcTBeHHOM sA3blke Poccuiickon ®egepauun
nUnn Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepaunm n rocygapCTBEHHOM SA3blKe Pecnybnuk U MHbIX s3blkax
HapogoB Poccuiickon ®enepaunm <8>;

<8> Yactb 1 ctatbm 15 3akoHa N 1807-1 (BegomocTtu cbesga HapoaHbix genytatoB PCOCP n BepxosHoro
Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHune 3akoHopatenbctBa Poccuiickon ®epepaumm, 1998, N 31, crT.
3804).

15) [OOKYMEHT, noATBepXAaloWMi HasHayeHue JeKapCTBEHHOro npenapaTta Mo pelleHulo BpayeBHoi
KOMWUCCUW MEOMLMHCKOW opraHnsaumu;

16) OTMETKa O Ha3Ha4YeHuUn nekapCTtBeHHOro npenapara no peleHunto Bpaqe6H0|7| KOMWUCCUN MEANLNHCKOM



opraHusaumMu B cnyyasx, ykasaHHbix B ab3aue BTOpOM MyHkTa 6 [lopsigka HasHauyeHUs NeKapCTBEHHbIX
npenapaToB, yTBEPKAEHHOTO HaCTOSILLUM NPUKA3OM;

17) oTmMeTKa O cneumanbHOM HasHa4YeHUN NEKAapPCTBEHHOrO npenapara (3anofHAeTCs B Cny4asx, yka3aHHbIX
B nyHkTax 15 n 24 MNopsgka HazHavYeHMs NekapCTBEHHbIX NPenapaToBs, YTBEPXKAEHHOro HAaCTOALLMM NPUKa3oMm);

18) oTmeTka O cneumanbHOM Ha3HAYeHWW neKapCTBEHHOro npenapaTta nauueHty ¢ 3aboneBaHuem,
TpebyoWwmMM ANUTENBHOIO KypCOBOrO fedeHus (3anornHAeTcs B criyyae, yka3aHHOM B nyHkte 23 [lopsigka
HasHayeHWst feKapCTBEHHbIX MNpenapaToB, YTBEPXKOEHHOINO HAaCTOSAWMM MpUKa3oM) C NpOCTaBliEHVEM
NepuoanYHOCTU OTMNYyCKa NeKkapCTBEHHOro Npenapara;

19) npu odopmneHum peuenta B (OpMe 3SMEKTPOHHOrO [OKYMEHTa Ha NneKapCTBEHHble npenapaTbl,
yKasaHHble B noganyHktax 2 - 5 nyHkta 9 u nyHkte 11 lopsagka HasHavyeHWs NeKapCTBEHHbLIX NpenapaTos,
YTBEPXXAEHHOrO HAaCTOSALWUM NPUKA30M, rpaxgaHam, MMeLW MM NpaBo Ha becnnaTHoOe NonyvYeHne NeKapCTBEHHbIX
npenapaToB WNW MOfyYeHWEe NEKapCTBEHHbIX MpenapaToB CO  CKWOKOW,  3arofHSAITCS  PEKBU3UTHI,
npegycMoTpeHHble nognyHkTamu 1 - 18 HacTosiLero NyHKTa, a Takke criegyloLmne pekBn3unTbI:

a) Kateropus rpaxgaH, MMetlLmMx NpaBo Ha MoJflydeHUe NeKapCTBEHHbLIX MpenapaTtoB B COOTBETCTBUM CO
ctatbeln 6.1 depepanbHoro 3akoHa ot 17 uona 1999 r. N 178-®3 "O rocymapCTBeHHOW coumanbHon nomoLymn”
<9>:

<9> CobpaHwne 3akoHogaTenbcTBa Poccuiickonn Peaepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.

©) kog Hozonornyeckon popmel no MKB;

B) MCTOYHMK hrHaHcupoBaHus (1 - degepanbHbin BlopkeT, 2 - BogxeT cydbekta Poccuinckon deagepaunm,
3 - MyHMUUNanbHbIN BoaXeT);

r) pasmep onnatsl (1 - 6ecnnatHo, 2 - 50%, 3 - uHon %);

) CTPaxoBOW HOMEpP MHOMBMAYANbHOrO NULEBOro cyeTa rpaxaaHvHa B [leHcuoHHom ¢hoHae Poccuiickon
®epnepaumu (npy Hanuyumn) (CHANC);

e) HOMEDP nonuca 06s3aTENbHOr0 MeAULMHCKOro CTpaxoBaHus.

21. MNpu npoctaBneHun OTMETKM, ykasaHHOW B noanyHkTte 16 nyHkta 20 HacTtosiwero [Nopsaka, peuenT B
dopMe 3BMEKTPOHHOrO [OKYMeHTa MOAMNUCHLIBAETCA YCUITEHHOW KBanUUUMPOBAHHOW 3NEKTPOHHOW MNOAMUCHIO
npeacenaTens unu cekpetapsi Bpa4ebHON KOMUCCUM MEOMLMHCKOW OpraHu3auun, npu npocTaBfieHMM OTMETOK,
yKkasaHHbIx B nognyHktax 17 u 18 nyHkta 20 Hactodwero [lopsaaka, - ycuneHHbIMW KBanuduuMpoBaHHbIMU
3NEKTPOHHBbIMU NOANNCAMUN COOTBETCTBYHOLLUX MEANLIMHCKUX PabOTHMKOB.

22. Mo TpeboBaHMIO NauMeHTa MNn ero 3aKOHHOro npeacTaBuTens odopmnseTcs 3K3eMnnsap peuenTta B
dopMe 3MeKTPOHHOro JOKYMeHTa Ha ByMaxHOM HocuTerne ¢ oTMeTKoM "[ybnukaT anekTpoHHOro JoKyMeHTa".

lll. YyeT peuenTypHbIX 6/1aHKOB (32 UCKNOYEHUEM peLenTypHbIX
6nankoB no cdopme N 107/y-HINM "CneunanbHbin peuenTypHbI 6GnaHk™)

23. Yuet peuentypHbix 6naHkoB gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), narotaBnuBaembIx
Tunorpadpckum cnocobom (ganee - peuenTypHble BnaHkW, nognexaiwime ydeTy), OCYLUECTBRSETCH B >XypHanax
yyeTa, MPOHYMEPOBaHHbIX, MPOLLIHYPOBAHHBLIX U CKPEMfeHHbIX NOAMMUCLI0 PYKOBOAUTENS M NeyvaTblo MeanLUUHCKON
opraHm3aumm unu MNOANMUCHI0 WMHAMBUAYANbHOIO MpeanpuHUMAaTens, WUMEIOLWEro NUUEH3VNI0 Ha MeAULMHCKYHO
OeAaTenbHOCTb.

24. XKypHan y4yeTa peuenTtypHbix 6naHkoB dopmbl N 107-1/y cogepxuT criegytoLime rpadbi:
1) Homep No NopsaaKy;
2) B pasgene "MMpuxoa":

a) JaTa permctpauuv OoKyMeHTa, NoATBEPXKAaoLWero NocTynneHue;



6) HoMep 1 gata AoKyMeHTa, NoATBepKAatoLLero nocTynseHne, HaMMeHoBaHNe NOCTaBLUVKA;
B) o6lliee KONMYecTBO NOCTYMNUBLUNX PeLenTypHbIX GraHKoB;

r) amunusa, uHUUMansl MMEHM U oTyecTBa (nocregHee - MpUM HanUyMM) M MNOANUCHL OTBETCTBEHHOro
MeAMLMHCKOro paboTHMKa, NOMy4YMBLLErO peuenTypHble OMaHku OT MOCTaBLUMKAE;

3) B pa3gene "Pacxoa™
a) Aarta Bblgayv peuenTypHbIX 6naHKoB;
©0) KOnM4YecTBO BblAAHHbLIX PELENTYPHbIX OMaHKOB;

B) hamunus, vHMLManNbl UMEHU U OTYecTBa (nocrnegHee - MpuM HanMyuu) OTBETCTBEHHOr0 MeAMLUMHCKOro
paboTHuKa, Nony4MBLLIEro peLenTypHble bnaHkuy;

I') noanncb OTBETCTBEHHOIO MeaANUMNHCKOIro paGOTHVIKa, nonyyumBeLlero peuenTtypHble 6naHku;

4) amunnsa, MHUUManbl MMEHW M oTyecTBa (MocrnegHee - NPW HanNWyYuM) U MOANUCL OTBETCTBEHHOIO
MeanUMHCKOro paboTHUKa, BblAaBLUErO peLenTypHble 6naHkuy;

5) ocTaTok peuenTypHbIX Br1aHKOB.

25. XKypHan yuyeta peuentypHbix 6rnaHkoB cdopm N 148-1/y-88 n N 148-1/y-04(n) copepxut cnegywowime
rpadosbil:

1) Homep No nopsaaKy;

2) B pasgene "Mpuxoa™

a) gaTta permctpaumm JOKyMeHTa, MOATBEPKAAIOLLEro NOCTYNEHNE;

6) Homep 1 gaTa AOKYMeHTa, NoATBepXXAatoLero nocTynneHne, HAaMMeHoOBaHMEe NOCTaBLLMKE;
B) obLuee KONMYEeCTBO NOCTYMNMBLUUX peLenTypHbIX GraHKoB;

r) cepun 1 Homepa peLenTypHbIX BrIaHKOB;

4) KOnM4ecTBO peLenTypHbIX BnaHKoB No cepusim;

e) cdamunus, vHUUManbl MMEHW W oTyecTBa (NocrnegHee - MpPU HanMMyMM) U MNOAMNUCHL OTBETCTBEHHOMO
MeAULIMHCKOro paboTHMKa, NONyYMBLLErO peLenTypHble GnaHKM OT NOCTaBLLMKA;

3) B pa3gene "Pacxoa™

a) Aarta Bblgayv peuenTypHbiX 6N1aHKoB;

©) cepuun 1 HoMepa BblAaHHbIX peLenTypHbIX 6naHKoB;
B) KONIMYECTBO Bbl4aHHbIX peLenTypHbiX 6naHKoB;

F) cbamvmvm, MHMUnanbl MMeHn n oT4yecTBa (nocnep,Hee - npun HaJ'IVI‘-II/II/I) OTBETCTBEHHOIO MeanUnHCKOro
pa60THVIKa, nony4ymeLlero peuentypHbie OnaHku;

[) NoAnucb OTBETCTBEHHOMO MeAULIMHCKOro paboTHMKA, NONYyYMBLLETO peLenTypHble GriaHKku;

4) chamunusa, uHMUMANbLI UMEHU W OTYecTBa (NocrnegHee - MpPU HanMMyYMM) U MNOAMNUCHL OTBETCTBEHHOMO
MeaULMHCKOro paboTHMKa, BbiAABLLErO peLenTypHble bnaHku;

5) ocTaTok peLenTypHbIX Gr1aHKOB.
26. YdyeT peuentoB, OQOPMMEHHLIX B QOpMe 9NeKTPOHHOro [OOKYMEeHTa, OocyllecTBnseTcs B

rocygapcTBeHHON MHGOPMaLMOHHON cucTeme B cdepe 34paBooxpaHeHus cybbekta Poccuiickon Pepepaumm
nocpeacTBOM BeEHMS eAMHOIo peecTpa peuenToB, 0hopMITEHHBLIX B (DOPME 3NEKTPOHHbBIX JOKYMEHTOB.



IV. XpaHeHue peLenTypHbIX 6NaHKOB (3a UCKNOYeHUeM peLenTypPHbIX
6nankoB no cdopme N 107/y-HIM "CneunanbHbin peuenTypHbIn GnaHk")

27. MeauumHcKkMe opraHuMsauuu nonyyarT Heobxoaumble peuenTypHble 6naHkM, odgopMneHHbIe
TMnorpadckMuMm cnocobom, yepes TeppuTopuranbHble OpraHbl ynpaBneHus 34paBoOXpaHEHNEM UMM OpraHusaumm,
YMOMHOMOYEHHbIE Ha 9TO OpraHamMun UCNONHUTENbHOM BNacTu cybbekToB Poccuickon depepaumm.

28. PeuenTypHble ©OnaHku, nognexawine y4veTy, XPaHSATCH OTBETCTBEHHbIM IMLOM, Ha3HaYeHHbIM
pyKOBOAMTENEM MEOMLMHCKOM OpraHusaumm, B 3anMpaeMoM MeTannudeckoMm wkady (cende) uwnm
MEeTannMyeckoM sLLMKeE.

29. MnouBrayanbHbI NpeanpuHMMaTenlb, UMEILWMA JIMUEH3NI0 Ha MEOULMHCKYI0 OESTeNbHOCTb, XPaHWUT
peuenTypHble 6naHk1, noanexaiume ydeTty, B 3anMmpaeMoM MeTannmyeckom Likady (cende) nnm metannnyeckom
ALLNKE.

30. MNpoBepka COCTOSAHMS XpaHeHusl, yyeTa, (pakTUYEeCKOro HanmMuus M pacxoda peLenTypHbiX 6raHKoB,
noasnexalimx y4yeTy, OAVH pa3 B KBapTasl OCYLLECTBSIETCS KOMUCCUEN, CO3AaHHOW B MEAMLIMHCKOW OpraHnsaumu.

31. PeuenTypHble GrnaHku, odopmnsemble Ha GymaxHOM HocuTene W nognexawime ydyeTy, BblOAlOTCS
MeaNUMHCKUM paboTHMKaM, MMEIOLUM NpaBo 0MOPMIEHUs peLenToB, NO PacnopsXKEHMWIO FMaBHOro Bpaya unm ero
3amecTuTens.

|-|OJ'Iy‘-IeHHbIe peuenTtypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpPaHATCA MeaUUUNHCKUMU paGOTHVIKaMVI B
nomeLleHmnsix, obecneymBaroLLmnx NxX COXPaHHOCTb.

32. [lporpaMMHO-TEXHMYECKME CpeactBa rocygapCTBEHHbIX MHAOPMAaLMOHHBIX CUCTEM B cdepe
30paBOOXpPaHEHNs, MeQULMHCKMX MHOPMALMOHHBIX CUCTEM MEAMLMHCKUX OpraHusauui obecneunsaroT XpaHeHme
SMEKTPOHHbIX peLenToB, 0popMIeHHbIX B hOpME 3NEKTPOHHbIX AOKYMEHTOB B T€YEHUEe CPOKOB, YCTAHOBMEHHbIX
ANa XpaHeHus peuenToB, OMOPMIIEHHbIX HA COOTBETCTBYHOLMX (DOpMax peuenTypHbiX OnaHKoB Ha OymMaskHOM
HocuTene <10>.

<10> [MloanyHkt 5.2.169 T[lonoxeHua o MwuHuctepctee (CobpaHme 3akoHogaTenbcTBa Poccumnckon
®epepauuu, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

Mpunoxexne N 4

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®eaepaunn

oT 24 Hos16pst 2021 r. N 1094H

®OPMA CIEUNAJIBHOIO PELENTYPHOIO BJTAHKA N 107/Y-HI

MwuHucTepcTBO 3apaBooxpaHeHnst Poccumnckon Koa dopmbl no OKY[]
denepaumm MeauvumHcKaa JoKyMeHTauums
®opma N 107/y-HI1,
YTBEPXKAEHHAsI NPMKa30M
MwuHMCcTepCTBa 34paBOOXPaHEHMS
LTamMn MeAULMHCKOM OpraHm3aumm Poccwitckor degepaumuu
oT 24.11.2021 N 1094H

PELIENT



Cepus N

" 20 r

(moaTa BbINMCKM peuenTa)

(B3pOCHbli, AETCKUI - HY>XKHOE NOAYEePKHYTb)

damunus, ums, oTHECTBO (MOcneaHee - NPU HanNU4Mm)
naumeHTa

BospacTt

Cepvm n HOMEpP nosimca 0obsi3aTENBHOr0 MEANLIMHCKOIO CTpaxoBaHusa

Homep meguumnHcKom KapTbl

damunusi, uMs, 0T4eCTBO (NoCneaHee - NPU HanU4nm)
nevaulero Bpaya (benbaliepa, akyLlepkin)

] o LA RSP P

Moanuce 1 nuyHas nevaTb Bpada
(mognuce denbaluepa, akyLepkm)

M.TT.

damunus, uMma, 0TYeCTBO (NocneaHee - NPV HanUYMM) U NOANUCL YNOMHOMOYEHHOro nuua
MeMLMHCKOW opraHmaaLmm

M.TT.

OTmeTKa anTeyvyHom opraHunsauunm 00 OTnyCKe

damunus, nmd, oT4ECTBO (rlocne,u,Hee - npun Haﬂl/l‘-ll/ll/l) n nognncb pa6OTHVIKa anTeyHon opraHunsauunn

M.IT.

Cpok genctBus peuenta 15 gHen

Mpunoxexne N 5

K npukady MyHucTepcTBa 3apaBoOXpaHeHmns
Poccuiickon ®epepauun

OT 24 Hos16psa 2021 1. N 1094H

NOoPAOOK
M3roToBNEHUA, PACNPEOENEHUA, PETUCTPALUU, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUXOTPOIHbLIX BELLECTB



I. Mopsnok n3rotoBneHus, pacnpeaeneHus cneynanbHbIX
peuenTypHbIx 6naHkoB no coopme N 107/y-HIN

1. OpraHusauuio U3roToBrneHWss M pacnpegeneHus peuenTypHbix 6naHkoB no dopme N 107/y-HI
"CneumanbHblin peuenTypHbii BnaHk" (ganee - cneuunanbHbld peuenTypHbii 6naHk) ocylecTensgeT MUHUCTepCTBO
3apaBooxpaHeHus Poccuinckon egepaumu (ganee - MUHUCTEPCTBO).

2. CneumanbsHble peuenTypHble BnaHku ABASIOTCS 3aLULLEHHON nonurpadmnyeckon npoaykumnen yposHst "B",
nsroTaBnuBaemMon Ha Gymare po3oBoro useta pa3mepom 10 cMm x 15 cm, JOMKHBI UMETb CEPUIO U HOMEP, a Takke
COOTBETCTBOBaTb TpeboBaHMAM, yKka3aHHbIM B nNpukase MuHucTepcTBa dpmHaHcoB Poccuiickon denepaunm ot 29
ceHTa6psa 2020 r. N 217H "O6 yTBepxaeHUN TexHn4eckmx TpeboBaHUM 1 YCNOBUIN U3rOTOBSIEHMS 3aLUULLEHHON OT
noggenok nonurpadpuyeckon npoaykummn” (3apernctpmpoaH MuHucTepctBom tocTuumm Poccuinckon depepaumm
16 Hos6pa 2020 r., pernctpaumoHHbin N 60930).

3. B uensax opraHusauum uW3roToBMneHUS W pacnpefeneHust crneumanbHbiX peLenTypHbiX OGrnaHKoB
MeOMULMHCKME opraHu3aumm, MMEeloLLMe NpaBo OCYLLECTBNATb Bbldayy peuenToB Ha HapKOTUYECKMe CpeacTBa Miu
ncmxotponHble BewecTBa cnucka |l MNepeyHa u 3apeructpupoBaHHble B Poccuinckon depepaumm B KayecTse
NneKkapCTBEHHbIX MNpenapatoB ANs MeAWLMHCKOro MNpYMEHEeHWs (Janee COOTBETCTBEHHO - MeauuMHCKast
opraHm3aums, HapKoTUYECKUI (MCUXOTPOMHBIN) NEeKapCTBEHHbIV Npenapar), COCTaBMAT 3a8BKN Ha peLenTypHble
GraHku.

4. B cpok A0 1 oKTAGPSA TeKyllero rofa 3asaBkyM MeOULIMHCKUX OpraHusauuii Ha cneuuwanbHble peLenTypHble
6naHku npeacTaBnsAlTCs:

1) MEOUUMHCKUMMW OpraHM3aumsMK, Haxodswumucs B BegeHun denepanbHbiX OpraHoB WCMOSHUTENBHON
BMacTu, - B COOTBETCTBYOLLME heaepanbHble opraHbl UCMONMHUTENBHON BNacTy;

2) MEeOVUMHCKMMW OpraHu3auusmun, Haxogswmumucs B BefeHun cybwektoB Poccunckon depepauuu,
MEOMLMHCKUMM  OpraHM3aumsMM  MyHUUMNAnbHOM WM 4YacTHOW CUCTEM  30pPaBOOXpPaHEHUs - B Opradbl
NCNONHUTENBHON BnacTn cybobektoB Poccuiickon ®Pepepaunm B cdepe oxpaHbl 300pPOBbS rpaxdaH, Ha
TEPpPUTOPUM KOTOPbLIX OHW pacronoXeHbl (Janee - opraHbl WCMOMHUTENbHOW BracTu cybbektoB Poccuickon
depnepaumn).

5. B 3asiBKe MeAMUMHCKOM OpraHn3aLumn Ha crneumarnbHble peLenTypHble GnaHku yKasbiBaloTCs criegyolme
cBegeHus:

1) cBeAeHUs O MeAMLMHCKOM opraHu3auuu, nofaBlieil 3asiBKy Ha chneuuwarnbHble peuenTypHble GrnaHku
(nonHoe HavMeHoBaHWe, aapec MecTa HaXoXAeHUS);

2) KONMYeCcTBO crneumanbHbiX peLenTypHbIX GraHKoB, M3pacXodoBaHHbIX MeAULMHCKON opraHuM3auuvei Ha 1
AHBaPS NPeALLIEeCTBYIOLLIEro roaa;

3) KOMMYeCcTBO cneumanbHbIX peuenTypHbIX O6raHkoB, HeOBXOAWMbIX MEeAMUMHCKOW OpraHmsauun Ha
cneayroLnia rog.

3asiBka MeOMUMHCKOW  opraHusaummM Ha  cheuuanbHble  peuenTypHble  GraHku  nognucbiBaeTcs
pykoBoAMUTENEM  MEAMLMHCKOM  OpraHuMsauuu, KOTOpbI  HeceT MnepcoHanbHYyld  OTBETCTBEHHOCTb  3a
060CHOBaAHHOCTb U [OCTOBEPHOCTL YKa3aHHbLIX CBELEHUIA.

6. ®depepanbHble opraHbl WCMOMHWUTENbHOW BNacTM, B BeAEHWM KOTOPbIX HAXOAATCS MeAuLUUHCKMe
opraHusaumu (ganee - cedeparnbHble opraHbl UCMOMHUTENBHOW BAcTU), M OpraHbl WUCMOMHUTENbHON BRacTu
cyobektoB Poccuiickoii Pefepaunm Ha OCHOBaHUM 3asiBOK MeAWUUMHCKMX OpraHusauuidi Ha cneumarnbHble
peuenTypHble GnaHku (QOPMUPYIOT CBOAHbLIE 3asiBKM Ha crneuuarnbHble peuenTypHble 6naHkM U B Cpok Ao 1
Aekabps Tekyllero roga npeacTaensoT Ux B MUHUCTEPCTBO.

7. B cBOOHOWM 3asBKe Ha crieumarnbHble peuenTypHble OaHKu ykasbiBatoTCS Criefyolme CBegeHUs:
1) cBegeHus o deaepanbHOM opraHe MCNOMHUTENbHOW BRacTu (OpraHe UCMONHUTENbHOW BNactu cybbekTa
Poccuickon ®degepaunn), npeacTaBuMBLIEM CBOAHYIO 3asiBKYy Ha cneumanbHble peuenTypHble GraHku (nonHoe

HanMMeHOBaHWe, aapec MecTa HaXoXaeHUs);

2) KONMM4YecTBO creumanbHbIX peuenTypHbiXx OGraHkoB, pacnpefeneHHbiX deaepanbHbiM — OpraHoM



WCMNONHUTENBHON BriacTu (OpraHoMm MCMONHUTENbHOW Bnactn cybbekta Poccuickon Pepepauun) Ha 1 sHBaps
npeaLwecTBYOLLEro roga Mexay MeauLMHCKUMW OpraHn3aumsmu;

3) KOMWYecTBO crneuvanbHblX  peuenTypHbix OnaHkoB, HeobxoaMmbix  dedeparnbHOMY — opraHy
NCMNOMHUTENbHOW BnacTu (opraHy UCNOMHUTENbHOW Bnactn cybbekrta Poccunckon degepaummn) Ha criegyrowmn
roga Ans pacnpegenexHvs mexay MeanumHCKUMN opraHusaunsmu,;

4) cBegeHWsas O NOABEOOMCTBEHHOM  OpraHm3auuu, YnoNIHOMOYEHHOW  denepanbHbiM — OpraHom
NCMNOMHUTENbHOW BNacTu (OpraHoM MCMONHUTENbHON BriacTn cybbekta Poccuiickon depepaumm) ocyLlecTBnsATb
nony4yeHve cneumanbHbiX peuenTypHbiXx 6rnaHkoB OT MuHUCTEPCTBA, UX XpaHeHWe U Bblgadyy MegUuLMHCKUM
opraHusaumsim (NOMHOe HavMeHoBaHue, agpec Mecta HaxoxaeHuda, WHH/KMM, OKTMO opraHunsauumum,
hakTU4eckuii agpec nocTaBKkm).

8. Ha ocHoBaHWM nonyyeHHbIX CBOAHbIX 3asBOK Ha cneuuwanbHble peuenTypHble 6naHku MuHUCTEpCTBO
eXerogHo B Cpok Ao 15 aHBapsa crnegytowlero roga opmMmupyeT 1 yTBepXXaaeT nnaH pacnpeaeneHust cneunanbHbixX
peLenTypHbIX OMaHKoOB, B KOTOPOM OTpaxaeTcs rogoBas notpebHocTb Poccunckon depepauum B cneumanbHbIX
peuenTypHbIX 6naHkax (aanee - nnaH pacnpegeneHns MuHuctepcTea).

9. B nnaHe pacnpegeneHns MuHUCTepCcTBa yKa3blBalOTCA criedyolwmne CBeAeHus:
1) NOPSAKOBLIN HOMEP 3anucuy;

2) HaumeHoBaHWe edepanbHOro opraHa WCMOMHUTENBbHOW BNacTu (opraHa MCMONHUTENbHOW BRnacTu
cybbekta Poccuiickon ®egepaunn), npeactaBmBLLETO CBOOHYIO 3asBKY Ha crneuunanbHble peuenTypHble bnaHku;

3) HeobxoamMmoe KOnMYeCTBO crneLmanbHbIX peLenTypHbIX 6naHKoB.

10. HanpaeneHue cneumanbHbIX peuenTypHbix 6naHkoB cheaepanbHbiM OpraHaMm MCMOMHUTENbHOW BNacTw,
opraHamMm MWCMONHWUTENbLHON Bnactu cybbektoB Poccunckon Pepepaumm ocywectsnsercd MuHuctepcTBom B
Konm4ecTBe, NPeayCMOTPEHHOM MnaHoM pacnpegeneHns MuHucTepcTea.

11. MuHUCTEPCTBOM  [OMOMHUTENBHO K  KOMWYECTBY  ChneuuanbHbIX  peuenTypHbiX  OnaHkKoB,
npegycMoOTpeHHOMY nnaHoM pacnpegenenvs MuHucTepcTBa, (POpMUMPYETCH Pe3epBHbIN 3anac cneumnanbHbIX
peLenTypHbIX 61aHKoB B KONn4ecTBe, He npesbiwatowem 150 000 cneumanbHbIX peuenTypHbIX GraHKoB.

12. B cnyyae yBenuyeHus notpebHOCTM B cneuunarnbHbIX peuenTypHbix GnaHkax deaepanbHble OpraHbl
NCMNOMHUTENbHOW BRacTu (opraHbl UCMOMHUTENbHOW Brnactu cybbektoB Poccuinckon degepauun) HanpasnsawT B
MuHUCTEpCTBO CBOAHblE 3asBKM Ha [OOMONHUTENbHOE KOMWYECTBO CheuunanbHbiX peuenTypHbiXx OnaHkoB (c
060oCcHOBaHVeM yBenuuyeHus NoTpebHOCTM B cneumarnbHblX peLenTypHbIX OnaHkax), KoTopble npeaoCcTaBsoTCs
MuWHMCTEPCTBOM 13 pe3epBHOro 3anaca crneunanbHbIX peLenTypHbiX 6naHKoB.

13. ®PepepanbHble oOpraHbl WUCMOMHUTENBbHOW BracTu (opraHbl WCMOMHWUTENBHOW BMRactu CybbeKkToB
Poccuickon ®egepauun) pacnpegenstoT NonyveHHble cneumanbHble peuenTypHble BraHkm Mexay MeamuuHCKUMU
OpraHusaumMsiMm Ha OCHOBaHMM MNMaHOB pacnpegeneHnsi, cOpPMUMPOBAHHLIX B COOTBETCTBMM C 3asdBKamu
MEeLMLMHCKMUX OpraHn3auni Ha crneLlmarnbHble peuenTypHble OnaHku.

Il. Mopsapok perncTpauumn, yyeta u XpaHeHUs cneumnanbHbIX
peuenTypHbIx 6naHkoB no ¢oopme N 107/y-HI

14. MuHucTepcTBO, WMHble deaepanbHble OpraHbl UCMNOSTHUTENBHOW BIlIACTU WM OpraHbl MCMOSIHUTENbHOMN
Bnactu cybwbektoB Poccuiickon ®enepauum OpPraHmMsyloT XpaHeHMe chneumanbHbiX peuenTypHbix 6naHkoB B
NOABEAOMCTBEHHBIX OpraHM3auusix, YMNOJIHOMOYEHHbIX OCYLLECTBMSATb MOMyYeHWe crneumanbHbIX peLenTypHbIX
6naHkoB OT MMWHUCTEPCTBA, MX XPaHEHUEe U Bbldayvyy MeAWLUMHCKMM OpraHu3aumsiMm (ganee - yrnosIHOMOYEHHas
opraHmsaums).

15. B yNONHOMOYEHHOW OpraHu3auMm W MeaULMHCKOM OopraHuMsauuun, MonyyYmBlIEN crneunanbHble
peLenTypHble 6naHKn, OpraHM3yeTcsl PErncTpauns, y4eT U XpaHeHUe crneumnanbHbIX pelenTypHbIX 61aHKoB.

Pernctpauusi, y4eT U XpaHeHWe pesepBHOro 3anaca creuvanbHbiX peLenTypHbiX G6naHkoB MuHucTepcTBa
ocylliecTenaeTca deaeparnbHbiM rOCY4apCTBEHHBIM GHOMKETHLIM  YUPEXKOEHWEM, HaxoOAlMMCA B BedeHWUU
MuHucTepcTBa (Qanee COOTBETCTBEHHO - PE3EPBHbIN 3anac, NoaBeaAOMCTBEHHOE yUpexaeHue).



16. PaboTHMK, HasHa4YeHHbIN NPUKa3oOM PYKOBOAUTENS YMNOMHOMOYEHHOW OpraHusauuy (YnonHOMOYEHHON
opraHu3aumv, noABEeOOMCTBEHHOIO YYPEXOEHUs) OTBETCTBEHHbIM 33 pEerncrpauuio, XpaHeHue u  ydeT
cneumanbHbIX peuenTypHbix OnaHkoB (ganee - OTBETCTBEHHbIM pPabOTHWMK), HA OCHOBAHMU [OBEPEHHOCTW,
odopMnEeHHON B NoOpsAKke, YCTaHOBMNEHHOM 3akoHopaTenbcTBOM Poccuiickon depepaumm (C nognuchbio
PpyKOBOAUTENSA  YNONHOMOYEHHOW  opraHudaumm  (YNONMHOMOYEHHOW  opraHusauuu, noaBegoOMCTBEHHOro
yupexaeHus), rnaBHoro Oyxrantepa, 3aBepeHHbIX KPYyrrnow neyaTbio), NofyvaeT cneuunanbHble pelenTypHble
GrnaHkM WM ocyllecTBNseT BedeHMe XypHamna peructpauMm u yyeta cneumanbHbiX peuenTypHbiX 6naHkoB, K
KoTopoMy npuobuaetr ¢oTo- 1 (unu) BuaeomMartepuansl, NOATBepXKaawwmne dakT oopMneHnss peuenTypHbIX
6raHKOB Ha JOMY (NPW HaNM4um).

17. >KypHan peructpauuv v ydyeta cneumanbHbiX peuenTypHbiX GraHKoB OOMKeH ObiTb MPOHYMEpPOBaH,
MPOLUHYPOBaH, WMETb Ha MocredHeil CcTpaHuue 3anucb, COAEPXKallyld KONMYEeCTBO CTpaHul, MosHoe
HauMeHoBaHWe YNOoNTHOMOYEHHOM opraHn3auun (MeaMUMHCKOM opraHmM3aummn, NnoaBeAOMCTBEHHOMO yYpexaeHus), a
TaKKe CKPenneH MoAMNUCbI0 PYKOBOAUTENS W Me4vaTbld  YNONIHOMOYEHHOW opraHusaumMm (MeauLMHCKON
opraHusaumm, NoABeJOMCTBEHHOIO YYpeXaeHusl).

KypHan peructpauum n ydeTa cneumanbHbIX peuenTypHbiX 6naHkoB pesepBHOro 3anaca MuHucTepcTBa
CKpennsieTcst Takke Noanucblo AMpekTopa (B criydae ero oTCyTCTBMS - 3amecTutens gupektopa) OenaptameHTa
perynupoBaHusi obpalleHusi NeKapCTBEHHbIX CPEeACTB M MeAMUMHCKUX u3genuin MuHucTepcTBa M nevatbio
MwuHucTepcTBa.

18. B XypHarne perucrtpauumm M ydyeTa creumanbHbiX peuenTypHbiXx GraHKoB yKasblBaloTcs crieaylolime
cBedeHus:

1) NOPSAKOBLIN HOMEP 3anucuy;

2) npuxop cneumanbHbIX peuenTypHbIX 611aHKoB:

a) pekBu3NTbI 1 gaTta permctpaumm NnpuxXoaHoro AOKYMEHTa;

6) obLLee KonNMYecTBO MOCTYMMBLUMX CneumasbHbIX peLenTypHbIX 6aHKoB;

B) cepvs U HOMep CneumanbHOro peuenTypHoro bnaHka;

r) KONMYEeCTBO cneumanbHblX peuenTypHbIX 6NaHKoB MO KaXXaown cepuu;

A) amunus, nms, oT4ecTBO (NocregHee - NpU HaNMyYMK) 1 NOAMNUCH OTBETCTBEHHOIO paboTHYKa;
3) pacxop cneumanbHbIX peLenTypHbIX GriaHKOB:

a) AaTa Bblauu cneumasnbHbIX peuenTypHbIX 6raHKoB;

©) cepumn 1 HoMepa BblAaHHbIX CNeLManbHbIX peLenTypHbIX 6naHKos;

B) KONMMYECTBO BblOaHHbLIX CheumanbHbIX peLenTypHbix 6raHkoB ¢ ykasaHMem B ckobkax Konuyectsa
cneumanbHbIX peLenTypHbIX 6raHKoB, BblAaHHbIX Anst 0pOopMIeHNst Ha AOMY;

r) dbamunusi, umsi, 0TYECTBO (nocrnegHee - MpU HanMuMu) M NOANUCL Nuua, NONy4YMBLLErO creumarnbHble
peuenTypHble GnaHku;

D,) KOJMM4eCTBO cneunarnbHbIX peuenTypHbIX GnaHkKoB, O(bOpMJ'IeHHbIX Ha OOMY;

e) dhamunus, umsa, oT4ecTBO (MocrnegHee - Mpy Hanuyuu) U NOANUCb nuua, oPOPMUBLLENO creuunanbHble
peLenTypHble BnaHku Ha JoMmy;

4) cbamunus, MMs, OTYECTBO (NOcnegHee - NPU HanM4Mm) 1 NOANMUCbL OTBETCTBEHHOIO PabOTHMKA;

5) octaTok cneumarnbHbIX peLenTypHbIX GriaHKOB.

19. CneumanbHbIi peuenTypHbIn 6naHK SABASETCS JOKYMEHTOM CTPOro OTYETHOCTM. 3anac crneumanbHbIX
peLenTypHbIX GraHKOB B MEOMLMHCKOW OpraHu3auum OOIMKEH XpaHUTLCA B CrieumanbHbIX NOMELLEHUsIX, cendpax

nnn B cneunanbHO U3roToOBIIEHHbIX LIJKaQ)aX, 00UTbIX OUMHKOBaHHbIM Xene3oM, C HadeXHbIM BHYTPEHHUM WUIn
HaBEeCHbIM 3aMKOM.



MomelleHusn, cerdbl, WKadbl, B KOTOPbIX XPAHATCS crneuuwanbHble pelenTypHble GraHkn, OOMmKHbl OblTb
3aKpbiTbl Ha 3aMKUW W TMOCMe OKOHYaHusA paboTbl onedataHbl MevyaTbi  YNOSIHOMOYEHHOW OpraHuM3auun
(MeguuMHCKON opraHm3auumn) uim onmoMonpoBaHsbI.

20. B meguumHCKnx opraHusauusax 3anac crneuuanbHbiX peuenTypHbiX 6naHKoB He AOMKeH npeBbllaTh
rogoBsou NoTpebHoCTH.

21. PaspellaeTtcs BblgaBaTb MeOWULMHCKOMY pPabOTHMKY, MMEILEMY MpaBO HasHa4yaTb HapKoTU4Yeckue
(NcMxoTponHble) NekapcTBEHHbIE MpenapaTthl, eAMHOBPEMEHHO He Gonee ABaguaTh crieumanbHbIX pelenTypHbIX
OaHKoB.

MeguuunHckme paboTHWMKKM, BLIMWCHIBAKOLWIME peulenTbl Ha HapKOTUYECKME (MCMXOTPOMHbLIE) FlekapCTBEHHbIE
npenapaTbl, HA OCHOBaHMW MpKKasa PyKOBOAUTENS MEANLIMHCKOW OpraHM3aumm HECYT NINYHYI0 OTBETCTBEHHOCTDL 3a
COXPaHHOCTb MONYYEHHbIX CcheuunarnbHbiX peuenTypHbiX OGnaHkoB. CreuuwanbHble peuenTypHble  BGraHku,
nony4YyeHHble MeAMUMHCKMM pabOoTHUKOM, XPaHATCA MoAd 3aMKOM B ceirdax, MeTannmnyeckux Lkadax unu
MeTannmMyecknx almkax.

22. B MeanumnHCKON opraHusaumm cos3gaeTcs NOCTOSHHO OEeWCTBYOLWAas KOMUccusl, kKotopas He pexe 1 pasa
KBapTan (M0 peLlleHn0 PYKOBOAUTENS MEeAULMHCKOW OpraHusaumm BO3MOXHO 4alle) OCYLLeCTBNAEeT NpOBeEpPKY
COCTOSIHUSA perucTpauum m yyeta cneumanbHbIX peuenTypHbiXx ©naHKoB, B TOM 4MCrie MyTemM CBEPKM 3anucemn
XypHana peructpaumm u ydeta creumanbHbIX peuenTypHbiX G6raHKoB, ¢ hakTMYECKMM Hannynem cneuunarnbHbIX
peLenTypHbIX OM1aHKOB, a Takke NPOBEPKY COCTOSIHUS XpaHEHUS! cneuunanbHbIX peuenTypHbIX 6naHKoB.

Mo pe3ynbTaTtam NPOBEPKM B XXypHane permcTpaumm n ydeta cneumanbHbiX peuenTypHbix 611aHKoB genaeTcs
3annCb O pesynbTaTax npoBefeHUA CBEepPKU OaHHbIX, 3aKpenneHHad noanncaMm BCeX 4YNeHOB KOoMuccuu, unm
co3gaeTcs cneunanbHbIf akT MPOBEPKN.

23. ®epepanbHble OpraHbl WCMOMHUTENbHOW BNACTU M OpraHbl UCMOSMHWUTENbHOM BNAacTu CyObekToB
Poccuickon ®egepaumm OCYLLECTBAAIOT KOHTPOMb 3a OpraHusauuen perucrpauuu, ydyeta W XpaHeHus
cneumanbHbIX peuenTypHbIX 61aHKOB B YNOMHOMOYEHHbIX OpraHM3aumnsax 1 MeAMLUHCKNX OpraHn3aunsx.

24. Bblgaya crieumarnbHbIX peuenTypHbiX OraHKOB M3 pes3epBHOro 3anaca MwuHucTepcTBa dheaepanbHbIM
opraHam WCMOSIHUTENBHOW BMAcTM M OpraHamMm WUCNONMHUTENbHOM Bnactu cybwbektoB Poccuiickon Pepepauuu
OCYLLECTBMSIETCS OTBETCTBEHHbIM PabOTHUKOM MNOABEAOMCTBEHHOIO YYPEXAEHUS Ha OCHOBaHWUM pelleHus ob
OTNycke cneumanbHbIX peLenTypHbIX BnaHkoB, OOPMIEHHOrO B BMAE MMUCbMa, NOAMWCAHHOrO AUPEKTOPOM (B
crnyyae ero OTCYTCTBUS - 3aMecTUTenem avpektopa) [enaptaMmeHTa perynupoBaHus obpalleHUs NieKapCTBEHHbIX
CPEACTB M MeANUMHCKMX n3genuin MuHuctepcTea.

MpoBepka AesTENLHOCTU NOABEAOMCTBEHHOIO YUPEXAEHUS MO PEFUCTPaLUN, YYETY U XPaHEHWIO PE3EPBHOMO
3anaca ocylecTensieTcs [lenapTaMeHTOM perynvpoBaHusl obGpalleHusl nekapCTBeHHbIX CpeacTB M MeaULMHCKUX
nspgenuii MuHncTepcTea 2 pasa B rog He nosgHee 20 yncna Mecsiua, CreayoLlero 3a UCTEKLLUM MONYyrogmeM.

MpunoxexHne N 6

K npukady MyHUCTepcTBa 34paBOOXpaHEHMS
Poccuitckon denepaumm

OT 24 Hos16ps 2021 1. N 1094H

NPABUNA
O®OPMJIEHUA PELENTOB, COAEPXALLUX HASHAYEHUE HAPKOTUYECKUX
CPEAOCTB U NCUXOTPOMNHbIX BEWECTB, B TOM YACJIE B POPME
ANEKTPOHHbIX QOKYMEHTOB

I. OcbhopmneHue peuenta Ha 6ymMaxxHOM HocuTene
1. Ha peuentypHbix 6naHkax c¢opmbel N 107/y-HIT B neBoMm BepxHeEM Yrny MpOCTaBRAseTCs LWTamn

MEeOMULMHCKOW OpraHusaumn ¢ ykazaHMeM ee MOSIHOr0 HaMMeHOBaHuA, agpeca W TenedoHa C AaToW BbIMUCKM
(oaTon odopmneHus) peLienTa Ha NekapcTBeHHbIN npenaparT.



PeuentypHble 6naHkun popmbl N 107/y-HI nsrotaBnueaoTcst UCKMOUUTENBHO TUNOrpadoCckumM Cnocobom.

2. Ha peuenTypHbix GnaHkax, OdOpMIsieMblX WHAMBUAYanNbHbIMW NpeanpUHUMaTeNs MU, MMELLMMUA
MNMLEH3NI0 Ha MEOMLMHCKYI0 [OesATenbHOCTb, B BEPXHEM eBOM Yriy TunorpadckMm crnocoGoMm unu nytem
NpoCTaBMeHNs WTamna OofkeH ObiTb yKasaH agpec MHAMBMAOyanbHOro npeanpuHUMaTens, HoMep W OaTa
NMLEH3NN, HaUMEeHOBaHWe opraHa rocy4apCTBEHHON BNacTyW, BblAABLLErO MULIEH3NIO.

3. PeuentypHble 6naHkn dopmbl N 107/y-HIT 3anonHsTCS MEeQUUUHCKMM PabOTHUKOM YepHUnammn unm
LLIAPUKOBOW PYYKOM.

4. [lonyckaeTca ohopMneHne BCeX PEKBU3UTOB (3a UCKNoYeHMeM pekBuauTa "llognuch nevallero Bpadva
(noanuck henpawepa, akywepkun)"') peuentypHbix 6naHkoB dopmbl N 107/y-HIM ¢ ncnonb3oBaHMeM nevaTtaroLLmx
YCTPOWCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HIT B cTpokax "®amunus, umsi, oT4ecTBO (nNocriegHee - npwm
Hanuuum) nauneHta" n "BospacTt” yka3biBaloTCs MOMHOCTLIO pamMunuvs, UMsi, OTYECTBO (MocneaHee - Npu Hanu4mm)
naumeHTa, ero Bo3pacT (KONMYeCTBO MOMHbIX NEeT).

Honyctumo ykasaHue gaTbl poXxaeHus nauneHTa.
6. B peuentypHom 6naHke doopmbl N 107/y-HIT:

1) B cTpoke "Cepus n HOMep nonuca oba3aTenbHOro MeauUMHCKOrO CTpaxoBaHus" ykasbiBaeTcs HoMmep
nonvca obs3aTensHOr0 MEAULMHCKOIO CTPpaxoBaHUs nauneHTa (Npy Hanu4auu);

2) B cTpoke "Homep MeguuUUWHCKOM KapTbl" YyKa3blBAaeTCsd HOMEp MEAMLMHCKOW KapTbl NauueHTa,
nonyyawLwero MeOUUMHCKYI0 MOMOLWb B aMOynaTopHbIX YCIMOBMSAX, WM ucTopuyM 6GonesHn nauueHTa,
BbINMUCbIBAEMOr0 U3 MEAULIMHCKOW OpraHn3aLumy;

3) B cTpoke "®amunus, ums, OT4YeCTBO (MocrnegHee - Mpu Hanuumm) rnedawiero Bpada (denbawepa,
aKyLlepku)" ykasblBaeTcsl NOMHOCTbIO haMunms, UMs, OTYECTBO (NocreagHee - Npy Hanuuum) Bpada (denbawepa,
aKyLlepKu), BbINMCABLLETO peLenT Ha HapKOTMYECKUI (NCUXOTPOMHbIN) NIeKapCTBEHHbIV Npenapar.

7. B rpade "Rp" peuentypHoro 6naHka gopmbl N 107/y-HIT ykasbiBaeTcs:

1) HaumeHOBaHME MeKapCTBEHHOro npenapata (MexAayHapogHOe HenaTeHTOBaHHOe HauMeHOBaHue,
rPyNnnMpPOBOYHOE WIM XMMUYECKOe HauMeHOBaHue, TOProBoe HavMeHOBaHWe) Ha NaTUHCKOM $3blke WM Ha
pycckom s3bike, popma BbiMycka, AO3MPOBKA, KOMNMYECTBO (YKasblBaeTCH MPOMUCLI0 Ha peuenTypHoMm 6GnaHke
dopmbl N 107/y-HI);

2) cnocob nNpMMeHeHWs NekapCTBEHHOro npenaparta Ha rocyaapcTBeHHOM sidblke Poccuiickon ®egepauun
nnn Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepaumm n rocygapCTBEHHOM SA3blKe Pecnybnuk U MHbIX s3blkax
HapogoB Poccuiickon degepaumm <1>.

<1> Yactb 1 crtatbum 15 3akoHa Poccunckon ®egepaumm oT 25 oktabpsa 1991 r. N 1807-1 "O sasbikax
HapogoB Poccuiickon depepaumn” (ganee - 3akoH N 1807-1). (Begomoctn cbesga HapoaHbix genytato PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. lpu odopmneHnn peuenTypHbix OnNaHKoB 3arnpeliaeTcd OrpaHnYMBaTbCa OOLMMK  yKa3aHusMMU,
Hanpumep, "BHyTpeHHee", "3BecTHO".

9. lMpu odopmneHnn naumeHTy peuenTypHoro 6naHka dopmbl N 107/y-HIM Ha HapkoTMyeckun
(MCUXOTPOMHbLIN) NEKapCTBEHHLIM MNpenapaT B paMKax OKasaHUA MEeOULMHCKOW MOMOLM Npu onpeaeneHHoM
3aboneBaHnM TakoW peLenT 3aBepseTCs:

1) mnognNucelo 1 NYHOM NeyaThio Bpada nubo nognuckto henbawepa (akyepku);
2) nevyaTblo MeOMLIMHCKOW OpraHu3auum, nubo CTPYKTYpHOro noapasfeneHus MeguLMHCKOW opraHusauum

"0Na peuenToB”, KOTOpas NPOCTaBMASETCSA NIMLOM, YNOMHOMOYEHHbIM PYKOBOAUTENEM MEAMLNHCKON opraHuM3aumm
C ykasaHuem amunmm, UMeHKn, OT4eCTBa (NocrneaHee - NPU HanM4ymMmn) 1 NPOCTaBIEHNEM €ro NMIMYHON NoANMUCH.



B cnydyasax HeobxoaumoctTu odopMneHus peuenta Ha HapKOTUYECKUN (NCUXOTPOMHbIN) NeKapCTBEHHbIN
npenapaT Ha AOMYy B pamKax OKasaHus nannvaTMBHOW MEAMLMHCKOM MOMOLUM OOMycKaeTcsd npeaBaputenbHoe
3aBepeHVe peuenTa LWTamMnoM MEOMUUHCKOM OpraHusauuu, nevyatbio MeAWMLMHCKOW opraHu3aumm numbo
CTPYKTYPHOro noppasfeneHns MeauuuHcKon opraHmsaumm "[ns peuenTtoB", KOTOpas NpoOCTaBnseTca nuuoMm,
YMOMHOMOYEHHbIM PYKOBOAUTENEM MEAWLMHCKON OpraHusaumm, C ykasaHuem damuinuu, WMeEHW, oT4yecTBa
(nocnegHee - Npy HanU4YMM) 1 NPOCTaBNEHNEM ero nNuyHowm nognucu. Mpu 3TOM B XypHane perncrpaumm un yyeta
peLenTypHbIX 6NaHKOB B COOTBETCTBMM C [1opaakoM pernctpaumm, ydeta n XxpaHeHnsa cneymanbHbIX peLenTypHbIX
OnaHKOB Ha HapKOTUYEeCKue CpencTBa WMuM MCUXOTPOMHblEe BeLlecTBa, YTBEPXKOEHHbIM HaCTOSLUM MPUKasoMm,
JenaeTtcs oTMeTKa O ero Bblgaye Ans ohopMIieHUsa Ha AOMY, a Takke OTMETKa, YAOCTOBEPEHHAsA NOANMCHIO Bpaya
nnbo denbawepa (akywepku), odopMuBLLETO peuenT, O dakTe ero ogOopMIIEHUsi, KOTOPbIA MOXET ObiTb
OOMOSTHUTENBHO NOATBEPXKAEH POTO- 1 (MNK) BugeomaTepuanamu.

B cTtpoke "OTmeTka anTedHOM opraHusaumMm o6 OTnycke" CTaBUTCA OTMEeTKa anTeyHOW opraHusauum ob
OTMNYCKEe HapKOTMYECKOTro (NCMXOTPOMNHOrO) fieKapCcTBEHHOro npenaparta (C ykasaHMemM HaumeHOBaHuWs, KonnyecTtsa
OTNYLLEHHOro HapKOTMYEeCKOro (NMCUXOTPOMHOro) NeKapCTBEHHOro npenapata W gatbl ero oTnycka), koTopas
3aBepseTcs noanucbio paboTHWKa anTeyHoW opraHM3aumu, OTMYCTUBLLEro HApPKOTUYECKMIM (MCMXOTPOMHbLIN)
nekapcTBeHHbIM npenapaTt (C ykazaHueM ero pammnuun, MMeHu, oTyecTsa (MocnegHee - Npu HamMyuu), a Takke
Kpyrnom nevatbid anTe4yHOM oOpraHu3auuu, B OTTUCKE KOTOPOM [OSMKHO ObiTb MAEHTMHULMPOBAHO MOMHOE
HavMeHOBaHWE anTeYHON OpraHn3aLmn.

10. Ha ogHom peuenTtypHom 6naHke dopmbl N 107/y-HIT paspeluaeTcs ocylecTBNATb Ha3Ha4YeHNe TOSbKO
O[HOro HaMMEHOBaHWA NeKapCTBEHHOrO Npenapara.

11. cnpaBneHus B peuenTte He AOMyCKalTCs.
Il. OcbopmneHue peuenta B hopmMe 31I€KTPOHHOIO AOKYMEHTa

12. Peuent B ¢opme 3MEKTPOHHOrO AOKYMEHTa, MOAMNUCAHHOrO YCUNEHHOW KBannuunpoBaHHON
SMEKTPOHHOW MNOANNUCbI0, OPMUPYETCA MEAUUMHCKAM pabOoTHWMKOM, CBEAEHMS O KOTOPOM BHECEHbl B
denepanbHbii PErucTp MeguuMHCKUX pabOoTHUKOB <2>, a Takke Npu YCrnoBuM perncrpaumm menuLMHCKON
opraHmsaumm, B KOTOpoW ocdhopmnseTca peuent, B dedepanbHOM peecTpe MeAuUMHCKUX opraHm3aumi <3>
€QVHOW roCcygapCTBEHHOM WHMOPMALMOHHON CcUCTEMbl B cdepe 34paBOOXPaHEHVUs M MOAKMIOYEHUS Takon
MeOMLMHCKOW OpraHn3auumn K rocygapCTBeHHON MHOPMALMOHHOW cnucTeMme B cdpepe 3apaBooxpaHeHus cybbekTa
Poccuinckon ®egepaunn <4>.

<2> Yactb 4 crtatbu 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epepauuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Ctatbn 91 n 91.1 ®epepanbHoro 3akoHa N 323-03 (CobpaHvne 3akoHogaTenbctBa Poccuinckon
®epnepaumn, 2011, N 48, c1. 6724).

13. Mo TpeboBaHMO NauveHTa WM ero 3aKOHHOro npeacTaBuTens odopMMseTCcd 3K3eMnnap peuenta B
dopMe 3MeKTPOHHOro JOKYMeHTa Ha ByMaXxHOM HocuTene ¢ oTMeTKoM "[ybnukaT anekTpoHHOro JoKyMeHTa".




