3apeructpuposaHo B MuHtocte Poccum 30 Hosbpst 2021 1. N 66124

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALIUN

NMPUKA3
oT 24 HosI6ps 2021 r. N 1094H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbLIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NEKAPCTBEHHbIE MNMPEMNAPATbDI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHWUA, ®OPM BJIAHKOB
PELEENTOB, COAEPXALUMUX HASHAYEHUE HAPKOTUYECKUX CPEOCTB
NI MNCUXOTPOIMHbLIX BELWECTB, MOPAOKA UX U3TOTOBJIEHUA,
PACMPEOENEHUA, PETUCTPALIMA, YYETA U XPAHEHNA,
A TAKXE NMPABUNT O®OPMIIEHUA BITAHKOB PELIENTOB,
B TOM YNCIE B POPME 3NEKTPOHHbIX JOKYMEHTOB

B cootBeTcTtBUM ¢ nyHKTOM 16 4acTu 2 ctatbn 14 PepepanbHoro 3akoHa ot 21 Hosbpsa 2011 r. N 323-93
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®egepaunn” (CobpaHue 3akoHogatensctBa Poccunckon
®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 HapkoTMYeckMx CpeacTBax M MCUMXOTPONHbIX BewecTtBax" (CobpaHue 3akoHogaTenbCTBa
Poccuinckon ®egepaumn, 1998, N 2, ct. 219; 2017, N 31, c1. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 TlonoxeHns o MwuHucTtepctBe 3apaBooxpaHeHust Poccuiickon ®epepauuu, yTBEPXKOEHHOro
noctaHoBneHnem [paButenbctBa Poccuiickon ®epepauumnm ot 19 wmwoHa 2012 r. N 608 (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epgepaunn, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, c1. 8131;
2021, N 43, cT. 7258), npukasbiBato:

1. YTBEPAUTD:
Mopsook HazHauYeHWst ekapCTBEHHbIX NPenapaToB cornacHo npunoxexHuto N 1;
opMbI peLlenTypHbIX B1aHKOB Ha NeKapCTBEHHbIE NpenapaTthl cornacHo npunoxeHuio N 2;

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

('bOprI onaHkoB peuenToB, coaepXxalwnx Ha3dHa4dYeHue HapKOTUYEeCKNUX CpeactB WM NCUXOTPOMHbIX
BelLlecTB, cornacHo npunoxenuio N 4;

nopﬂﬂ,OK N3roToBleHNA, pacnpeneneHnd, permcrtpauummn, ydvyeta n XpaHeHUAa peuentoB, codepXxalnx
Ha3Ha4YeHne HapKOTU4YeCKnX cpeacTB U NCUXOTPONHbIX BELLECTB COrfacHoO npuioXeHuwo N 5;

MpaBuna odopMneHns peuenToB, COAEPXKALLMX Ha3HA4YEeHWe HapPKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX
BeLLeCTB, B TOM Yucne B hOpMe SMEKTPOHHbIX JOKYMEHTOB cornacHo npunoxexuto N 6.

2. MpusHaTb yTpaTUBLLMMK CUNY:

npukad MwHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®depepaumm ot 1 aerycta 2012 r. N 54H "O6
yTBepXAeHun popmMbl 6r1aHKoOB peuenToB, cogepXXalux HasHaYeHne HapKoTUYECKUX CPeacTB UMKN MCMXOTPOMHbIX
BELLECTB, Mopsigka WX W3roTOBMEHMWS, pacnpedenieHvs, peructpauuu, ydeta M XpaHeHus, a Takke mnpaBun
ocdhopmneHusa" (3apernctpupoBaH MuHuctepctBom toctuuum Poccuiickon ®epepaumn 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 popmMbl Br1aHKoOB peuenToB, cogepXXalux HasHaYeHne HapKOTUYECKUX CPeacTB UMKN NMCMXOTPOMHbIX
BELLEeCTB, Mopsgka MX W3roTOBMEHWS, pacnpedeneHvs, peructpauuu, ydeta M XpaHeHus, a Takke mnpaBun
ocdhopmneHusa" (3aperncrtpmpoBaH MwuHuctepctBom tcTrumm Poccunckon ®Pepepaumm 27 Hosibpa 2015 r.,
permctpaumoHHbin N 39868);



npukasd MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon ®epepauum ot 21 anpena 2016 r. N 2540 "O
BHECEHUM n3MeHeHu B npukas MuHuctepcTea 3gpaBooxpaHeHusi Poccumckon ®epgepaumm ot 20 gekabpsa 2012 r.
N 1175H "O6 yTBEpPXAEHMUM MOPsiAKka Ha3HaA4YeHMS U BbINUCbIBAHMS JIEKAPCTBEHHbLIX NMpenapaToB, a Takke Popm
peuenTypHbIX OMaHKOB Ha NnekapCTBEHHble npenaparbl, nopsaka oopMIeHNst ykasaHHbIX OnaHKoB, MX ydeTa 1
xpaHeHusa" n npunoxexHne N 2 k npukasy MuHucTepcTBa 3gpaBooxpaHeHns Poccuiickon Pegepauum ot 1 aBrycta
2012 r. N 54H "O0 yTBepxaeHun dopmbl 6NMaHKOB peLenToB, COAEPKALUNX HA3HAYEeHNEe HAPKOTUYECKMX CPeacTs
WUNN MCUMXOTPOMHbIX BELLECTB, MOPSAKA MX W3rOTOBIEHWs, pacnpefeneHns, peructpaumm, ydeta u xpaHeHus, a
Takke npasun odopmrieHns” (3apernctpmpoBaH MuHuctepcTBom toctuumm Poccuinckon depepaunn 18 miona 2016
r., peructpaumoHHbii N 42887);

NyHKT 4 W3MEHEHWW, KOTOpble BHOCSATCA B HEKOTOpble Mpukasbl MuHMCTEpCTBa 34paBOOXpPaHEHUs U
coumanbsHoro passutna Poccuinckon ®epepaunn n MmnHnctepcrTea 3gpaBooxpaHeHus Poccunckon degepaumm no
BOMpocaM oOOpalleHus fekapCTBEHHbIX MpenapaToB, COAEpXallMX HapKOTUYECKMEe CpeacTBa, MCUMXOTPOMHbIE
BELLeCTBa U UX MPEKYpPCOpbl, U NEeKapCTBEHHbIX CPeACTB, noanexawux nNpeaMeTHO-KONMYECTBEHHOMY YYeTy,
YTBEPXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHunst Poccunckon ®egepaumm ot 31 oktabpsa 2017 r. N
882H (3apeructpmpoBaH MuHuctepcTtBom toctuuumn Poccuiickon ®epepaumn 9 siHeapsa 2018 r., permcTpaumoHHbIN
N 49561);

npukas MuHucTtepcTBa 3gpasooxpaHeHuss Poccuinckon depepaumm ot 11 gekabpsa 2019 r. N 10211 "O
BHECEHUM wu3MeHeHur B npunoxeHms N 2 un 4 k npukady MuHucTepcTBa 3gpaBooxpaHeHuss Poccumnckon
®epepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBEpXAeHUM popMbl BrIaHKOB pPeLLEeNnToOB, codepXallmMx HasHavYeHne
HapKOTMYECKUX CPEACTB UMM NCUXOTPOMHBLIX BELLECTB, MOPSAAKA UX M3rOTOBMNEHMS, pacnpeaenennsi, pernctpaumm,
yyeTa U XpaHeHus, a Takke npaBun ocopmnenns” (3apermctpmpoBaH MuHUCTEpPCTBOM tocTMuuKM Poccuiickon
depnepaumu 28 aneaps 2020 r., peructpaumoHHbsin N 57293);

npukas MuHucTtepctBa 3gpaBooxpaHeHus Poccuiickon ®egepauun ot 8 oktabpa 2020 r. N 10761 "O
BHECEHMM M3MeHeHuMn B [lopsigok peructpauun, yyeTa M XpaHeHWs crneumanbHbiX pelenTypHbiXx GraHKoB Ha
HapKOTUYeCKMe CpeAcTBa MMM MNCUMXOTPOMHbIE  BELLUECTBA, YTBEPXKAEHHbIM npuka3om  MwuHucTepcTBa
3gpaBooxpaHeHuss Poccunckon ®epepauum ot 1 aerycta 2012 r. N 54" (3apernctpupoBaH MuHWCTEPCTBOM
tocTnumm Poccuickon ®enepauun 13 Hosbpsa 2020 r., pernctpaumoHHein N 60898);

npukas MwuHucTepcTBa 3gpasBooxpaHeHuss Poccunckon Pepepaummn ot 14 gueapa 2019 r. N 41 "O6
YTBEPXAEHUN MopsgKka Ha3HayeHus JeKapCTBEHHbIX MpenapaToB, OPM peuenTypHbiX ©OnaHKoB Ha
nekapcTBeHHble npenapaTbl, nopsgka opopMIeHns ykasaHHbIX 6MaHKoB, NX ydeTa n xpaHeHus" (3apermcTpmpoBaH
MuHucTepcTBom tocTuummn Poccuinckon ®egepauun 26 mapta 2019 r., permctpaumonHbin N 54173);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon depepaummn ot 11 gekabps 2019 r. N 10221 "O
BHECEHMM M3MEHEHNN B npuka3 MuHucTepcTBa 3gpaBooxpaHeHnst Poccuiickon ®epepaunm ot 14 aneapsa 2019 r.
N 4H "O6 yTBepxAeHUM Nopsaka HasHaAYeHWsl NEeKapCTBEHHbIX MpenapaTtoB, hopM peuenTypHbIX OnMaHKOB Ha
nekapcTBeHHbIe NpenapaTbl, Nopsaka oopMIeHUs yka3aHHbIX OM1aHKoB, NX y4eTa 1 XpaHeHusa" (3aperncTpmpoBaH
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
MwuHucTtepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 14 aHBaps 2019 r. N 4" (3apeructpupoBaH
MuHucTepcTBom tocTuummn Poccuiickon ®enepauun 22 gekabpsa 2020 r., pernctpaumoHHbin N 61695);

NyHKT 3.8 VIHCTpyKUMM O NOpsiAKke BbIMUCbIBAHUSA NIEKAPCTBEHHbIX NpenapatoB U 0QOpMIeHUs peLenToB U
TpeboBaHW-HaKNaOHbIX, YTBEPXOEHHOW Npuka3om MUHUCTEpCTBa 30paBOOXPAHEHMS U COLMANIBHOTO Pas3BUTUS
Poccuiickon ®egepaunm ot 12 cepansa 2007 r. N 110 "O nopsgke HasHaAY€HUS U BbINMUCbIBAHUSA NEKAPCTBEHHbIX
npenapaTtoB, U34eNnUA MEeOULMHCKOTO Has3HayeHust U CrneumanmuavpoBaHHbIX MPOAYKTOB rnevyebHoro nutaHus"
(3apeructpupoBaH MuHunctepctesomM toctuumm Poccuiickon ®epepauuun 27 anpensa 2007 r., permctpaunoHHbin N
9364);

npukaz MuHuCTepcTBa 34paBoOOXpaHeHus M coumanbHoro passutus Poccuiickon ®epepaummn ot 17 mas
2012 r. N 5621 "O6 ytBepxgeHuu [Mopsgka oTnycka (M3MYecKuMm nuuam JNeKapCTBEHHbIX MpenapaToB Ans
MEeAMLMHCKOIO MNPUMEHEHUs, cofepXallmMx KpoMe MarbiX KONMUYECTB HApKOTUYECKUX CPeACTB, MCUXOTPOMHBLIX
BELIECTB W WX MPEeKypCcopoB Apyrme apmakoriorndeckue akTuMBHble BellecTBa" (3aperncTpupoBaH
MuHncTepcTBoM tocTnumm Poccunckon ®epepauun 1 noHs 2012 r., permctpaumoHHbii N 24438);

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



coumanbHoro passutusa Poccuiickon depepaumn, yTBEPXKAEHHbIX Mpukazom MuHucTepcTBa 3apaBOOXpaHeHust
Poccuiickon ®epepauun ot 10 uoHa 2013 r. N 369H (3apeructpupoBaH 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
NPUMEHEHNS, CoAepXKallMx KpOMe MarnbIX KONUYECTB HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELLEeCTB U UX
NpeKkypcopoB [Apyrue apmakonormyeckMe akTuBHble BeLlecTBa, YTBEpPXAEHHbIM npuka3om MuHucTepcTBa
340paBoOXpaHeHnMss U coumnanbHoro passutua Poccuickon ®depgepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcteom toctuumm Poccuinckon ®epepaummn 10 ceHtabpsa 2014 r., pernctpauunoHHsin N
34024);

NYHKT 1 W3MEHEHW, KOTOpble BHOCSTCS B HEKOTOpble npukasbl MuHUCTEpCTBa 34paBOOXPaHEHUSA U
coumnanbHoro passutus Poccunckon Pepepaumm n MuHuctepcTBa 3apaBooxpaHeHus Poccuinckon depepauumu,
YyTBEPXAEHHbIX NpukazoMm MuHuctepcTBa 3gpaBooxpaHenuns Poccuiickon ®egepaumm ot 10 ceHTabpa 2015 r. N
634H (3apeructpupoBaH MwuHuctepcteom toctuuum  Poccuiickon depepaumm 30 cenTtabpa 2015 r,
pernctpaumoHHbin N 39063);

NyHKT 3 W3MEHEHWW, KOTOpble BHOCSITCA B HEKOTOpble Mpukasbl MwuHMCTEpCTBa 34paBOOXPaHEHMS U
coumnanbsHoro passutna Poccuinckon ®epepaunn n MmnHnctepcrTea 3gpaBooxpaHeHus Poccunckon degepaumm no
BOMpocaM OOpalleHns nekapCTBEHHbIX MpenapaToB, COAEpXallMX HAPKOTUYECKMEe CpefcTBa, MCUMXOTPOMHbIE
BELLECTBA M UX MPEKYpPCOPOB, M JIEKAPCTBEHHBLIX CPeAcTB, MOANeXallmx npeaMeTHO-KONMMYECTBEHHOMY Y4YeTy,
YTBEPXXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHusi Poccuinickon degepaumm ot 31 oktsa6ps 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, MoryT 6bITb Ucnonb3oBaHbl 4o 1 mapTta 2023 roga.

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

MwuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npuka3y MuHucTepcTBa 30paBoOXpaHeHNs
Poccuiickon ®eaepaunn

OT 24 Hos16psa 2021 r. N 1094H

noPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wKre nonoxeHus

1. HasHayeHve nekapcTBEHHbIX NpenapaToB AfS MeOWLUMHCKOro NMpuUMEeHeHus (fanee - nekapcTBEHHble
npenapaTbl) OCYLWECTBNSAETCA NevawmMm BpayoMm, denbalepoM, akylepkon B criydyae BO3NOXEHWS Ha HUX
MOSTHOMOYMI flevallero Bpava, Npyv OKasaHUM MeOULMHCKON MOMOWM B MEOMUMHCKUX opraHmdaumax <1>, B
nopsigke, YCTaHOBIIEHHOM nNpuka3oM MuHUCTepCTBa 34paBOOXpPaHEHUS W coumarnbHoOro passutusa Poccuiickon
®epepaummn ot 23 mapta 2012 r. N 2521 "O6 ytBepxaeHumn lMopsigka BO3NOXeHUs Ha henbawepa, akywepky
pykoBoauTenem MeguuUHCKON opraHu3aumu npy opraHM3aunyn okasaHus NepBMYHON MeaMKO-CaHMTapHOW NOMOLLM
N CKOpPOW MeOULMHCKOM MOMOLM OoTAenbHbIX (OYHKUMA fevawero Bpada MO HenocpeacTBEHHOMY OKa3aHuio
MEeOMLMHCKOW NOMOLLM NauMeHTy B nepuog HabnoaeHns 3a HAM 1 ero fieYeHusl, B TOM Yucre no Ha3HaYeHuo u
NMPMMEHEHMIO NTEKapCTBEHHbIX NMpenapaToB, BKIHOYas HapKOTUYEeCKMe NeKapCTBEHHbIE NpenapaThl Y MCUXOTPOMHbIE
nekapcTBeHHble npenapatbl” <2>, MHOUBMAYaNbHbIMU NpeanpuHUMaTensiMm, OCYLLECTBAAWUMN MEQULIMHCKYIO
[eATenbHOCTb (aanee - MeauuuHCKne paboTHUKNM).




<1> TyHkT 11 cTtatbn 2 depepancHoro 3akoHa oT 21 Hoabpsa 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl
300poBbs rpaxaaH B Poccuiickon ®epepaummn” (CobpaHune 3akoHogaTensctea Poccunckon ®epepauun, 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 ®egepaunm ot 31 oktabpa 2017 r. N 882H (3apernctpmpoBaH MuHuctepctsom toctuumm Poccuiickomn
depepauunu 9 aHsapa 2018 r., pernctpaumoHHbin N 49561).

MeanumHckmii paboTHWMK, OCHOPMUBLLUIA peLIEenT C HapyLUEeHMEM HacCTOsLLEero nopsigka, UM pykoBoautenb
MeOMUMHCKOW opraHmsauumn obecneunBaloT CBOEBpPEMEHHOe nepeodopmMieHne Tpebyemoro Ans nauveHTta
peuenTa.

2. CBegeHnss 0 HasHa4YeHHOM NeKapCTBEHHOM npenapaTte (HanmeHOBaHWe NekapCTBEHHOro npenaparta,
[O3MpoBKa, C€rnocob BBEAEHUS U MNPUMEHEHUS, PEXUM [O03MPOBAHUS, MPOAOIDKUTENBHOCTL JleYEHUS WU
000CHOBaHME Ha3Ha4yeHMs1 NeKapCTBEHHOro npenaparta) BHOCATCA MEOUUUHCKMM pabOTHUMKOM B MEAULIMHCKYHO
OOKYMEHTaUMIo naumeHTa.

B cnyuyasix, ykasaHHbIXx B nyHktax 8 - 11 Hactosiwero lMopsiaka, MeguuUHCKMA paboTHWMK, Ha3HaYMBLUWIA
neKapCTBEHHbIN npenapart, odopMIseT Ha3Ha4YeHUe NeKapCTBEHHbLIX MpenapaToB, B TOM YuUcre nognexaimx
N3roTOBIEHNIO U OTMNYCKY anTe4YHbIMU OpraHusauusMu (ganee - NekapCTBEHHblE NMpenapaTtbl UHAMBUOYANbHOMO
N3roTOBMEHWs1), Ha peuenTypHoM GnaHke, opopMIIEHHOM Ha GyMaXkHOM HOCWUTEene 3a CBOeWn noanucbio (ganee -
peuent Ha OyMakHOM HocuTene), u (Mnu) C corfnacma naumeHTa MM ero 3aKOHHOro npeacraBuTens <3> Ha
peuenTtypHoM 6naHke B hopMe 3MEKTPOHHOro AOKYMEHTa C MCMOSb30BaHUEM YCUNEHHOW KBanuuumMpoBaHHOMN
3MNEKTPOHHOW NoanNucy MeamUUHCKOro paboTHuka (ganee - peuent B hOpMe 3MEKTPOHHOro JOKYMEHTA).

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

Peuent B opme 3NEKTPOHHOIO AOKYMEHTA, COAEPXalMA Ha3HaAYeHUe HapKOTUYECKMX CPEencTB wnu
NCUXOTPOMHbIX BELLECTB, MOAMUCHIBAETCA C WUCMOMb30BaHMEM YCUIIEHHOM KBanuMULMPOBAHHOM 3MEKTPOHHOMN
nognucy nevailero Bpada vnu doenbiliepa, akylepku, Ha KOTOPbIX BO3MOXeHbl hyHKUMM fedallero spavya, u
COOTBETCTBYIOLLEN MEAULIMHCKON OpraHn3aumm <4>.

<4> TyHKT 1 cTatbn 26 ®egepanbHoro 3akoHa ot 8 aHBapsa 1998 r. N 3-d3 "O HapkoTUYecKkMx cpeacTBax u
ncuxoTponHbix BelwlecTBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®depepaumm, 1998, N 2, c1. 219, 2017, N
31, cT. 4791) (ganee - ®epgepanbHblin 3akoH N 3-93).

OdopMneHue peLentoB B (OPME IMEKTPOHHbLIX [LOKYMEHTOB OCYLLECTBMSIETCA B Clyvae MNpUHATUSA
YMNOJTHOMOYEHHbIM OpPraHOM WCMOMHUTENBbHOW Briactu cybbekta Poccuiickon ®epepaumm B COOTBETCTBUM C
nyHkToM 4 cTtatbn 6 depepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-9®3 "O6 obpalleHun nekapcTBEHHbIX
cpeactB" <5> peweHuss 06 uchnonb3oBaHUM Ha TeppuTopum cybbekta Poccuiickon ®Pepepaumm Hapsgy c©
peuentaMmM Ha JleKapCTBEHHble npenapatbl, O(OPMIMEHHbIMM Ha OyMaXHOM HocuTene, peuenToB Ha
neKkapcTBEHHbIe npenapaTbl, CHOPMUPOBAHHbBIX B (DOPME 3NEKTPOHHbIX JOKYMEHTOB.

<5> CobpaHwne 3akoHogaTenscTBa Poccuiickon ®eaepaumm, 2010, N 16, ct. 1815, 2019, N 52, c1. 7793.

3. MNpu BbINUCKE nNauMeHTa U3 MEOULUHCKOM OpraHuMsaumm, B KOTOPOW eMy oOKasbliBanacb MeauMuUUHCKas
MOMOLLb B CTAUMOHAPHBLIX YCIOBUSAX, NPU HEOOXOAMMOCTU NPOOOIDKEHUS NMpUemMa NeKapCTBEHHOro npenaparta B
aMbynaTopHbIX YCNOBUSX [OAHHOMY MaUMEHTY MO PELUEHU0 PyKOBOAUTENA MEAMUMHCKOM OpraHusaumnm
Ha3HayvatTcsa ¢ ochopmreHnem pelenTta B OpMe 3MEKTPOHHOrO JOKYMEHTa U (Mnn) Ha OymaxkHOM HocuTene (3a
UCKNoYeHneM ohopMITEHNST PELLENTOB Ha NeKapCTBEHHbIE MpenaparTkl, NoAanexalline oTnycky 6ecnnaTHO unm co
Ckuakon) nmbo BelgaloTcs (NaLMEeHTY UM ero 3aKOHHOMY NPEeACTaBUTESNO) OAHOBPEMEHHO C BbIMUCKOW U3 UCTOPUM
GonesHn nekapcTBeHHble npenapaTtbl, B TOM YMUCIe HAPKOTUYECKME U NCUXOTPONHbIE NleKapCTBEHHbIE Npenaparsl,
BHeceHHble B cnucku Il n Il nepevyHsa HapKoTMYeCKUX CpPeAcTB, MCUXOTPOMHLIX BELEeCTB U UX NPeKypcopos,



noanexawmx koHtpono B Poccuiickon depepauuu, yrBepxaeHHoro [NpasutensctBom Poccuiickon depepaumm
<6> (panee - lepe4yeHb), CUNBHOOENCTBYIOLWNE NEKAPCTBEHHbIE MpenapaTtbl, Ha CPOK npuema naumeHToM Ao 5
JHen.

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

4. HasHayeHue JNNIEKapCTBEHHbIX nNpenapatoB MNpu OKa3aHuu MeOMLMHCKOM noMoLln B CTaunoHapHbIX
YCNOoBUAX MOXEeT OCYLLeCTBIIATbCA nocpencTtsom Tpe6OBaHVIl7I MeANLNHCKOM opraHnsauumn, HanpaeJideMblX B
anTeyHble opraHunsauunmn, AsnAroWLNECA CTPYKTYPHbIMU nogpa3aeneHnamm MeOULMHCKON opraHusauunn. <7>

<7> TlyHkT 54 ctaTbm 4 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalieHumn
nekapcTBeHHbIx cpeacTB" (CobpaHune 3akoHogaTtenbcTBa Poccuickon degepaumm, 2010, N 16, ct. 1815; 2019, N
31, cT. 4456) (nanee - ®enepanbHbin 3akoH N 61-93).

5. HasHayeHne nekapcTBEHHbIX MpenapaToB  OCYLECTBASAETCA MEeOUUMHCKUM  paboTHUKOM Mo
MEXOYHapOAHOMY HENaTEeHTOBAHHOMY HaMMEHOBaHWIO, a npu ero OTCYTCTBUM - T[PYMMNUPOBOYHOMY UMK
XUMUYECKOMY HauMMeEHOBaHWUt0. B cnyyae OTCyTCTBUSA MEXOYHapoO4HOro HEMaTeHTOBAHHOTO HauMMEHOBAaHWS U
rPynnMPOBOYHOINO WUIIM XMMWYECKOTO0 HaMMEHOBaHUS NEeKapCTBEHHOrO npenapata JfeKkapCTBEHHbIM npenapar
Ha3HayaeTCcqd MeAUUMHCKMM paboTHMKOM MO TOProBOMY HauMeHoBaHuio. [Mpy HanNMuMu MEeOULUHCKUX MoKasaHun
(vHaMBMAOyanbHas HEMNepeHOCMMOCTb, MO JKU3HEHHbIM MOKa3aHMsM) MO peLleHnto BpayebHom KomMuccum
MEeOMLMHCKOW opraHu3aumm <8> OCYLUEeCTBMSETCS Ha3Ha4YeHUne UM OgOpPMIIEHUE Ha3HAYEHMS NEKapCTBEHHbIX
npenapaToB, HE BXOAALMX B CTaHOApTbl MEOULMHCKOW MOMOLLW, pa3paboTaHHble B COOTBETCTBMM C MyHKTOM 14
ctatbn 37 PepepanbHoro 3akoHa N 323-93 <9>, unu He NPeayCMOTPEHHbIX COOTBETCTBYHOLLEN KITMHUYECKOWN
pekomeHgaumen, nmMbo No TOProBbiIM HauMMeHOBaHWAM. PelleHve BpavebGHOM KOMMCCUM  MELMLUHCKON
opraHmsaumm hKcMpyeTcs B MEQULIMHCKOW AOKYMEHTaL MU NauueHTa u B XXypHane BpadyebHon KoMmmuccun.

<8> [Npuka3 MuHMCTEpCTBa 30paBOOXPaHEHNS U coumnanbHoro pas3sntna Poccuinckon ®eagepauumn ot 5 mas
2012 r. N 5021 "O6 yTBEpXOeHMU MNopsigka co3OaHus U OesaATenbHOCTU BpavyebHOM KOMUCCUM MEeOMLIMHCKOW
opraHusaumn" (3apernctpmposaH MuHuctepctBoMm toctuuum Poccuiickonn ®depepaumm 9 wmoHa 2012 r,
pernctpaumoHHein N 24516) C M3MeHeHUsIMW, BHECeHHbIMW npukazoM MwuHUcTepcTBa 34paBoOXpaHeHUs
Poccuinckon ®egepaunn ot 2 gekabpsa 2013 r. N 886H (3apermctpupoaH MuHucTepcTBoM tocTuumm Poccuiickon
®epnepaumun 23 gekabpsa 2013 r., pernctpaumnoHHbii N 30714).

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

Ecnn npu OKasaHun nauuneHTy MEANLMHCKOM MOMOLLUN B MeOULMHCKOM opraHnsaumm B CTauMOHapPHbIX
ycnosuax no peweHunto Bpaqe6H0|7| KOMUCCUN OCYLLUECTBIIAKTCA Ha3Ha4dYeHune n MNnpuMeHeHune nekapCTBeHHOro
npenaparta C KOHKPETHbIM TOProBbiIM HauMMeHOBaHuMeM, TO MNpPU OKa3aHUW LOaHHOMY MNMauuneHTy MeOunLMHCKOM
NnOMOLLM B WHOMN MEOULMHCKON OopraHunsaunn B CTaUMOHAPHbLIX YCIOBUAX, a TaKxe B aM6ynaTopr|x ycnoBusax
ocyLllecTBndeTcA Ha3Ha4YeHne eMy nekapCTtBeHHOro npenapara c Tem XXe ToproBbiM HammeHoBaHnemMm <10>.

<10> lMyHkT 2 noctaHoBneHus lMpasutenscrea Poccuiickon ®epepauun ot 30.06.2020 N 965 "O BHeceHun
nameHeHn B lNMpaBuna opMMpoBaHns NepPeYHsi NEKApPCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBISETCS B
COOTBETCTBMM C NX TOPrOBbIMU HAMMEHOBAHUSAMU, U O MPUMEHEHMNM NEKAPCTBEHHbLIX NPenapaTtoB C KOHKPETHBIMU
TOproBbiMu HaumeHoBaHusiMnN" (CobpaHune 3akoHopaTenbcTBa Poccunckon ®egepaunn, 2020, N 28, cT. 4422).

6. HasHaueHue nekapCTBEHHOro npenaparta B peuenTte Ha OyMaHOM HocuTene unm peuente B dopme
3MIEKTPOHHOIO AOKYMEHTa OQOPMISAEeTCa Ha MMs NauueHTa, Ansi KOTOPOro npedHasHadeH eKkapCTBEHHLIN
npenapart.

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 MNPEeACTaBUTENEM WU NWLOM, WUMEKLWMUM O(OPMIIEHHYIO B COOTBETCTBUM C  IPaXAAHCKUM
3akoHoaaTenbcTBoM Poccuiickon depepaunm AOBEPEHHOCTbL OT MaLMeHTa Ha MpaBoO MONydeHMs Takoro peuenTa
(oanee - ynonmHOMOYEHHOE NL).

MpencraBsneHne JOBEPEHHOCTM He TpebyeTcsa B cnyyae MonyvyeHus peLenTta Ha NekapCTBeHHbIM npenapart
Ons nHkypabenbHOro 60MbLHOr0 Ha 3aBepluatoLlleM aTane ero >KU3HW MNULIOM, OCYLLECTBNSIOLNM YXO4 3a TakuM
WHKypabenbHbIM BonbHbBIM. B Takom cnyvyae meauumnHcknii paboTHMK BblAaeT nuLy, OCYLLEeCTBALWEMY yXon 3a
WHKypabenbHbIM GOMbHBIM, OOKYMEHT, MOATBEPXAalLWUin UHKypabenbHoe cOCTOosiHMe BonbHOro, coaepxalimmn
cBedeHus o nuvue, KoTopoe BGyaeT nonyyaTb NekapCTBEHHbIE NpenapaTbl No peuenty (damunus, UM, OTY4ECTBO
(nocnegHee - npu Hanuuuu), BUA, cepysi U (UNK) HOMEp OOKYMEHTa, YAOCTOBEPSIOLLEro NMYHOCTL), 3aBEPEHHbIN
noAnNUCbIO M NeYaTbio AaHHOro MeAULIMHCKOro paboTHMKA, a Takke nevaTbio MeuLMHCKON opraHm3auuu.

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

WH(popMaLUMOHHON cucTeMbl B cdpepe 3apaBooxpaHeHusi cybbekta Poccuickon depepaumv, MeauLMHCKON
MHPOPMAaLMOHHON CUCTEMbI MEOULIMHCKOWN opraHnsaumm <11>.

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

dakT Bblgaun peLienTa Ha NekapCTBEHHbI npenapaTt 3aKOHHOMY MpeAcTaBUTENO UMK YNONHOMOYEHHOMY
nuuy ukcupyeTca B MeAULIMHCKON IOKYMEHTaLUuUN naumeHTa.

7. MeavuuHckum paboTHMKaM 3anpeliaeTcd odopMmnaTe peuenTbl MNP OTCYTCTBUM Yy NauMeHTa
MEAMLMHCKUX MOKa3aHWN; Ha He3aperucTpupoBaHHble NeKkapCTBEHHble npenapaTtbl <12>; Ha nekapCTBEHHblE
npenapaTbl, KOTOpble B COOTBETCTBMU C MHCTPYKUMEN MO MeOMLIMHCKOMY MNPUMEHEHWUI0 npefHasHayveHbl Ans
NMPUMEHEHMWS TONBbKO B MEAMLMHCKUX OpraHu3auusix; Ha HapKoTMYecKne CPeACTBa M MCUXOTPOrMHbIE BELLECTBA,
BHeCeHHble B cnucok |l lMepeyHsi, 3aperMcTtpMpoBaHHble B Ka4yeCcTBE JIEKAPCTBEHHbLIX MpenapaToB, B LEnsx
NpYMEHEeHWs1 ANs NeYeHns HapKoMaHuu.

<12> PeweHune CoseTa EBpasunckon skoHoMuyeckon kommuccmum ot 3 Hosbpa 2016 r. N 78 "O lNpasunax
permctpaumMm M 3KCMepTu3bl NEKapCTBEHHbIX CPeACTB ANs MeAWUMHCKOro npumeHeHus" (oduumanbHbil CanuT
EBpasuiickoro akoHommu4yeckoro cotosa http://www.eaeunion.org/, 21 Hosi6psa 2016 r.). Ctatea 13 PepepanbHoro
3akoHa N 61-93 (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumm, 2010, N 16, cT. 1815; 2020, N 14, cT.
2028).

MHauBuayanbHblM NpeanpuHUMaTensam, oCyLLECTBAOWUM MEANLNHCKYIO AEATENbHOCTb, AONOMHUTENBHO K
TpeboBaHWAM, yKa3aHHbIM B abs3aue nepBOM HacCTOALWEro nyHKTa, 3anpelwjaeTcd odopMnATb peuenTbl Ha
HapKkoTM4eckue CpeacTBa W MNCMXOTPOMHbIe BewecTBa, BHeceHHble B crucku |l wu Il TepeuHa (panee -
HapKoTMYeCKMe 1 NCUXOTPONHbIE NekapcTBeHHble npenapaTol cnuckos |l u 11l MNepeyns).

8. Mpun Ha3Ha4YeHMN HapPKOTUYECKUX WM MCUXOTPOMHBLIX JIEKAapCTBEHHbIX npenapatoB cnucka Il MepeyHs, 3a
UCKMIOYEHMEM FEeKapCTBEHHbIX MNpenapaTtoB B Buae TpaHCAepManbHbIX TepaneBTUYECKMX CUCTEM U
NeKapCTBEHHbIX MpenapaToB, CoAepXallMX HAPKOTUYECKOE CPEeACTBO B COYETAHMU C aHTarOHUCTOM OMUOUAHbLIX
peLienTopoB, peLenTbl Ha BymaxXHOM HocuTene oopMMAKTCA Ha peLenTypHoM 6raHke dhopmbl N 107/y-HIT.

9. PeuenTtypHbin 6naHk popmbl N 148-1/y-88 ocopmnaeTca npu HasHavYeHWUN:

1) HapKOTMYECKMX U MNCUXOTPOMHBLIX JleKapCTBEHHbIX npenapatoB cnucka Il TMepeyHa B Buge
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX JeKapCTBEHHbIX npenapaToB cnuvcka |l MNepeyHs,
cofepXalmnx HapKOTUYeCKOe CPefCcTBO B COYMETAaHUM C aHTarOHUCTOM OMMOWMAHBLIX PEeLenToOpoB, MCUXOTPOMHBLIX
nekapcTBeHHbIX npenapatos cnucka lll MepeyHs;

2) KOMBUHMPOBAHHbIX NTEKAPCTBEHHBIX MPENAPaToOB, CoAepXKalLLuX:

a) KoQevH unu ero conu (B nepecyeTe Ha YNCTOE BeLeCcTBO) B konmnyectse A0 20 Mr BKNIOYUTENbHO (Ha 1
003y TBepAon nekapcTBeHHon popmbl) unu B konudectse 4o 200 mr BknountensHo (Ha 100 mn unum 100 r xuakon



J'IeKapCTBeHHOﬁ (bOprI ONnA BHYTPEHHEero I'IpMMeHeHI/IFl);

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

B) ncespoadeapuvHa rmapoxnopua B komnudecTtse, npesbiwatowem 30 mr, 1 go 60 Mr BKMOYUTENBHO B
coyeTaHmMm C gekcTtpomeTtopdaHom rmgpobpommaom B KonmyectBe, npesbiwatowem 10 mr, u go 30 wmr
BKMOUUTENBHO (Ha 1 403y TBEpOON NekapCTBEHHON hopMbl);

r) pekctpomeTtopdaHa rugpobpomma B konndectse Ao 200 mr BknounTenbHo (Ha 100 mn unun 100 r xxugkom
nekapcTBeHHON hopMbl ANS BHYTPEHHEro NPpUMEHEHMS);

4) adbenpuHa rugpoxnopug B konnyectse, npesbiwatowem 100 mr, u go 300 mr BkntountensHo (Ha 100 mn
unu 100 r XXnakon nekapcTBEHHON POpPMbl ANA BHYTPEHHErO NPUMEHEHUS);

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

X) deHunnponaHonaMmuvH B KONMu4ecTBe A0 75 Mr BKMYUTENbHO (Ha 1 [O3y TBEpAOW NEKapCTBEHHOW
dopmbl) unm go 300 mr BrnroumTensHo (Ha 100 mn unn 100 1 xXmMAKOW NekapCTBEHHOW (POPMbI ANS BHYTPEHHEro
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) JIEKapCTBEHHbIX npenapartoB MHAMBMAYalrbHOINo U3rotoBJiIeHUA, coAepiKalnx HapKoTu4ecCckoe cpencrtBo
nnn NCUXoTponHoe BeLwecTBO CnncKa Il I'IepeqHﬂ, n gpyrme q)apmakonormqecme akTBHbl€ BelleCcTBa B O03€e, He
I'IpeBbIIJJaIOLLI,eIZ BbICLUYKO pa3oByko 003y, U Npu yCrioBUU, 4TO 3TOT KOM6MHI/IpOBaHHbIIZ ﬂeKapCTBeHHbIVI npenapar
He ABNnAeTCA HapKOTUYECKUM UM NMCUXOTPOMNHbIM J1ieKapCTBEHHbLIM MpenapaTtomM CrnmcKka ] I'IepeqHﬂ;

4) nekapCTBEHHbIX NpPenapaToB, BKMOYEHHbIX B MepevYeHb NeKapCTBEHHbIX CpeacTB ANns MeAMLUHCKOro
NPMMEHeHWsl, nognexawmx npeaMeTHO-KONMYeCTBEHHOMY Y4eTy (danee - fekapCTBeHHble npenapartbl,
BKIIOYEHHbIe B nepedeHb [KY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHus [lpaButenbctBa Poccuiickon depepaumm oT
19.06.2012 N 608 "O6 yTtBepxaeHuun MNonoxeHnsa o MuHucTepcTBe 3apaBooxpaHeHus Poccuinckon depepaummn”
(nanee - MNonoxeHue o MuHnuctepctee) (CobpaHne 3akoHoaatenscTBa Poccuiickon ®egepaumm, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbii GnaHk copmbl N 148-1/y-04(n) odopmnsieTcsa npu Ha3HAYEHUWN JIEKAPCTBEHHbIX
npenapaToB rpaxgaHaMm, WMeEKLWUM nNpaBo Ha OGecnnatHoe MofyYyeHne JNeKapCTBEHHbIX MpenapaToB Miu
nony4yeHue nekapcTBEHHbIX NpenapaToB CO CKUOKOW.

11. PeuentypHbin 6naHk popmbl N 107-1/y odhopMmnsaeTca npy HasHavYeHUu:

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

2) KOMBUHMPOBAHHbIX NTEKAPCTBEHHBIX MPENAPaToOB, CoAepXKalLLuX:

a) sprotaMvHa rugpoTapTpaT B KONu4ecTse A0 5 Mr BKIOYMTENbHO (Ha 1 003y TBEpAoW NekapCTBEeHHOI
opMmbi);

0) acbeppuHa rmagpoxnopug B konudectee o 100 mr BkmtoumtensHo (Ha 100 mn wnm 100 r© xugkown
nekapcTBeHHON hopMbl AN BHYTPEHHEro NPpUMEHeHMs);



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

r) nceesgoadedpvHa rMOpoxnopuag B KonuMdecTBe, He npesblwatowem 30 Mr, B COYeTaHun C
AekctpomeTopdaHom rmgpobpommuaomMm B konmyecTtse, npeebiwatowem 10 mr, n go 30 mr BkmountTensHo (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. Mpwn Ha3Ha4YeHnn NekapCTBEHHOro nNpenapaTta NHAMBMAYarbHOrO N3roTOBMEHUA B peuenTe Ha ByMaxkHOM
HocuTene w (unu) peuente B OPME OSMEKTPOHHOrO AOKYMEHTa HaMMEHOBaHWS NeKapCTBEHHbIX CPeacTB
(BewecTB), BKOYEHHbIX B nepedveHb [1KY, ykasbiBawTcA B Havane peuenta, 3ateM - BCe OCTalbHble
WNHrpeaneHThI.

13. MNpn HasHa4YeHun nekapCTBEHHOro npenapaTta B peuenTte Ha OymaxHOM HocuTene u (unu) peuente B
dopmMe 3MEeKTPOHHOro [OKyMEeHTa 3anpeljaeTcs npeBbiaTb KONMMYECTBO HAaPKOTUYECKUX Cpeacts  unm
MCUXOTPOMHbLIX BELLECTB, KOTOPOE MOXET ObITb BbINMCAHO B OAHOM peuenTe, yctaHoBneHHoe npunoxeHnem N 1 k
HacTosileMmy [Nopsaaky, 3a UCKIMIOYEeHWEM CryYaeB, yKasaHHbIX B MyHKTax 15 n 24 HacToswero Mopsaka.

14. Tpu HasHayeHUM nEeKapPCTBEHHbIX MpenapaToB, BKMOYEHHbIX B nepedveHb [MKY, posa koTopbix
NpeBbIlWaeT BbICLIMIA OOHOKPATHLIA MPUEM, MeOUUMHCKUA paboTHWK obo3HavaeT [03y 3TOro NeKapCTBEHHOrO
npenapaTa B peuente Ha OyMaXHOM HOCUTENEe MPOMUCbI0 C NPOCTaBIEHMEM BOCKIMLUATENBHOIO 3HakKa u (unwm)
NpoCTaBnsieT BOCKNMLATENBHbIA 3HaK Npy 0OpPMIIEHNM peLienTa B hopmMe 3NEKTPOHHOIO JOKYMEHTa.

15. KonnyectBo Ha3Ha4YeHHbIX JNIEKapCTBEHHbIX NpenapaTtoB, BKIKYEHHbIX B NepevyeHb MKy, npn okKasaHun
nauyneHTam, Hyxgarwmmcda B OJNINTENTbHOM J1e4eHUN, ﬂepBl/I‘-IHOIZ Me,ﬂ,MKo-caHMTapHOVI NOMOLLM U nannmaTMBHON
MeOMLMHCKON NOMOLLN MOXET ObITb YBEJTMYEHO C y4eTOM KIMMHUYECKNX peKomer,au,Mﬁ He Gonee yem B 2 pasa no
CpaBHEHUIO C KOJIMHYECTBOM HAPKOTUYECKUX CPpeacTB UITN NMCUXOTPOMNHbIX BELWEeCTB, KOTOPOE MOXET ObITb BbINMCAHO
B OAHOM peuenTte, yCTaHOBJIEHHbIM NPUIoXeHnem N1k HacTodlemy I'Iopﬂp,Ky.

B cnyyasx, npegycMoTpeHHbIX ab3auem nepBbiM HAaCTOSALLEro NyHKTa, Ha peuenTtax Ha BymaxxHOM HocuTene
npoussoauTca Hagnuce "lo cneumanbHOMY HasHayeHuo", OTAENbHO 3aBepeHHas MnoAnuUCbl0 MeAULMHCKOro
paboTHWKa W nedvaTbld MeOUUMHCKOW opraHusauum "Ons peuentoB”, Ha peuentax B opMe 3MeKTPOHHOro
OOKyMeHTa npoussBoautcs oTmeTka "[lo  cneuwanbHOMY Has3HaveHuo" C  MpoCTaBfeHneM  YCUNeHHOW
KBanMnunpoBaHHOW 3IEKTPOHHOW NOANNCK MeOMLIMHCKOro paboTHMKa.

16. CocTaB nekapCTBEHHOro npenapara, NiekapcTBeHHasa opma 1 obpalleHne MeanumHckoro paboTHMka K
dapmavneBTnyeckoMy paboTHUKY 06 OTMyCcKe NekapCTBEHHOro npenapara Ha OymMaxXHOM HocuTene ogopMsTCA
Ha NMaTUHCKOM WM PYCCKOM fi3blke B poauTENIbHOM Maexe, 3a UCKMYeHneM odopmMIieHns peuenToB B dopme
3NEKTPOHHOIO AOKYMEHTA, OCYLLECTBNAEMOrO Ha PYCCKOM A3bIKE.

Mpu odopmneHnMn peLenTypHbIX ONaHKOB AOMYyCKaeTCsl UCMONMb30BaHWE COKpalleHuin (npunoxeHne N 2 k
HacTodweMy Nopsagky).

Mpn HasHa4YeHUM NekapcTBEHHOrO NpenapaTta He OOoMnycKaeTcsl CokpalleHUne HanMeHOBaHUIN MHIPEOUEHTOB,
COCTaBMAOLMX NEKAPCTBEHHLIN MnpenapaTt, He MOo3BOMSIWNX YCTAaHOBUTb, KAaKOM WMEHHO FeKapCTBEHHbIN
npenapaT HasHa4eH.

17. Cnocob npuMeHeHUs1 NekapCTBEHHOro npenapaTta 0003Ha4yaeTcs C ykasaHWeM NyTu BBeAEHWs, O03bl,
4YacToTbl, BPEMEHU NpPUEMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M €ro ANIMTENbLHOCTW, a ANA NeKapCTBEHHbIX
npenapaToB, B3aVMOAENCTBYIOLLMX C NMULLER, - BPEMEHU MX YNoTpebneHns OTHOCUTENBHO Npuema nNuwm (4o e,
BO BpeMs efpl, nocne eapl).



18. lpn HeobBXoAMMOCTU HeMeANneHHOro WNM CpoYHOro (B TedeHue [AByx pabouux [Hen) oTnycka
NeKapCTBEHHOrO Mnpenapata nauuMeHTy B BEpPXHEW 4acTu peuenta Ha OymMaXHOM HocuTerne npoCTaBnsAlTCSA
obo3HaveHus "cito" (cpoyHo) unum "statim" (HemeaneHHo). AHanorumyHble O0DO3HAYeHMs1 MPOCTaBNSATCA B BuAe
OTMETOK Npu ochopmrieHnn peuenTa B hopMe IMEKTPOHHOIO JOKYMEHTa.

19. Mpn odopmneHMn HasHayeHWst roTOBOro JieKApCTBEHHOro Mpenapata B peuente Ha OymMaxxHOM
HocuTene unu peuente B OpMe 3NEKTPOHHOIO AOKYMEHTa KOMMYECTBO OENCTBYHOLUUX BELLECTB yKasbiBaeTCcs B
COOTBETCTBMM C MHCTPYKUMEN NO MEAMLIMHCKOMY NPUMEHEHUIO NekapCTBEHHOro npenapaTta. [JonycTumMo ykasbiBaTb
O03MPOBKY EeKapCTBEHHbIX MpenapaToB CUCTEMHOrO AeWcTBua (4ns pe3opObTMBHOrO npuvema) B TBepablx
nekapcTBeHHbIx chopmax (Hanpumep, TabneTkM, NOPOLUKM, Kancyrbl) Kak cooepXaHue OAHOro MMM HEeCKOMbKUX
OENCTBYIOLLMX BELLEeCTB B eAuHuWLax Maccbl (B rpammax, munnurpammax). [JonycTumo ykasbiBaTb J03UPOBKY
neKapCTBEHHbIX NpenapaToB CUCTEMHOIO AeWCTBUS (ans pe3opbTUBHOrO NPMMEHEHNS) B XXUAKUX NEKAPCTBEHHbIX
dopmax (Hanpumep, pacTBOpbl, CYCNEH3NN) Kak COAep)XaHue OOHOrO MM HECKOMbKMX AEWCTBYHOLLMX BELLECTB B
eavHMLUax Maccbl Ha eguHuuy obbema (Hanpumep, MUNNUIPaMM/MUNAUANTP) C yKasaHuem obuero obbema
nekapcTBeHHON opMbl.

Mpn ohopmMneHnn Ha3HaYeHUA NeKapCTBEHHOIO NpenapaTa MHAMBUAYaNbHOrO M3roTOBMEHUS B peLenTe Ha
OymaxHOM HocuTene unum peuente B (popMe 3MNEKTPOHHOrO AOKYMEHTa KONMUYECTBO TBEpAbIX WU CbIMy4ymx
dapmavneBTnyeckux cybctaHumn ykasbiaetcs B rpammax (0,001; 0,5; 1,0), XMAKMX - B MUANUIMTPaX, rpammMax 1
Kannsx.

20. PeuenTbl Ha GyMakHOM HocuTene, B hopMe 3MEKTPOHHOrO AOKYMEHTa, 0hOPMIIEHHbIE HA PeLIENTYPHOM
6naHke cdopmbl N 148-1/y-88 1 npegHa3HaueHHble NS OTNycKa NeKapCTBEHHbIX NpenapaToB, NPeayCcMOTPEHHbIX
noanyHktamm 1 - 3 nyHkta 9 HacToswero Nopsaka, AencTBUTENbHbI B TedeHne 15 gHer co gHS odhopMmeHus.

21. PeuenTbl Ha GyMaxHOM HocuTene, B hopMe 3MEKTPOHHOrO AOKYMEHTa, 0hOPMIIEHHbIE HA PeLLENTYPHOM
6naHke copmbl N 148-1/y-04(n) n npegHa3HayeHHble Ansi OTMyCKa JeKapCTBEHHbIX NpenapaToB rpaxaaHam,
ykasaHHbiM B nyHkTe 10 HacTtoswero lMopsaka, gencteutenbHbl B TedeHne 30 aHen co gHA odopmMIieHus, 3a
UCKIoYeHMEM criydaeB odopMIeHUs pelenTa B COOTBETCTBMM € nyHkTamn 38 n 39 HacToswero NMopsiaka, npu
KOTOpbIX OH AEUCTBUTESNEH B TedeHne 15 gHern co gHA 0hopMNeHus.

22. PeuenTbl Ha 6ymaxXHOM HocuTene, B hopme 3MEKTPOHHOrO AOKYMEHTa, 0pOpMIEHHbIE HA peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble Ans OTMYCKa JeKapCTBEHHbIX NpenapaToB rpagaHam,
OOCTUMLUMM MNEHCUOHHOro BO3pacTa, WHBanMaam MepBOW TIpynnbl, AETAM-MHBaNWAaMm, a Takke rpaxgaHam,
CTpajalLwmnm XpoHNYeCKMMY 3aboneBaHusMy, TpeOYOWMMY ONIMTENBHOTO KYPCOBOMO feYEHUs, 4EVNCTBUTENbHBI B
TedeHve 90 OHeN co OHSA OPOpPMINEHUd, 3a UCKMIOYEeHNEM cnyyaeB, ykasaHHbIX B nyHkTax 38 m 39 HacTtosuwero
Mopsaka, Npu KOTOPbIX OH OEUCTBUTENEH B TedeHne 15 gHen co gHa odopMeHus.

[na neyeHns xpoHMYecknx 3aboneBaHUN yKasaHHbIM KaTEropusaM rpaxaaH nekapCTBEHHble npenapatbl C
odopmneHnemM peLenToB Ha OymMaHOM HOCUTENe WNu peuentoB B ()OPME SMEKTPOHHOro AOKYMEHTa MOryT
Ha3HayaTbCs Ha Kypc nedeHns 0o 180 gHen.

23. PeuenTbl Ha GyMaxxHOM HocuTene, B hopMe 3MEKTPOHHOrO AOKYMEHTa, 0hOPMIIEHHbIE HA PELIENTYPHOM
6naHke dopmbl N 107-1/y 1 npegHa3HayYeHHble AN OTNycka JIeKapCTBEHHbBIX MpenapaToB, NPeayCMOTPEHHbIX
nyHkToM 11 HacTosiwero Nopsaaka, AencTBUTENbHbI B TeueHue 60 aHen co aHA opopMieHus.

Mpn Ha3Ha4YeHUU roTOBbLIX NEKAPCTBEHHbIX NPEnapaToB WM NEKapCTBEHHbIX MpenapaTtoB MHAMBUOYANbHOMO
N3roTOBMEHUA naLmeHTam ¢ 3aboneBaHnaMN, TPeOYOLWMMN ONUTENBHOIO KypCOBOrO fie4eHusd, ¢ ohopmMneHnem Ha
peuenTtypHoM 6raHke copmbl N 107-1/y peuenTta Ha BymakHOM HocuTene unu B oopme 3NEKTPOHHOIO AOKYMEHTa
yCTaHaBMnMBaeTCA CPOK AEeNCTBMSA peLenTa B npedenax Ao 04HOro roga.

B cnyyae ycTaHOBNeHMs Cpoka OEWCTBUS peLenTa B npegenax 4o OHOro roga B peuente Npov3BoaUTCs
Hagnuck: "o cneumanbHOMY Has3HayeHuo", 0603HaAYaeTCss CPOK AEWCTBMSA pelenTta M NepuoguvHoCcTb OTMycka
JNeKapCTBEHHbIX MpenapaTtoB U3 anTe4yHOW OpraHmsaumm Unv MHOMBUAYanbHbIM MpeanpuHUMaTenemM, UMeKLUM
NNUEH3NI0 Ha papMaLeBTUYECKYD AeATEeNbHOCTb <14> (eXeHefenbHO, EXEMECAYHO W MWHble nepuoapl).
[lononHWUTENbHO 3TO yKa3aHue 3aBepsieTCsl NoANUChI0 MEAULMHCKOrO paboTHUKA, a Takke nevyaTblo MeAULMHCKON
opraHusaumm "[Ona peuentoB" (gns peuenta Ha GyMaXHOM HOCUTENE) MMM YCUITEHHOW KBanvuUUUpPOBaHHON
3MNEKTPOHHOWM MOANUCBI0 MEOUUMHCKOro paboTHMKa M nuua, YNONHOMOYEHHOrO 3aBEPSATb OOKYMEHTbI OT MMEHM
MeMLIMHCKON opraHM3aumm (ang peuenta B oopMe 3NeKTPOHHOIO JOKYMEHTA).




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

24. PeuenTbl Ha NekapCTBEHHble Mnpenaparbl, BKMAYEHHbIE B nepedveHb 1KY, ana neyeHns nauneHToB C
XpOHMYEeCKnMU 3aboneBaHMs MM MOTryT 0QOPMIISATLCS Ha Kypc neveHus go 60 gHen.

B cnyuae, korga kypc nedeHus coctaBnsieT 6onee 30 gHen, OONONHUTENBHO B peuentax Ha GymMaxxHOM
HocuTene npomsBoauTca Haanucb "o cneuwanbHOMY Ha3HA4YeHUK", 3aBepeHHasd MnoANUCbID MEOULMUHCKOro
paboTHMKa W neyaTbld MeOUUUHCKOW opraHusaumu "Ona peuentoB", Ha peuentax B OpMe 3NEKTPOHHOrO
AOKYyMeHTa npowusBogutcs oTtmeTka "llo  chneunanbHOMY HasHa4yeHu" C  NpoCTaBfEeHMEM  YCUITEHHOM
KBannuuMpoBaHHON 3MEKTPOHHOW MOANUCU MeOUUUHCKOro paboTHMKa M nuua, YNOorHOMOYEHHOro 3aBepsiThb
OOKYMEHTbI OT MMEHU MEeOULMHCKOW OpraHv3aunm.

25. Peuent Ha BymaxHOM HocuTene B (hOopMe IMEKTPOHHOro AOKYMEHTA, OPOPMMEHHbIN C HapyLleHnem
YCTaHOBMEHHbIX HAacToALWMM [opsagkom TpeboBaHUin, cHMTaeTCs HeaeNCTBUTENbHbIM.

Il. HasaHayeHue JNNeKapCTBEeHHbIX NpenapaTtoB NP OKa3aHuu
MegULMHCKOM NoOMOLUM B CTAaUMOHAPHbIX yCNTOBUAX

26. Mpu okasaHUM NaUUeHTy MeAULIMHCKON MOMOLLM B CTaUMOHaPHbIX YCIOBUSAX Ha3Ha4YeHne NekapCTBeHHbIX
npenapaTtoB npoussoanTcst 6e3 odopmMeHus peuenta MEAULMHCKUM PabOTHUKOM €4MHOMNUYHO, 33 UCKIOYEeHUEM
cryyaeB, ykaszaHHbIX B NyHKTe 27 HacToswero Mopsiaka.

27. CornacoBaHue Ha3Ha4yeHWsi NeKapCTBEHHbIX MpPenapaTtoB C 3aBegylolMM OTAeNeHWeM  wunu
OTBETCTBEHHbIM AEXYPHbIM Bpa4yom nNubo ApyruM fUUOM, YNOMHOMOYEHHbIM MPUKa3oM [faBHOMO Bpaya
MEeOMLMHCKOW OpraHusauuun, a Takke, Nnpyu Hanmumu, C BpayoM - KiMHU4Yeckum dapmMakoriorom Heobxoaumo B
cryyasix:

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

2) Ha3HayeHWs NeKapCTBEHHbIX MpenapaToB, He BXOASLWMX B MNEpeyvYeHb >XU3HEHHO Heo6GXOoAMMbIX |
BaXXHEMLUUX NEKAPCTBEHHbIX NpenapaTtoB <15>, Npu HETUMWYHOM TeYeHUWn 3aboneBaHusi, HAaNMYUU OCMOXHEHWI
OCHOBHOro 3aboneeaHus U (MUnM) COMyTCTBYIOLMX 3aboneBaHMA, NPU Ha3Ha4YeHUN NEKAPCTBEHHbLIX NpenapaTos,
0COBEHHOCTN B3aUMOENCTBUS M COBMECTUMOCTM KOTOPbIX COTMIAaCcHO UHCTPYKLMSIM MO UX NMPUMEHEHWIO MPUBOAST K
CHWXeHU0 adhekTUBHOCTM U BeaonacHOCTM dhapmakoTepanuu U (Mnu) Co3datoT NOTEHUMANbHY ONacHOCTbL Ans
XM3HW 1 300pOBbS NaLMeHTa.

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

B YKa3aHHbIX CllydadaxXx Ha3Ha4eHue JeKapCTBEeHHbIX TMpenapaTtoB CbI/IKCMpyeTCﬂ B MeauLMHCKON
OOKYyMeHTauun naumeHta un 3aBepdeTcda noagnmcbro MeaunuuHCKOro pa6OTHVIKa n 3aBefywulero otaeneHnem
(OTBeTCTBeHHOFO LOEXYPHOro Bpada unm apyroro ynoyiHoMo4eHHoro nmu,a).

28. MeguumHCKkun  paboOTHMK  MEAMUMHCKOM  opraHusauun (ee  CTPYKTYpHOro  nogpasgeneHus),
pacnonoXeHHOW B CEMNbCKOM HAacerieHHOM MyHKTe, OCYLLIEeCTBMsSeT Ha3HavyeHuWe neKapCTBEHHbIX MnpenapaToB B
cnyvasix, ykasaHHbIX B MyHKTax 27 u 29 HacToswwero Nopsaka, e AMHONUYHO.

29. Tlo pelweHuo BpavyebHOM KOMMCCMM MaLMEHTaM MNpu OKasaHWM UMM MEOULMHCKOM MOMOoLM B
CTaUMOHapPHbIX YCNOBUAX Ha3HaA4alTCA fleKapCTBEeHHble MnpenapaTtbl, HEe BKMAKYEHHbIE B MNepeyeHb XU3HEHHO
HEOOXOOUMBIX M BaXXHEWMLWMX JIeKapCTBEHHbIX MpenapaToB, B CIy4yae WX 3aMeHbl U3-3a WHAMBUAYANbHON
HenepeHOCMMOCTU, MO XU3HEHHBIM NOKa3aHUAM.

PelleHne BpayebHOW KoMUCCUM DUKCUPYETCS B MeOWMUMHCKOM OOKYMEHTauuu nauueHTa W KypHane
BpayeBGHO KOMUCCUM.

30. B cnyyasx obcnegoBaHuMss W neYeHWs rpaxgaHuHa B CTauUMOHapHbIX YCIOBUSIX B pamKax
npegocTaBneHnss MeQUUMHCKUX YCIyr Ha BO3ME3[QHOW OCHOBE 3a CYEeT NWNYHbIX CPeacTB rpaxgaH, CPeacTs
IOpUAMYECKUX TN U MHbIX CPeaCcTB Ha OCHOBaHWM [JOroBopa, B TOM 4ucre [JoroBopa [AoOpOBOMbHOro



MeaNLIMHCKOIo CTpaxoBaHUA <16>, eMy MoryTt ObiTb Ha3Ha4YeHbI NeKapCTBeHHblEe npenapartbl, He BXoadAllne B
nepe4vyeHb XW3HEeHHO HEeoOXoaMMbIX W  BaXXHEWMLLUX NNIeKapCTBEHHbIX npenapaTtoB, eclin X Ha3HadYeHune w"u
npuMeHeHune 06ycnosneHo MeaANUNHCKMMIU NOoKa3aHNAMMN.

<16> [loctaHoBneHue [lpaButenbctBa Poccunckon depepaumm ot 4 oktabps 2012 r. N 1006 "O6
yTBEpXaeHun [lpaBun npenocTtaBneHvst MeEAULMHCKMMU  OpraHusauusiMu  nnaTtHbiX  MeauuMHCKUX — ycnyr"
(CobpaHue 3akoHogaTenbcTBa Poccuickon degepaummn, 2012, N 41, cT. 5628).

lll. HazHa4yeHMe NnekapCcTBEeHHbIX NpenapaToB NPU OKa3aHUKU
nepBUYHON MeAMKO-CaHUTAPHOW NOMOLLU, CKOPON MeAULUHCKOMN
MOMOLLM U NanfiMaTuBHON MeAULIMHCKOW NoMoLLn

31. lNpn OKasaHMM NEPBMYHON MEAUKO-CAHMTAPHOM MOMOLLUM U NannMaTtMBHON MEOUUMHCKOMW NOMOLLM B
ambynaTopHbIX YCMOBUSAX Ha3HAYeHWe NeKapCTBEHHbIX NpPenapaToB OCYLLECTBNAETCA MeOUUNHCKUM paboTHUKOM
B Cny4dasix TUMUYHOIO TedeHnst 3aboneBaHnsi NauueHTa Ncxoasa n3 TsHKeCTU U xapakTepa 3aboneBaHus.

32. HasHauyeHMWe nekapCTBEHHbIX NpenapaToB Mo PeLIeHW0 BpayeGHOM KOMUCCUM NMpY OKa3aHWU NepBUYHOI
MeAVKO-CaHUTapHON NMOMOLW, NannnMaTBHOW MeaULMHCKON NOMOLLM B amBynaTopHbIX YCNOBUSIX NPOU3BOANTCS B
cryyasx:

1) OOHOBPEMEHHOIO Ha3Ha4YeHUs1 OAHOMY MaUMEHTY MATU U Gonee NeKkapcTBEHHbLIX NpenapaToB B TeYeHue
O[HUX CYTOK MIK CBbILLE AEeCATU HaUMEHOBaHWI B TEYEHWE TpuaLaTh gHeN;

2) Ha3Ha4yeHWsa NeKapCTBEHHbIX NPenapaToB NPU HETUMUYHOM TeYeHUM 3ab0oNeBaHNs, HANMYUKU OCITOXKHEHUN
OCHOBHOro 3aboneBaHus 1 (M) conyTcTBYOWMUX 3aboneBaHnn, NpyM Ha3HaAYEeHUWN NEKapCTBEHHbIX Npenapartos,
0COBGEHHOCTN B3aUMOOEWNCTBUSA U COBMECTUMOCTU KOTOPbIX COrMacHO UHCTPYKUUSIM MO UX MPUMEHEHMIO NMPUBOAST K
CHWXEHMI0 3hpekTUBHOCTM 1 6e30MacHOCTM NevYeHus naumeHTa u (Mnu) co3garoT NoTeHUManbHy onacHOCTb Angd
XWU3HW 1 300POBbS NaUMNEHTa;

3) NepBMYHOrO Ha3Ha4YeHUs NAUNEHTY HAPKOTUYECKMX U NMCUXOTPOMHBIX JIEKapCTBEHHbBIX NPenapaToB CMUCKOB
Il v 1l MepeyHs (B crnyvyae NPUHATUS PYKOBOAWUTENEM MEOULMHCKOW OpraHvM3auun pelleHuss 0 HeoOXOAMMOCTU
COrnacoBaHUsl Ha3Ha4YeHUS TaKUX NEKAPCTBEHHbIX NpenapaToB ¢ BpadebHon koMmuccren).

33. lMoBTOpHOE HasHayeHWe HapKOTUYECKUX M MCMXOTPOMHbIX NekapcTBEeHHbIX npenapatos cnuckos |l u i
MepeyHsa Npom3BoaMTCA MEOUUMHCKUM PabOTHUKOM CaMOCTOATENbHO WM eAMHONUYHO 6e3 yyactmsa BpadvebHon
KOMUCCMM MauMeHTaM C BblpakeHHbIM 60MneBbiM CMHAPOMOM NO6Oro reHesa, HapylweHWeM CHa, CYAOPOXHbIMU
COCTOSHMSAMMW, TPEBOXHBIMY paccTporcTBamm, HPobnsiMm, NCUXOMOTOPHbLIM BO30YXAEHNEM.

34. Mpun okasaHUM CKOPOW MeOULIMHCKON NOMOLLM NeKapCTBeHHble npenapaThbl HasHavyalTca MegULIMHCKUM
paBoTHUKOM Bble3fHoOl Gpuradbl CKOPOM MOMOLLM, MEAULMHCKUM PaBOTHUKOM MEOULMHCKOW OopraHusaumuv npu
OKa3aHWN MeAMLMHCKOM MOMOLUM rpaxkdaHam npu 3aboreBaHusiX, HECYACTHbIX CNy4asx, TpaBMmax, oTpaBleHnsax u
APYIUX COCTOSHUSAX, TPEBYIOLLIMX CPOYHOIO MEAMLIMHCKOrO BMeLlaTenbCTRa.

IV. HazHauyeHue nekapcTBeHHbIX NpenapaToB rpaxagaHam,
MMeloLWuM nNpaBo Ha 6ecnnaTtHoe nosyyeHue nekapcTBeHHbIX
npenapaTtoB UM NoNy4yeHue fieKapCcTBEeHHbIX NpenapaToB
CO CKMAKOM, NPX OKa3aHUM NePBUYHOMN
MeANKO-CaHUTApPHOWU NOMOLLMN

35. lMNpn okasaHWM NEPBUYHON MEAWMKO-CAHUTAPHOW MOMOLLM Ha3Ha4YeHue MeOULUMHCKMM paboTHMKOM Ha
OCHOBE KIMHUYECKUX PEKOMEHOAUUA M C Y4EeTOM CTaHAAPTOB MEOMLMHCKOM nomowm <17> nekapCTBEHHbIX
npenapaToB, OTMNyckaeMbix 6GecnnaTtHo WM CO CKUAKOW, rpaxgaHaM, MMeWLWMM npaBo Ha obecnevyeHne
NEeKapCTBEHHbIMW NpenapaTtaMyM 3a CcyeT CpedcTB OHKEeTHbIX acCUrHoBaHWW degepanbHoro Owmketa u
OrompxkeToB cyobekToB Poccuiickon deagepaumm, ocylecTBnseTcsa Ha peuentypHoM onaHke 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 ocbopmneHumn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymaxkHOM HOcuTene oopmnsATca ABa
3K3eMmnnsipa, OOAUH M3 KOTOPbIX OCTaeTcd B anTe4yHOW opraHv3aluu, BTOPOM - B MEOUUMWHCKOW AOKYMEHTauuu
naumeHTa.

36. MNpaBo Ha3HayaTb NekapCTBEHHbIE Npenaparkl rpaxxgaHam, MMeroLw M npaso Ha 6ecnnaTHoe nonyvyeHne
NeKapCTBEHHbIX NpenapaToB UK NonyyYeHne nekapcTBEHHbIX NpenapaTtoB CO CKUAKON, TaKkKe UMEIOT:

1) MeguUMHCKMe paBoTHUKKM, paboTatolmne B MeAULUMHCKOW OpraHu3aLmmn no COBMeCTUTENLCTBY (B Npeaenax
CBOE KOMMeTeHUNN);

2) meguuuHckne pabOoTHUKM CTauMOHapHbIX OpraHuM3auuin CcoLManbHOro OBCNYXXMBAHWS NPU  Hannyuu
NULEH3UM Ha OCYLLUEeCTBMEHWEe MeaUUMHCKON AedatenbHocTu <18>, npegycmaTpuBalollen BbINOMHeEHMe pabot
(okasaHwue ycnyr) no okasaHuo NePBUYHON MeLMKO-CaHUTapHON NOMOLLM B ambynaTopHbIX YCNOBUAX (HE3aBUCUMO
OT BEJOMCTBEHHOW NPUHAANEXHOCTN);

<18> TlyHkT 46 yactn 1 ctaten 12 depepanbHoro 3akoHa N 99-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauum, 2011, N 19, cT. 2716; 2021, N 27, c1. 5159).

3) MeguumHckue paboTHUKM MEOMLMHCKUX OpraHM3auun, oKasbiBaloLWMX NMEPBUYHYIO MEOUKO-CaHUTapHYHo
MOMOLLb, NOABEAOMCTBEHHbIX (heaeparnbHbIM OpraHaM MCMOMHUTENbHOW BRACTM UMM opraHaMm MCMOMHUTENbHOM
BnacTu cyobekTtoB Poccuiickon Pegepaumu;

4) nHaMBuayanbHble NPeanpuHUMaTenn, OCyLLECTBNSAOLWNE MEANLMHCKYIO AESTENBHOCTL M BKMOYEHHbIE B
peecTp MeAWLMHCKUX OpraHu3auui, OCYyLLecTBASIOWNX AesATenbHOCTb B cdepe ob6s3aTenbHoro MeguumHCKOro
CTpaxoBaHwusi.

37. npl/l Ha3Ha4YeHn NnekapCTBEeHHbIX npenapaTtoB rpaxgaHam, nMelLuimM npaso Ha GecnnartHoe nonyyeHune
NeKapCTBEHHbIX MpenapaTtoB UKW noJlydeHne JekKapCTBEHHbIX npenapatoB CO cKngkon, B peuenTte yka3blBaeTCsa
HOMEp Teﬂe(*)OHa, Nno KOTOpOMY paGOTHMK anTeyHon opraHunsaunn npu HeobXxoaMMOCTM MOXeT cornacoBaTb C
MeANLNHCKUM pa6OTHVIKOM 3aMeHYy JTeKapCTBEHHOrO npenaparta.

38. HasHaueHue HapKOTMYECKMX U MCUXOTPOMHBLIX JeKapCTBEHHbIX npenapartoB cnucka |l lMepeyHs (3a
UCKIIOYEHMEM NeKapCTBEHHbLIX MpenapaTtoB B BMAE TpaHCOepMaribHbIX TepaneBTUYECKMX CUCTEM, a Takke
NEeKapCTBEHHbIX NMpenapaToB, COoAepXKalMX HAPKOTUYECKOe CPeacTBO B COYMETaHMM C aHTArOHUCTOM OMUOUOHbBIX
peLenTopoB) rpaxgaHam, WMelWwum npaBo Ha 6ecnnaTHOe MNONyYeHUe JlekapCTBEHHbIX MpenapaToB MIu
Mony4YeHnsl NEeKapCTBEHHbIX NPenapaTtoB CO CKUAKOMW, OCYLLIECTBNSAETCA Ha peuenTypHoM 6naHke dopmbl N
107/y-HI, kK KOTOpOMY [ONOMNHUTENBHO OhOPMIIETCS peLlenT Ha peLenTypHoM 6naHke gpopmbl N 148-1/y-04(n) (B
OBYX 3K3eMmnnspax npyu opopMrieHun Ha ByMmaxkHOM HocuTene).

39. HasHauyeHne HapKOTUYEeCKUX M MCUXOTPOMHbIX NeKapCTBEHHbIX npenapaTos cnucka Il MepeyHa B Buge
TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, HApPKOTUYECKMX NeKapCTBEHHbIX mpenapatoB cnucka Il MNMepeuyns,
copepXalux HapkoTU4YecKoe CpPeAcTBO B COYMETaHUW C aHTarOHMCTOM OMUOMAOHbLIX PELEenToOpoB, NCMXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnvcka |l MepeyHsa, nekapCcTBeHHbIX NpenapaToB, BKNIOYEHHbIX B nepeyeHb (1KY,
cofepxawmxca B noanyHkTe 2 nyHkta 11 HacTtoswero lMopsagka, npedHasHadeHHble OMS NeYeHUs rpaxaa,
uMmerwmnx npaBo Ha GecnnaTHOe MoNydeHWEe FEeKapCTBEHHbIX MpenapaToB MMM MOSyYEHUE JEKAPCTBEHHbIX
npenapaToB CO CKMAKOW, OCYyLLEecTBNseTCcA Ha peuenTypHbix 6naHkax dopm N 107-1/y n N 148-1/y-88, k koTOpbIM
OONoNHUTENBHO O0hOpPMIISETCA peuenT Ha peuentypHoM BnaHke dopmbl N 148-1/y-04(n) (B OBYX 3K3emnnspax
npu ocpopmneHnn Ha BymaxHOM HocuTene).

Mpunoxexue N 1

k MNopsaaky HasHaveHus
nekapcTBeHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKa3oM
MuHucTepcTBa 3apaBoOXpaHeHus



Poccuickon ®enepauun
oT 24 Hos16ps 2021 r. N 1094H

KOJNMMYECTBO

HAPKOTUYECKUX CPEACTB UNU NCUXOTPOMHbLIX BELLECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOHOM PELIENTE

N MexgyHapoaHoe HenaTeHTOBaHHOE dopma BbInycka u KonnyectBo
n/n HaVMeHOBaHMe HapKOTUYECKOro U [03MpoBKa
NMCUXOTPOMHOIO FIEKAPCTBEHHOIO
npenapara
1. BynpeHopdumH + HanokcoH Tabnetkn 60 TabneTok
cybnuHreanesHble 0,2 Mr + | (ynakoBka, kpatHas N
0,2 mr 20)
2. BynpeHopduH PactBop Anst MHbeKunn, 30 amnyn
0,3 mr/mn 1 mn (wnpuy-TIo6UKOB)
3. BbynpeHopduH TpaHcaoepManbHbIi
nnacTbipb
35 mkr/yac 20 nnacTbipen
52,5 mkr/yac 10 nnactblipen
70 mkr/yac 5 nnactbipen
4, MopduH PactBop Ansa nHbekumin, 20 amnyn
pacTBoOp ANs NOAKOXHOro (WINPUL-TIOBUKOB)
BeBeaeHns 10 mr/mn 1 mn
5. KogevH + MopduH + HockanuH + PactBop A4ns NogKkoXXHOro
ManaBepvH + TebanH BBEOEHUS
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 (wnpwuu-TrOG6MKOB)
20 mr/mn 1 mn puu
8. MopdwuH TabneTkn (Kancynbl) 180 TabneTok
NPONOHIMPOBAHHOIO (kancyn)
aencTeus 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTku
5wmr 100 TabneTtok
10 mr 100 TabneTtok
10. MopduH Kannn gna npuema
BHYTpb 20 mr/mn 20 mn 4 tpriakona




11.

MopduH

PacTtsop ana 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
NPOMNOHIMPOBAHHOIO
nencTeus
5wmr+2,5wmr 100 TabneTok
10 Mmr + 5 mr 60 TabneTok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
13. | MponunoHundeHunaTokcnaTuNnunepuanH | TabneTku sawedHble 20 50 TabneTok
Mmr
14. ®eHTaHun MnacTbipb
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnactbipen
75 mKr/yac 10 nnactbipen
100 mkr/yac 10 nnactbipen
15. deHTaHuN Cnpeit Ha3anbHbIN

dnakoH 50 mMKr/gosa

2,0 mn (10 po3)
3,2 mn (20 po3s)
5,0 mn (40 pos3)

dnakoH 100 mKkr/gosa

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

®dnakoH 200 mkr/gos3a
2,0 mn (10 gos)

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

24 cdnakoHa
12 cbnakoHoB
6 donakoHoB

12 cbnakoHoB
6 donakoHoB
3 dhnakoHa

12 dpnakoHoB
6 dhnakoHoB
3 dhnakoHa

Mpunoxexne N 2

K MNopsaky HasHayeHus
nekapcTBeHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKa3oM

MI/IHMCTepCTBa 34paBooXpaHeHnA

Poccuinckon denepaumm
oT 24 Hos16pst 2021 r. N 1094H

CnpaBo4Ho



PEKOMEHOOBAHHbIE K UCMOJIb3OBAHUIO COKPALLEEHUA
NP1 O®OPMJIEHUM PELIENTOB

N CokpalleHne lMonHoe HanncaHne Mepesopg

n/n

1. aa ana no, NOpPOBHY

2. ac., acid. acidum Kucnorta

3. aer. aerozolum aspo3orb

4. amp. ampulla amMnyna

5. ag. aqua Boda

6. ag. purif. aqua purificata BOJa OuYULLEeHHas

7. but. butyrum macno (TBepaoe)

8. caps. capsula kancyna

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

10. o Da (Detur, Dentu) Bk (yore Belgavo, Tlyers GyaeT

11. D.S. Da, Signa Detur, Signetur Bbmzz;ﬂ(ﬁz“oa;z;g?;SyﬂeT

12. D.t.d. Da (Dentur) tales doses Beinait (MycTe BYAyT BuinaHL!) Takne
003bl

13. dil. dilutus pasBefieHHbIN

14, Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble 4YacTu

15. emuls. emulsio aMyrnbcus

16. extr. extractum 3KCTPaKT, BbITSKKA

17. in enem. in enemas B MUKPOKNU3Max

18. F. Fiat (fiant) MycTb obpasyeTtcs (obpasytoTcs)

19. gran. granulum rpaHynbl

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

21. gtt. peror. guttae peroralis Kannu ansa npvema BHyTpb

22. inf. infusum HacTom

23. in amp. in ampullis B amnynax

24. in tab. in tab(u)lettis B TabneTtkax

25. | intab. prolong. in tab(u)lettis prolongatis B TABNETKAX C NPOMOHIMPOBAHHLIM

BbicBOOOXOEHMEM




in tab. prolong,

B TabneTtkax c NPOJIOHI’MPOBAHHbIM

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

27. in tubul. in tubulis B THOOUKax

28. lin. linimentum NUHUMEHT

29. liq. liquor XNOKOCTb

30. lot. lotion NOCbOH

31. m. pil. massa pilularum nunionbHas Macca

32. membr. bucc. membranulae buccales NNEeHKN 3alleyHble

33. M. Misce, Misceatur (NycTs &ﬁi?iﬂemam)

34. mixt. mixtura MUKCTypa

35. N. numero Yncrom

36. ol. oleum mMacno (kugkoe)

37. past. pasta nacra

38. pil. pilula, pilulae nUoN4, NN

39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec. praecipitatus OCaXaeHHbIN

41. pulv. pulvis NOPOLLOK

42, g.s. guantum satis CKONbKO NoTpebyeTcsl, CKONMbKO Haao

43. r., rad. radix KOpeHb

44, Rp. Recipe Bosbmu

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

46. rhiz. rhizoma KOpHeBuLLIEe

47. S. Signa, Signetur 06031%12523;2)63/;‘&

48. sem. semen cems

49. simpl. simplex npocTown

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cripen

53. spr. nas. spray nasale crnpen HasanbHbIN

54, supp. suppositorium cBeYa, Cynno3vTopun




55. susp. suspensio CycreH3us, B3BeCb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTownka

58. tubulis tubulis TIOOUKM

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

61. vitr. vitrurn CKNAHKa

Mpunoxexune N 2

K npuka3y MuHucTepcTBa 34paBoOXpaHEHNS
Poccuiickon ®eaepaunn

oT 24 Hos16pst 2021 r. N 1094H

®OPMA PELIEMNTYPHOI'O BNAHKA N 107-1/Y

MwuHucTepcTBO 3apaBooxpaHeHnsa Poccumnckon
depnepauymm

HanmeHoBaHue (Wwtamn)

Kog dopmbl no OKY[
Kopg yupexaenusa no OKMNO

MeauumMHcKan JoKyMeHTaums

MeaULMHCKOW opraHm3aunm

®opma N 107-1/y

YTBepxaeHa npukasom
MwuHncTepcTBa 34paBooXpaHeHus
Poccuickon ®egepauun

OT 24 Hos16psa 2021 r. N 1094H

HaunmeHoBaHue (LTamn) MHAMBMAYanbHOro
npegnpvHumaTtens (ykasatb agpec, HoMep U
AaTy NMUeH3nmn, HaMMeHOBaHNe opraHa
rocygapCTBEHHON BracTu, BbiAaBLLErO
NULUEH3NIO)

PELUENT
(B3pOCnbIN, OETCKUN - HYXXHOE NOAYEPKHYTb)
" 20 r.

damunus, nHMUKManbl UMeHM 1 oTYecTBa (MocneaHee - Npu Hanuyum)
nauuveHTa

[aTa poxgeHus

damunus, nHMLMansl UMeHU 1 0T4ecTBa (MOCMneaHee - Npy HanU4yun)
nevaulero Bpada (denbaliepa, akyLepkm)

py6.|kon.| Rp.



MNognucb M.I.
1 nevaTb fevallero Bpaya
(noanuck penballepa, akywepkn)

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

O6opoTHas cTopoHa

OTMeTKa 0 HazHauYeHWUW NeKapCTBEHHOIo
npenapara no peLueHuio BpayeBHoli koMmmccum

MpurotoBun MNpoBepun Otnyctun

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

MuHucTepcTBO 3apaBooxpaHeHns Poccuiickon Kog cdopmbl no OKY[ 3108805
degepaumu MeauvumnHcKkas gokymeHTaums
dopma N 148-1/y-88
HanmeHoBaHue (Wwtamn) YTBepKaeHa npukasom
MEeZMLMHCKON opraHusaumm MwuHuncTepcTBa 34paBoOXpaHeHus

Poccunckon denepaunn
oT 24 Hosi6pst 2021 r. N 1094H

HaunmeHoBaHue (LuTamn) MHAMBMAYanbHOro
npeanpuHumaTtens

(ykasaTb agpec, Homep v aaTy NMUeH3un,
HavMeHOBaHWe opraHa rocygapCTBEeHHON
BNAacCTW, BblOABLUErO JIMLEH3NIO)

e | | L] L) LInL) O L) LD L



PELENT " 20 T
(baTa ochopmneHusa-peuenTa)

(B3pOCHbli, AETCKUM - HY>XKHOE NOAYEePKHYTD)

damunus, nHuymnansl UMeHn 1 oT4ecTBa (nocnegHee - Npu HanU4um)
naumeHTa

[aTa poxgeHus

A}Jpec MecTa xutenoctsa unn N mMeguumHCKom KapTbl aM6ynaTopHoro naumeHTa, nony4aroulero
MeaNLNHCKYO NnoMOLLb B aM6ynaTopr|x YCINoBUAX

damunus, nHuymnansl UMeHn 1 oT4ecTBa (nocnegHee - Npu HanU4um)
nevallero Bpaya (denbaliepa, akyLepkn)

Mognuck 1 nevaTtb nevallero sBpaya M.I.
(mognuce denbaluepa, akyLepkm)

Peuent gencrteuteneH B TeyeHne 15 aHen

O6opoTHasa cTopoHa

OTmMeTKa 0 HazHa4YeHUN NekapCcTBEHHOro
npenapara no peLieHnio BpaveGHON KoMUccum

MpuroToBun MpoBepun OtnycTtun

SOPMA PELUENTYPHOIO BNAHKA N 148-1/Y-04(11)

MuHunCTEPCTBO 30paBOOXpPaHEHMUS YTBEP>XOEHA
Poccunckon degepaunn MECTO npukazom MuHucTtepcTea
anA 34paBOOXpaHEHMs
LWTPUXKO Poccuinckon denepaunn
OA <*> OT 24 Hosi6pst 2021 1. N

1094H




LLramn
Kon

MeANLUHCKOW opraHmaaumm

LWramn
Kog
MHONBMAYaANbHOro NpeanpuHMMaTens
Kog dpopmbl no OKY[] 3108805
®opma N 148-1/y-04(n)
Kog Kog Ho3sonornyeckon NcTouHnK domHaHCMpoBaHus:
Karteropum dopmbl (no MKB) (noo4vepkHyTb)
rpaxagaH % onnartbl:
1. PepgepanbHbiv OloaxeT (nogo4epkHyTb)
2. bropxeT cybbekTa Poccuiickon
denepaumm
3. MyHuuunanbHbIn GogxkeT
1. BecnnatHo
2. 50%
3. nHon %
PELUENT  Cepus N [ata odopmneHus: 20 .

damunug, vHMUManNbl MMEHM KU oTyecTBa (nocrnegHee - Mpu
HanMuMM) nauyueHTa

Hata poxgeHus

CHMNC

N nonuca
obsa3aTensbHoro
MeANLMHCKOro
CTpaxoBaHUS:

Homep MeLULIMHCKOWN KapTbl NauneHTa, nonyvawuwero MmeguumnHCKyr nomoLlb B aM6yr|aTopr|x

YCMOBUSX

damunus, nHMLManbl UMEHU N OTYeCTBa (NocneaHee - NPy Hanu4mMu)
nevaulero Bpava (henbglepa, akyLepkm)

Py6. Kon.

R




S0 T PO PO PP UPPPPPP

Mognuck 1 nevaTtb nevallero Bpaya
(noanuck enballepa, akyLepku)

M.TT.

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

OTnyweHo no peuenTy:

Toproaoe HanmeHoBaHWe N O3NPOBKa:

Oarta otnycka: "__ " 20__

KonnyecTtBo:

Mpurotosun:

Mpoeepwn: OTnyctun:

(nvHKS oTpbIBA)

Kopeluok peuenTypHoro 6naHka

HanmeHoBaHue
nekapcTBEHHOro npenapara:

[oaunpoBska:

Cnocob npumeHeHus:

MpogomkuTensHOCTb OHen
KonunyectBo npvemMoB B AeHb: pas
Ha 1 npuewm: en.

<*> B cny4ae W3roTOBMEHWUs peLenTypHOro 6raHka C MCNoNb30BaHMEM KOMMbIOTEPHbIX

TEXHOMNOTMNA.

O6opoTHaga cTopoHa

npenapara no peLueHnio BpayeGHoli KoMmmuccum

OTmeTKa 0 Has3Ha4YeHun JleKapCcTBEHHOIo

MpurotoBun

MNpoBepun

Otnyctun

MpunoxexHne N 3



K npukady MUHUCTepCTBa 34paBOOXpaHEHMS
Poccuickon ®epepauun
oT 24 Hos10pst 2021 r. N 1094H

NOPAAOK
O®OPMJIEHUA PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NMPEMNAPATDI,
UX YYETA 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 NneBOM BepxXHeEM yrny
npocTaBnseTcsa Wramn MeauLMHCKOM opraHm3auumn ¢ ykasaHneMm ee HaMMeHOBaHus, agpeca U tenedoHa ¢ gaton
BbINUCKK (OaTon ohopmMIieHns) peuenta Ha NekapcTBEHHbIN npenaparT.

HononHuTenbHO Ha peuenTypHom 6naHke ¢opmbl N 148-1/y-04(n) npocTaBnsieTcs ko4 MeOULMHCKOW
opraHm3aumm B cootTBeTcTBUM ¢ OCHOBHbLIM rOCy4apCTBEHHbLIM perncTpaumMoHHeiM HomepoM (ganee - OIPH).

Cepusa peuentypHoro 6naHka cdopmbl N 148-1/y-04(n) BkmoyaeT koa cybbekta Poccurickon depepaumu,
COOTBETCTBYOLLNI OBYM nepsbIM undpam O6wepoccuiickoro knaccudumkatopa 06BbEKTOB
aAMUHUCTPaTUBHO-TEppUTOpUanbHoro genexus (ganee - OKATO).

Paspeliaetca u3rotaBnuBaTb peuenTypHble GnaHkm dopmbl N 107-1/y n cdopmbl N 148-1/y-04(n) c
MOMOLLIbIO KOMMBIOTEPHbLIX TEXHOMOTUNA.

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
MpOCTaBMeHNs WTamMna [orkeH OblTb ykasaH agpec WMHAMBUAYanbHOrO NpeanpuHMMaTens, Homep K aaTa
NMUEH3UN, HAMMEHOBaHWE opraHa rocyiapCTBEHHOW BNacTu, BblAABLUErO NULEH3NIO.

3. PeuentypHble 6naHkn dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHs0TCA MeONLMHCKAM
pabOTHUKOM YEPHUIAMMN UMK LLAPUKOBOMN PYUKOWN.

4. JonyckaeTca odhopMreHne BCEX PEKBU3UTOB (3a MCKIOYeHneM peksusuta "lNognmcb nevailero Bpaya
(nognuce denbawepa, akywepku") peuenTtypHbix 6naHkoB dopmbl dpopmbl N 107-1/y, dpopmel N 148-1/y-88 n
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHneM nevaTaroLmx YCTPONCTB.

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 rOCY0apCTBEHHBIM PErMCTPALUOHHBIM HOMEPOM MWHOUBMAYaNbHOrO npeanpuHuMaTens (ganee -
OIr'PHUIM), npocTaBnsieMbli Npy N3rOTOBMEHUN peLenTypHbIX OraHKoB;

2) KoA KaTeropuu rpaxkaaH, UMeLUX NpaBo Ha Nofny4yeHne NekapcTBEHHbIX NpenapaToB B COOTBETCTBUU CO
ctatben 6.1 ®egepanbHoro 3akoHa ot 17 mona 1999 r. N 178-93 "O rocygapCTBeHHON coumanbHON nomoym”
<1>, n Kog Ho3omnornyeckon opmbl No MexagyHapo4HOW CTaTUCTUYECKON Knaccudmkaumm 6onesHen n npobnem,
cBs3aHHbIX cO 3gopoBbem (10-11 nepecmoTp) (aanee - MKB), 3anonHsemble nevyawmm BpavyoM MyTeM 3aHECEHWS
Kaxxaow LUndpbl B NyCTble S4ErKK, Npy 3TOM TouKa NPOCTaBsieTcs B OTAENbHON S4enke;

<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
®epnepaumu [2], MyHuuunanbHbin 6ogxeT [3]) n npoueHTe onnaTel peuenTa (becnnatHo [1], 50% [2], nHon % [3]);

4) WTpUX-KOA - JOMONHUTENbHBIV PEKBM3UT (B CrlyYae M3roTOBMEHUST Ha TeppuTopun cybbekTa Poccuiickon
depepauymu peuentypHoro 6naHka ¢ UCNorib30BaHNEM KOMMbIOTEPHBIX TEXHOMOMNIA).



6. B peuentypHbix 6narHkax coopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpadpe "®amunus, uHmumansl
UMEHUN 1 OoTYecTBa (nocnegHee - Npy HaNU4MKM) NauueHTa" ykasblBalOTCA PamMunus, NHMLManbl UMEHN U OTYecTBa
(nocnegHee - Npu HaNM4MK) NauMeHTa.

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
MeOMLMHCKOrO CTpaxoBaHUsA" yKkasblBalOTCA CTPaxoBOW HOMEP MHAMBUAYaNbHOro NMUEBOro cyeTa rpaxaaHuHa B
MeHcuoHHom dpoHae Poccuiickon depepaumm (CHWUIC) (npy Hanuyun) m HomMep nonuca obs3aTernbHOro
MeOMLMHCKOro CTpaxoBaHus.

9. B peuenTypHbix OnaHkax c¢opmbl N 148-1/y-88 B rpade "Agpec Mecta XWUTenbCTBa MM HOMeEp
MEeOMULMHCKOW KapTbl MauueHTa, NonyvarLwero MegULMHCKYI0 NOMOLLb B aMOynaTopHbIX YCroBusaX", yKa3biBaeTcs
MOYTOBBLIN agpec MecTa XuTenbcTBa (MecTta NnpedbbiBaHUs M MecTa hakTUYeCcKoro NPOXMBaHWA) NaumeHTa unm
HOMep MeOULMHCKOWN KapThbl NauMeHTa, Nony4yatroLlero MeAULIMHCKYI0 MOMOLLb B aMOyNnaTopHbIX YCNOBUSIX <2>.

<2> [Mpuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®enepauun ot 15 aekabps 2014 r. N 834H "O06
yTBEPXOEHUVN  YHUDUUMPOBAHHBIX (OPM  MEAMUMHCKOW OOKYMEHTauuu, WCMOfb3yeMblX B MEAULMHCKNUX
OpraHM3aumsax, OKasblBaKLLMX MEANLIMHCKYIO MOMOLLL B aMOynaTopHbIX YCNOBUSIX, U MOPSAKOB NO MX 3anofiHeHuo"
(oanee - MNpwukas N 834H) (3apeructpmpoBaH MuHuctepcTeom ocTuumm Poccuiickon ®epepaummn 20 despana 2015
r., pernctpaumoHHeln N 36160) ¢ u3MeHeHWsiMW, BHECEHHbIMW npukazamum MuHUCTEpCTBa 34paBOOXpPaHeHus
Poccuinckon ®epepaumm ot 9 auBapsa 2018 r. N 2 (3apernctpupoBaH MuHucTepcTtBOM tocTuumMmM Poccuinckon
®epepaumn 4 anpensa 2018 r., pernctpaumnoHHbin N 50614), ot 2 Hoabpsa 2020 r. N 1186H (3apeructpupoBaH
MuHucTepcTBom tocTuummn Poccuinckon ®egepauun 27 Hosbpsa 2020 r., pernctpaumoHHein N 61121).

YkasaHve u agpeca MecCta XutenbctBa W HOMepa MeONLMHCKOM KapTbl nNauuneHTa, noliy4yarolero
MEONLNHCKYI NMOMOLLb B aM6ynaTopr|x YCINoBUAX, HE ABNAETCA OLUNBKOMN.

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpacde "Homep meaMuUMHCKOW KapTbl MauMeHTa,
nonyyawoLwero MeauuMHCKYyl0 MOMOLWb B ambynaTopHbIX ycrnoBusx" ykasbiBaeTcd HOMep MeOULMHCKOW KapTbl
naumeHTa, nonyyaoLero MeauUMHCKYI0 MOMOLLb B aMBOynaTopHbIX YCNOBUsIX <3>.

<3> Mpuka3 N 834H.

10. B rpadpe "®amunus, vHUUManbl UMEHW M oTyecTBa (MocregHee - NPW Hamu4yMun) fevawero Bpaya
(cbenbawepa, akywepkn)" peuenTtypHbix 6naHkoB copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTbIO (bamMunue, UHWUMAanNbI UMEHW, oTyecTBa (nocrnegHee - MpyU HanMuMM) MeAMUUHCKOro paboTHMKa,
Ha3Ha4yMBLUErO NeKapCTBEHHbIE NpenapaTbl U 0pOpMMBLLETO 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 (MeXAayHapogHOe HemnaTeHTOBaHHOe HauMeHOBaHue,
rPynNMPOBOYHOE MITM XUMUYECKOEe HamMeHOBaHWe, TOProBoe HauMMEHOBaHWE) Ha JaTMHCKOM S3blke WM Ha
pycckom si3bike, hopma BbiMycka, AO3MPOBKA, KONMYECTBO (yKasblBaeTCA NPONWUCHI0O Ha peuenTypHoM 6GraHke
¢opmbl N 107/y-HIT);

2) cnocob npumMeHeHus1 NeKapCTBEHHOMO npenapara Ha rocyaapCcTBeHHOM fA3blke Poccunckon depepaumm
Unn Ha rocygapcTBeHHOM s3blke Poccuinckon degepaumm n rocyqapCTBEHHOM A3blKe PECnyBrivK M MHbIX S3blKax
HapogoB Poccuickon depepaumm <4>,

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



n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTenbctBa Poccuiickon depepauun,
1998, N 31, cT. 3804).

MpumeyvaHue.
Hymepauusa nyHKTOB AaHa B COOTBETCTBMM C OpuLManbHbIM TEKCTOM AOKYMEHTA.

13. lMpn odopmneHun peuenTypHbix 6naHKOB 3anpeliaeTcs OrpaHMyYMBaTbCs OOWMMK  yKasaHWsIMM,
Hanpumep, "BHyTpeHHee", "M3BeCTHO".

14. PeuenT, odopmMmneHHbIi Ha peuentypHom 6nadke cdopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
noAnucbIBaeTCcst MeAULIMHCKUM PpabOTHUKOM U 3aBepseTCs ero nevatbio.

Peuent, odopmMmneHHbli Ha peuenTtypHoMm ©OnaHke d¢opmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
OOMNOSTHUTENBHO 3aBepsieTcAa neYyaTbio MeANLMHCKOM opraHmsaunm "[ns peuentoB".

Ons peuenta, odopmneHHOro Ha peuenTypHoM 6naHke dopmbl N 107-1/y, Hannune nevaTtn "Onsa peuenTtos”
He aBnseTcsa oba3aTenbHbIM.

15. Ha ogHom peuenTtypHom GnaHke copmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspelsaetcs
OCYLLECTBNATbL Ha3Ha4YeHNe TONbKO OAHOr0 HaMMEHOBAaHWS NekapCTBEHHONO nNpenapara.

Ha ogHom peuentypHoM GnaHke ¢opmbl N 107-1/y paspeluaeTcs OCyWeCTBNSATb Ha3HaA4eHue TOMbKO
O[HOr0 HaMMEHOBaHWS feKkapCTBEHHOro npenapara, oTHocswerocs no ATX K aHTUNCUXOTMYECKUM CpeacTBam
(kog NO5A), ankcnonutukam (kog NO5SB), cHoTBOpHBIM 1 cegaTuBHbiM cpeacteam (kog NO5SC), aHTuaenpeccaHTam
(kog NOGA) n He nognexawero npegmMeTHO-KONMYECTBEHHOMY yYeTy, 1 A0 TPeX HauMEeHOBaHWIN feKapCTBEHHbIX
npenapaTos - AMs UHbIX TeKapCTBEHHbIX NMpenapaToB, He OTHECEHHbIX K BbilLeyKkasdaHHbIM ATX.

16. cnpaBneHus B peuenTe He JOMycKalTCs.

17. Mpun odopmneHnn peuentypHboix 6naHkoB ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
nekapcTBeHHble nNpenapaThbl, HAa3Ha4YeHHbIE NO peLleHuto BpadyebHon kommnceun, Ha obopoTe peuenTypHoro bnaHka
CTaBWTCA crneuuanbHas oTMeTKa (Wwramn).

18. Ha peuentypHom GnaHke dopmbl N 148-1/y-04(n) BHM3Y MMeEeTCA NMHUSA OTpbIBA, pasgenstoLllas
peLenTypHbIA 6naHK 1 KOPELLOK.

Kopellok oT peuenTta, OPOPMIEHHOr0 Ha yka3aHHOM peuenTypHOM OnaHke, BblgaeTcd nauueHTy (ero
3aKOHHOMY I'Ipe,EI,CTaBI/ITeJ'IlO) B anTeyHom opraHusauunn, Ha KOopellke AenaeTtcda OTMeTKa O HanmMeHOBaHUU
rniekapCTBEHHOro npenapara, 403VMpOoBKe, KONNYecTBe, cnocobe NpUMeHeHusI.

Il. OcbopmneHue peuenta B hopme 3/1IEKTPOHHOrO AOKYMEHTa

19. Peuent B (popmMe 3neKTPOHHOro [JOKyMeHTa, MOoAMUCAHHONo YCWUMNEHHOW KBanuuumMpoBaHHOW
3MNEKTPOHHOW Moanuceto, dopMupyeTcs MeaUUMHCKUM pabOTHUKOM, CBeOEeHMS O KOTOPOM BHECEHbl B
denepanbHbil PerucTp MeguuuHCKUX paboTHUKOB <5>, a Takke Mnpu ycroBuM perncrpaumm MeguLMHCKON
opraHu3aumu, B KOTOpou ocdhopmniseTcs peuent, B dedepanbHOM peecTpe MeAVLUHCKMX opraHusauum <6>
€[VHON TroCyAapCTBEHHON WHAOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUS U NOOKNIOYEHUS Takow
MEeOMLMHCKOW OpraHmn3auumn K rocygapCTBeHHON MHOpMaLMOHHONM cucteme B cdpepe 30paBooXpaHeHns cybbekta
Poccuiickon ®epepauum <7>,

<5> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

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

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



20. MNpu odopmneHun peuenta B OpMe 3NEKTPOHHOrO [OKYMEHTa Ha fekapcTBeHHble npenaparhl,
yKkasaHHble B nyHktax 9 u 11 lNopsgka HasHadeHus MNeKapCTBEHHbIX MpenapaToB, YTBEPXKAEHHOro HaCTOSLUM
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
dopMe 3NEKTPOHHOTO AOKYMEHTA;

2) HauMeHoBaHMEe MeOULMHCKOMN opraHun3auun, agpec, Teﬂe(*)OH nnn cbammnvm, nHUunanbl MUMEHU W
oT4yecTBa (rlocnep,Hee - npu HaJ'II/I‘-IVIVI) nHOnBMAyanbHOro npeanpuHnMartend, umMerwero JMUeH3nK Ha
MEeANLNHCKYIO OEeATEJIbHOCTb, €ro aapec;

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

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

5) pata okoH4aHusi gencteus peuenta (hopMupyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOW CUCTEMOWN B
cepe 3gpaBooxpaHeHmns cybbekTa Poccunckon ®egepauum B COOTBETCTBMU CO CPOKaMu OeNCTBUS peuenTos: 15
aHen, 30 gHen, 60 gHen, 90 gHen, oo 1 roga);

6) yHuMKanbHbI HOMep peuenTta (popmupyeTcsi rocyaapCTBEHHOW WMHAOPMALMOHHONW CUCTEMOMN B cdepe
3gpaBooxpaHeHust cybbekTa Poccunckon ®egepaumm n obecneymBaeT 0gHO3HAYHYIO MOAEHTUUKALMIO peLenTa B
cdopmMe anekTpOHHOro JoKymMeHTa B codeTaHum ¢ OKATO, OI'PH nnn OrPHUIM);

7) oTmeTkn "cito" (cpodHo) unu "statim" (HemegneHHo) NpuM HEOHXOOUMOCTU CPOYHOrO UMM HEMEANEHHOro
OTMyCKa NekapCcTBEHHOro npenapara naumeHTy;

8) agpec nmauumeHTa (ykasbiBaeTcsl MOYTOBbLIA agpec MecTa XuTenbcTBa (MecTa npebbiBaHWst UM MecTta
hakTMyecKkoro nNpoXuBaHWs) C yKazaHUMEM WHAEKCA, HaMMeHOBaHusA Kpas, obnactu, pecnybrvku, aBTOHOMHOMO
oKpyra u nHoro cybbekta Poccuickon Pefepaumm, HAUMEHOBAHWUS HACENEHHOTO MyHKTa, HaMMEHOBaHUS yNuubl
(npocnekTa, nepeyrnka, npoesaa), Homepa goma (C ykasaHMeM Kopnyca, Npu Hanu4ymm), HoMepa KBapTupbl);

9) HOMep 3NEKTPOHHOW MeOUUUHCKOW KapTbl NauueHTa B rocygapcTBEHHOW MHOPMAaLUUOHHOW CUCTEME B
cdepe 3gpaBooxpaHeHns cybbekTa Poccuiickon ®eaepauuu;

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

11) pata poxgeHus naumeHTa (ykasblBaeTCs YWUCNO, Mecsu, rod), Ana geten oo 1 roga AONOMAHUTENBHO
yKa3blBaeTCS KONMYECTBO MOSHbIX MECALEB;

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

13) HammeHOBaHWe neKapCTBEHHOro npenaparta (MexagyHapogHoe HenaTeHTOBaHHOe HauMmeHOBaHue,
rpynnMPOBOYHOE UMM XMMWYECKOEe HauMeHOBaHuWe, TOproBoe HauMmeHOBaHue), [03MpoBKa, ¢hopma BbIMycka,
KONn4ecTBO (BCE MO3MLMN YKa3bIBalOTCA HA PYCCKOM A3blKe);

14) cnocob NpuMmMeHeHus nekapCcTBEHHOro npenapaTta Ha rocyaapcTBeHHOM sA3blke Poccuiickon ®egepauun
Unn Ha rocygapcTBeHHoOM s3blke Poccuickon ®epepaumm n rocygapCTBEHHOM SA3blKe PecnybivK U MHbIX S3blkax
HapogoB Poccuiickon deagepaumm <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) DOKYMEHT, NOATBEPXAAKLWMUN Ha3HayYeHWe JeKapCTBEHHOro npenapata no peweHuto BpadebHom
KOMMUCCUM MEeOULIMHCKOW OpraHn3aumu;

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



opraHu3aummM B cryyasix, ykasaHHbix B ab3aue BTOpoM nyHkTa 6 [lopsiaka Has3Ha4YeHUs reKkapCTBEHHbIX
npenapaToB, YTBEPXKAEHHOIO HAaCTOSLLMM NPUKa30M;

17) oTMeTKa O cneunanbHOM HasHa4YeHWM NeKapcTBEHHOTO npenapaTa (3anofHAeTcs B CryvasiX, ykasaHHbIX
B NyHkTax 15 u 24 Mopsaaka HazHayYeHWs1 NeKapCTBEHHbIX NPenapaToB, YTBePKAEHHOrO HACTOALMUM NPUKa3oM);

18) oTmeTka O cneumanbHOM Ha3HAYeHWW neKapCTBEHHOro npenapaTta nauueHty ¢ 3aboneBaHuem,
TpebyowmmM ANUTENBHOIO KYPCOBOrO fedYeHus (3anonHsAeTcs B criyyae, ykasaHHoOM B nyHkTe 23 [lopsaka
Ha3Ha4yeHWs neKkapCTBEHHbIX MNpenapatoB, YTBEPXOEHHONO0 HAacTOALWMM MpuMKasoM) C MpocTaBfieHneM
NepuoanYHOCTUN OTMYyCKa fieKapCcTBEHHOro nNpenapara;

19) npu odopmneHum peuenta B (OpMe 3SMEKTPOHHOrO [OKYMEHTa Ha NneKapCTBEHHble npenapaTbl,
yKasaHHble B noanyHktax 2 - 5 nyHkta 9 u nyHkte 11 lMopsgka HasHavyeHMs1 NeKkapCTBEHHbIX MpenapaTos,
YTBEPXKOEHHOIO HACTOSALLMM NPUKA3oM, rpaxaaHam, MMeloLL MM npaBo Ha 6ecnnaTHoe nonydYeHne nekapCTBEHHbIX
npenapaToB WnM MNONyyYeHWe NeKapCTBEHHbIX MpenapaTtoB CO  CKUAKOW, 3arnofHAKTCA  PEKBUSUTHI,
npeaycMOTpPEeHHble nognyHkTamu 1 - 18 HacTosILLero NyHKTa, a Takke CrneayoLline pekBu3nTbI:

a) Kkateropusi rpaxaaH, UMeLMX NpaBo Ha MOMNy4YeHUE feKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO
ctatben 6.1 PepepanbHoro 3akoHa ot 17 uonsg 1999 r. N 178-®3 "O rocymapCTBeHHOW coumarnbHon nomom”
<O>:

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

©) kog Hosonornyeckon popmbl no MKE;

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
®epgepaumu (npy Hanuyum) (CHANC);

e) HOMEDP nonuca 006s13aTENBHOr0 MeAULMHCKOrO CTpaxoBaHus.

21. MNpu npoctaBneHun OTMETKM, ykasaHHOW B noanyHkTte 16 nyHkta 20 HacTtosiwero [Nopsaka, peuenT B
dopmMe SMNEKTPOHHOro [AOKYMEHTa MOANUCLIBAETCH YCUITEHHOW KBanudULMPOBaAHHOW 3rEKTPOHHOM NOAMUCHIO
npegcepaTens Unu cekpetaps BpadebHOW KOMUCCMM MEOULMHCKOW OopraHusauun, npu nNpocTaBleHMn OTMETOK,
yKkasaHHbIx B nognyHktax 17 u 18 nyHkta 20 Hactodwero [lopsaaka, - ycuneHHbIMW KBanuduuMpoBaHHbIMU
3MNEKTPOHHBIMM MOAMMUCAMW COOTBETCTBYIOLLUMX MEAULIMHCKUX PaBbOTHUKOB.

22. Mo TpeboBaHMIO NauMeHTa MNn ero 3aKOHHOro npeacTaBuTens odopmnseTcs 3K3eMnnsap peuenTta B
dopmMe INEeKTPOHHOro AOKyMEHTa Ha ByMaxHOM HocuTerne ¢ oTMeTKou "[yGrmkaTt anekTpoHHOro JoKyMeHTa".

lll. YyeT peuenTypHbIx 651aHKOB (3a UCKNIOYEHUEeM peLenTypHbIX
6naHkoB no cdopme N 107/y-HIM "CneunanbHbin peuenTypHbIN 6GnaHk™)

23. Y4et peuentypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), narotaBnuBaembIx
Tunorpadpcknum crnocobom (oanee - peuenTypHble GnaHku, noanexaiime y4yeTy), OCYLLEeCTBRAETCA B >XypHanax
yyeTa, NPOHYMEPOBaHHbIX, NMPOLUHYPOBAHHBLIX U CKPENMeHHbIX NOANUCHI0 PYKOBOAMTENS M NevaTbio MeauLUHCKON
opraHuMsauMm WnuM MNOAMUCLI0 WHAMBMAYANbHOrO MNpeanpUHUMATENs, WMEIOLEro JULEH3WUI0 Ha MEAULMHCKYIO
AesATenNbHOCTb.

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, NOMNy4YMBLLEro peuenTypHble BnaHku OT NOCTaBLUMKA;

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) (*)aMVIJ'II/IFI, nHnynanbl UMeHn un otT4ecTBa (nocnep,Hee - npu Haﬂl/l‘-ll/ll/l) M noanncb OTBETCTBEHHOIo
MeanLUNHCKOro pa6OTHVIKa, BblaBLlero peuenTtypHble GnaHku;

5) ocTaTok peuenTypHbIX Br1aHKOB.

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

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 KONMYeCTBO 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
MeANLMHCKOro paboTHUKA, NOMNy4YUBLLErO peLenTypHble 6raHku OT NOCTaBLLMKAE;

3) B pa3gene "Pacxoa™

a) Aarta Bblgayv peuenTypHbiX 6N1aHKoB;

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

F) cbamvmvm, UHUUnanbl MMeHn n oT4yecTBa (nocne,que - npu HaJ'IW-II/lI/l) OTBETCTBEHHOIO MeanUNHCKOro
pa6OTHMKa, nony4ymeLlero peuentypHblie OnaHku;

[) NoAnucb OTBETCTBEHHOMO MeAULIMHCKOro paboTHMKA, NONYyYMBLLETO peLenTypHble GriaHKku;

4) chamunusa, uHMUMANbLI UMEHU W OTYecTBa (NocrnegHee - MpPU HanMMyYMM) U MNOAMNUCHL OTBETCTBEHHOMO
MeAMUUHCKOro paboTHUKA, BblAABLUEro peuenTypHble GnaHkuy;

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

rocygapCTBeHHOW WMH(OPMaLUMOHHON cuUCTeEMe B cdpepe 3apaBooxpaHeHust cybbekta Poccuiickon depnepaumm
nocpeacTBOM BeAEHUSI €4MHOro peecTpa peLenToB, 0POPMITEHHbIX B OPME SNEKTPOHHbBIX JOKYMEHTOB.



IV. XpaHeHue peLienTypHbIX Gr1aHKOB (3a MCKIIOYEeHMeM peLenTypPHbIX
6nankoB no cdopme N 107/y-HIM "CneunanbHbin peuenTypHbIn GnaHk")

27. MeguumHCcKMe opraHusaumMu MosjlyydalT HeobxoauMble peuenTypHble 6GnaHku, odOopMIIEHHbIE
TunorpadpckM crnocobom, Yepes TeppuTopuasibHble OpraHbl YNpaBreHust 30paBooOXpaHeHNeM UM opraHu3auuu,
YNOMHOMOYEHHbIE Ha 3TO OpraHaMu UCMOSTHUTENbBHOM BNnacTn cyobekToB Poccuiickoi ®eaepaumu.

28. PeuenTypHble ©OnaHku, nognexawine y4veTy, XPaHSATCH OTBETCTBEHHbIM IMLOM, Ha3HaYeHHbIM
pykoBOAMTENEM MEOMLMHCKOW OpraHusaumm, B 3anMpaeMoM MeTannuyeckoMm wkady (cende) unum
MeTannnMyeckoMm SiLLIKKE.

29. VHavBuayanbHbll NpeanpuHUMaTenb, UMELWNA NNLEH3NI0 HA MEeOULMHCKYI OeATeNbHOCTb, XPaHUT
peLenTypHble GnaHku, noanexaiwye y4yeTy, B 3anMpaeMoM MeTannnyeckoM wKady (cende) unm metansimyeckom
ALNKE.

30. MNpoBepka COCTOSAHMS XpaHeHusl, yyeTa, (pakTUYEeCKOro HanmMuus M pacxoda peLenTypHbiX 6raHKoB,
noanexalimx y4yeTy, OAVH pa3 B KBapTasl OCYLLECTBSIeTCS KOMUCCUEN, CO3AaHHOM B MEAMLIMHCKOW OpraHusaumm.

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
nomeLleHmsax, obecnedunBatoLLnX Ux COXPaHHOCTb.

32. [lporpaMMHO-TEXHMYECKME CpeactBa rocygapCTBEHHbIX MHAOPMAaLMOHHBIX CUCTEM B cdepe
34paBOOXPaHEHUS, MEANLNHCKMX MHEPOPMAaLMOHHBIX CUCTEM MEAMNLIMHCKUX OpraHn3auun obecnevmBaloT XxpaHeHue
3MNEKTPOHHbIX peuenToB, 0POPMIEHHbIX B (DOPME INIEKTPOHHbIX AOKYMEHTOB B TEYEHUE CPOKOB, YCTAaHOBMEHHbIX
ONsl XpaHeHus peuenToB, OPOPMMEHHbIX HA COOTBETCTBYHOLIMX hopMax peuenTypHbiXx GnaHkoB Ha GymMaxHOM
HocuTene <10>.

<10> [lognyHkt 5.2.169 T[lonoxeHusa o MwuHuctepctee (CobpaHne 3akoHogaTenbcTBa Poccunckon
®epgepaumn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Mpunoxexne N 4

K npuka3y MuHucTepcTBa 30paBoOXpaHeHNs
Poccuiickon ®eaepaunn

OT 24 Hos16psa 2021 r. N 1094H

®OPMA CIMEUNAIIBHOIO PELENTYPHOIO BJIAHKA N 107/Y-HI

MwuHncTepcTBO 34paBooxpaHeHus Poccuinckom Kog cpopmbl no OKY[
denepaumu MeauvumHcKkas goKyMmeHTaums
®opma N 107/y-HI,
yTBEPXAEHHAs NpUKa3oM
. MuHucTepcTBa 3apaBoOXpaHeHus

o1 24.11.2021 N 1094H

PELIEMT



Cepus N

" 20 r

(baTa BbINMCKM peuenTa)

(B3pOCnbIN, AETCKUN - HYXXHOE NOAYEPKHYTD)

damunusi, uMs, 0T4eCTBO (NOCNeaHee - MPU HaNUYUmM)
naumeHTa

BoapacTt

Cepusa 1 Homep nonuca 06s3aTensLHOr0 MeAULIMHCKOTO CTPaxoBaHus

Homep megumumHcKkon KapTbl

damunus, ums, oT4ECTBO (MOCNeaHee - NPU HaNU4Mm)
nevaulero Bpada (denbaluepa, akyLepkm)

] o LT UPTP PR

Moanuvck 1 nnyHas neyatb Bpava
(noanuck enballepa, akylwepkn)

M.TT.

damunus, ums, 0T4ECTBO (NocneaHee - NPy Hanu4yMKn) U NOANUCH YNONTHOMOYEHHOTO NnLa
MeaULMHCKOW opraHm3aunm

M.TT.

OTmMeTka anTeyHol opraHusauum o6 oTnycke

damunus, ums, oT4eCTBO (NOCneaHee - NP HanU4MKn) U NOANUCL paboTHMKA anTe4YHOW opraHu3aumm

M.TT.

Cpok gevicteus peuenta 15 gHen

MpunoxexHne N 5

K npukady MuHUCTepcTBa 34paBOOXpaHEHMS
Poccuinckon denepaumm

oT 24 Hos16pst 2021 r. N 1094H

NOPAOOK
M3roToBnNEHUA, PACNPEOENEHUA, PETUCTPALUU, YHETA U XPAHEHUA
PELENTOB, COOEPXALWMUX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUXOTPOIMHbLIX BELLECTB



I. Mopsaaok usroToBneHus, pacnpeaeneHns cneymanbHbIX
peuenTypHbIx 6naHkoB no ¢opme N 107/y-HIN

1. OpraHuzauunio M3roTOBMIEHWST W pacnpefeneHus peuenTypHbix 6naHkoB no d¢opme N 107/y-HI
"CneumanbHblii peuenTypHbIn 6naHk" (ganee - cneuunanbHbIA peuenTypHbI 6aHk) ocywecTnseT MMHUCTEPCTBO
3apaBooxpaHeHnst Poccuinckon degepaumm (ganee - MMHucTepcTBo).

2. CneumanbsHble peuenTypHble BnaHku ABASIOTCS 3aLULLEHHON nonurpadmnyeckon npoaykumnen yposHst "B",
nsrotaBnueaemon Ha bymare po3oBoro uBeTa pasmepoM 10 cm x 15 cM, JOMKHbI UIMETb CEPUIOD U HOMEP, a Takke
COOTBETCTBOBaTbL TpeboBaHMAM, yKka3aHHbIM B npukade MuHuctepcTBa dmHaHcoB Poccuiickon degepaunm ot 29
ceHTa6pa 2020 r. N 2171 "O6 yTBepxaeHUn TexHn4eckmx TpeboBaHUn U YCNOBUN U3rOTOBMEHMS 3aLUULLEHHON OT
noggenok nonurpadpuyeckon npoaykummn” (3apernctpmpoaH MuHucTepctBom tocTuumm Poccuinckon depepaumm
16 HosGps 2020 r., pernctpaumoHHbin N 60930).

3. B uensx opraHusauuMum UW3roTOBMEHMS W pacnpegeneHns crneumanbHbIX peuenTypHbiX 6raHkoB
MeOMUMHCKME opraHusaumm, UMeloLMe NpaBo OCYLLECTBNATL BblAayy peuenToB Ha HapKOoTUYEeCcKMe CpeacTsa unu
ncuxoTponHble BewectBa cnucka |l lMepeyHs u 3apernctpupoBaHHble B Poccuinckon depgepauny B KavecTse
nekapCTBEHHbIX NpenapatoB AN MeAWUMHCKOro MNpYMeHeHWs (Janee COOTBETCTBEHHO - MeauuMHCKast
opraHm3aums, HapKoTUYECKMI (NMCUXOTPOMHBIN) NeKapCTBEHHbIV Npenapar), COCTaBMAT 3a8BKN Ha peuenTypHble
BGraHkm.

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

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
UCnonHUTENsHOM BnacTnm cyobekToB Poccuiickon ®Pepepauum B cdepe oxpaHbl 300pPOBbS rpaxdaH, Ha
TEPPUTOPUN KOTOPbLIX OHW PAacrofioXeHbl (danee - opraHbl UCMOMHUTENBHOM BRactn cybwbekToB Poccuickon
denepaumn).

5. B 3asBKe MeAMLUNHCKON OopraHunsaummn Ha cneunarnbHble peuenTypHbie GnaHkm YKa3bIlBakdTCA cneayroume
cBedeHnA:

1) cBedeHUss O MEeAMUMHCKOW OopraHvMsauvu, nofaBlueil 3asiBKY Ha crneumanbHble peuenTypHble GraHku
(nonHoe HavMeHoBaHWe, agpec MecTa HaxoXaeHUs );

2) KONMYeCcTBO crneumanbHbiX peLenTypHbIX GraHKoB, M3pacXodoBaHHbIX MeAULMHCKON opraHuM3auuvei Ha 1
AHBaps NPeALLIECTBYIOLLEro roaa;

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

3asBka  MeaWLUUHCKOM opraHmsauumm Ha  cneuuanbHble  peuenTypHble OnaHku noanncbiBaeTcA
pykoBoguTenem MeANLNHCKOMN opraHusauuu, KOTOprVI HeceT nepcoHasribHyH OTBETCTBEHHOCTbL  3a
000CHOBaHHOCTb 1 L0OCTOBEPHOCTb YKa3aHHbIX cBeAeHUN.

6. ®denepanbHble oOpraHbl MWCMOMHUTENbHOM BRACTM, B BEAEHUU KOTOPbIX HaXOAATCA MeAULIMHCKUe
opraHusauuMu (ganee - defepanbHble opraHbl MCMONMHUTENBHOW BMacTu), U opraHbl WUCMONHUTENbBHOW BracTu
cyobektoB Poccuiickoii Pesepaumm Ha OCHOBaHMM 3asiBOK MeOWUUMHCKMX OpraHusauuidi Ha cneumarnbHble
peLenTypHble GrnaHku bopMMPYIOT CBOAHbIE 3asiBKM Ha creuuanbHble peuenTypHble GnaHku M B cpok go 1
[ekabps Tekyllero roga npeactaenaoT Ux B MUHUCTEPCTRO.

7. B cBOOHOWM 3asBKe Ha crieumarnbHble peuenTypHble OaHKu ykasbiBatoTCS Criefyolme CBegeHUs:

1) cBedeHus o deaepanbHOM opraHe UCMONHUTENbHOW BNAacTu (opraHe UCMONHUTENBHOWM BracTu cyGbekTa
Poccuiickoin degepaunun), npeacTtaBMBLLIEM CBOOHYIO 3asiBKy Ha creuuanbHble peuenTypHble GnaHku (nonHoe
HauMeHoBaHWe, adpec MecTa HaXOXOAeHUs);

2) KONMM4YecTBO creumanbHbIX peuenTypHbiXx OGraHkoB, pacnpefeneHHbiX deaepanbHbiM — OpraHoM



WCNONHUTENBHON BracTu (OpraHoMm MCMOMHUTENbHOW Bnactu cybbekta Poccuickon depepauun) Ha 1 aHBaps
npeaLlecTBYOLLEro roga Mexay MeauLnHCKMMN opraHm3aumnsamu;

3) KOnMMYecTBO creumarnbHbiX  peuenTypHbix  6naHkoB, HeobxoauMMmbix — defepanbHOMYy — OpraHy
WCNONMHUTENBHON BNacTu (OpraHy MCMONMHUTENbHOW Bractu cybbekta Poccuiickon depepaumm) Ha crieqyowmn
rog ons pacnpegeneHns Mmexay MeauunHCKMMnN opraHm3aunsamu;

4) cBegeHMs O NOOBEOOMCTBEHHOM  OpraHusaumn, YNOSIHOMOYEHHOW dhedepanbHbiM  OpraHoM
NCNONHUTENBHOW BRacT (OpraHoOM MCMOSTHUTENbHOW BNacTu cybbekta Poccuiickonn ®epepaumn) ocyecTBnATb
nony4eHne creumanbHbiX pPeLenTypHbIX OraHkoB OT MuHMCTEpPCTBA, UX XpaHEeHWe U Bblgavy MeauuMHCKUM
opraHusaumsim (NOfIHOE HaMMeHoBaHue, agpec Mecta HaxoxaeHus, WHH/KMM, OKTMO opraHunsauumm,
dakTnyeckun agpec nocTaBku).

8. Ha ocHoBaHWM nonyyeHHbIX CBOAHbIX 3asBOK Ha cneuuwanbHble peuenTypHble 6naHku MuHUCTEpCTBO
eXerofHo B cpok o 15 aHBapsa cneayoLlero roga opMmmpyeT 1 yTBepXxaaeT nnaH pacnpeaeneHms cneumarnbHbiX
peLenTypHbIX GraHKoB, B KOTOPOM OTpaxaeTtcsa rogosasi notpebHocTb Poccunckon degepaumm B cneymarnbHbIX
peLenTypHbIX bnaHkax (ganee - nnaH pacnpegeneHus MuHucTepcTea).

9. B nnaHe pacnpegeneHns MuHUCTepCTBa yKa3biBalOTCA criedytolne CBeAeHs:
1) NOPSAKOBLIN HOMEP 3anucuy;

2) HaumeHoBaHWe dedepanbHOro opraHa WCMOSIHUTENbHOM BnacTu (opraHa MCMONHUTENIbHON BRacTu
cyobekTa Poccuiickoit Pefepaunm), npeacTaBUBLIErO CBOAHYIO 3asiBKY Ha creLmanbHble peuenTypHble GrnaHku;

3) HeobxoamMmoe KOnMYeCTBO crneLmanbHbIX peLenTypHbIX 6naHKoB.

10. HanpaeneHve creumnanbHbiX pelenTypHbIX 6raHkoB dedepanbHbiM opraHam UCMOMHUTENBHONM BRacTu,
opraHam ucronHuTenbHOM Bnactun cybbektoB Poccuiickont Pepepauun ocywectensieTcs MuHUCTEPCTBOM B
KONnu4ecTBe, NPeAyCMOTPEHHOM NNaHoM pacnpegeneHnss MuHucTepcTea.

11. MuHUCTEpCTBOM  OOMNOMHWUTENBHO K  KOMMYECTBY  CneumanbHbiX — peuenTypHbiX — 6rnaHkos,
npegycMOTpeHHOMY nnaHoM pacnpegenenvs MuHucTepcTBa, POpMUMPYeTCH pe3epBHbIN 3anac cneumanbHbIX
peLenTypHbIX 6naHkoB B kKonuvecTse, He npesbiwatowem 150 000 cneumanbHbIX peuenTypHbIX 6naHKoB.

12. B cnyyae yBenuyeHus noTpebGHOCTM B cheuunanbHbiX peuenTypHbiX GnaHkax denepanbHble OopraHbl
NCMNONMHUTENbHOW BRacTu (opraHbl UCMOMHUTENBHOW BrnactTu cybbekToB Poccuiickon ®egepauun) HanpaensawT B
MWHNCTEPCTBO CBOAHbIE 3asiBKM Ha [OOMOMHUTENbHOE KOMUYECTBO CreumarnbHbIX peuenTypHbix 6naHkoB (C
00OCHOBaHMEM YyBENUYEHUSI NOTPEOHOCTUN B CreLuManbHbIX peLenTypHbIX OnaHkax), KOTopble MPegoCTaBnsoTCA
MWHNCTEPCTBOM 13 pe3epBHOIO 3anaca crneumanbHbIX peuenTypHbix 6naHKoB.

13. ®PepepanbHble oOpraHbl WUCMOMHUTENBbHOW BracTu (opraHbl WCMOMHWUTENBHOW BMRactu CybbeKkToB
Poccuiickon ®enepauun) pacnpegenstoT NoyveHHble cneumanbHble peuenTypHble 6raHku Mexay MeauuUHCKUMU
OopraHusaumMsiMm Ha OCHOBaHMM MNaHOB pacrnpedeneHns, copMUPOBaHHLIX B COOTBETCTBUM C 3asiBKAMU
MEeOMULMHCKUX OpraHn3aLumin Ha cneunanbHble peLenTypHble BnaHku.

Il. Mopsipok perncTpaumm, yyeta U XxpaHeHUsi cneumnanbHbIX
peuenTypHbix 6naHkoB no ¢oopme N 107/y-HI

14. MwnHucTepcTBO, MHble dheaeparnbHble OpraHbl MCMOSHUTENbHOW BNAcT U OpraHbl UCMNOSNTHUTENbLHOMN
Bnactn cybbektoB Poccuiickon ®egepauum OpraHmsyloT XpaHeHue cneumanbHblX peuenTypHbix 6naHkoB B
NOABEAOMCTBEHHBIX OpraHm3auusix, YNONHOMOYEHHbIX OCYLLECTBNATL MOMyYeHWe cneumanbHbIX peuenTypHbIX
6naHkoB oT MuHWCTEpCTBa, MX XpaHeHue U BblAayy MeAWLMHCKUM OpraHvu3auvsam (Jarnee - ynofiHOMOYEHHas
opraHusaums).

15. B yNONHOMOYEHHOW OpraHu3auMm W MeaULMHCKOM OopraHuMsauuun, MonyyYmBlIEN crneunanbHble
peuenTypHble 6rlaHKu, OpraHn3yeTcs perncTpaumsi, y4eT u XxpaHeHue crneLmarnbHbIX peuenTypHbIX GriaHKoB.

PerI/ICTpaLI,I/IFl, yy4eT N XpaHeHune pe3epBHOro 3anaca cneunarbHbiX peuenTypHbIX GnaHkoB MMHMCTepCTBa
OocyLlecTBndeTCcA (bep,epaanblM rocynapCrtBeHHbIM OlO0KETHBIM ydypexgeHmem, HaxogdaAwnmmcAa B BedeHUn
MVIHI/ICTepCTBa (/J,anee COOTBETCTBEHHO - pe3epBHbIl7I 3anac, nooseaoMCTBEHHOE yqpe»(,quMe).



16. PaboTHMK, HasHa4YeHHbIN NPUKa3oOM PYKOBOAUTENS YMNOMHOMOYEHHOW OpraHusauuy (YnonHOMOYEHHON
opraHmsaumv, noABEeOMCTBEHHOIO YYPEXAEHUs1) OTBETCTBEHHbIM 3@ perncrpauuilo, XpaHeHue u  y4eT
cneumanbHbIX peuenTypHbix OnaHKoB (ganee - OTBETCTBEHHbI PabOoTHMK), Ha OCHOBaHUW [OBEPEHHOCTH,
0OpMIIEHHON B MOpsiAKe, YCTaHOBMEHHOM 3akoHopaTenbcTBOM Poccuiickon Pepepaumm (C nognuchbio
pykoBOAWTENS  YNOSIHOMOYEHHOW  OpraHmsaumm  (YNONMHOMOYEHHOW  OpraHusauuv,  NoABeAOMCTBEHHOrO
ydpexaeHust), rnaBHoro OyxranTepa, 3aBepeHHbIX KPYrfow nedvaTblo), nofyyaeT chneuuanbHble peuenTypHble
GnaHkM WM oCyllecTBRseT BedeHWe XypHana perumcrpaumm M yveTa cneumarnbHbIX peuenTypHbix OnaHkoB, K
koTOopoMmy npuobuiaet oTo- 1 (Mnn) Buageomartepuansl, NOATBEpPxAaloWwmMe Gakt oopMIeHNs 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
HanMeHOBaHWe YNOSTHOMOYEHHOIM opraHM3aunmn (MeaMUMHCKOW opraHn3aumn, noasedoMCTBEHHOMO YYpeXaeHus ), a
Takke CKperseH Moanucbld PYKOBOAMTENS U MNeyaTblo  YNOSIHOMOYEHHOW opraHvM3auumM  (MeavLMHCKOW
opraHusaumu, NoaBeaOMCTBEHHOIO YYPEXAEHUS).

XKypHan peructpauum n yyeta cneumanbHbiX peuenTypHbiXx 6naHkoB pesepBHoOro sanaca MuHucTepcTBa
CKpennsieTcs Takke noanucblo AMpekTopa (B criydyae ero oTCyTCTBMS - 3amecTutens gupektopa) OenaptameHTa
perynupoBaHus obpalleHust nekapCTBEHHbIX CPeACTB WM MeAMUMHCKUX u3genuin MuHucTepcTBa M nevatbio
MuHucTepcTBa.

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) KONMYECTBO cneumanbHblX peLenTypHbIX 6aHKOB 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) KONMM4eCTBO BblAaHHbIX cheunarnbHbIX peuenTypHbIX OnaHkoB C yKasaHnem B ckobKkax KonudecTBa
cneunanbHbIX peuenTypHbIX ©naHKoB, BblAaHHbIX NS OCPOPMJ'IQHI/IH Ha OOMY;

r) hamumnua, ums, oT4eCcTBO (NocrnegHee - Mpy HanuuMM) M NOAMUCH Nuua, NONyYMBLUErO crneumnanbHble
peuenTypHble BraHku;

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

e) hamunns, UMs, OTYECTBO (nNocrnegHee - NPy Hanuuuu) U nognucb nuua, oopMUBLLENO cneumanbHble
peLenTypHble 6naHkn Ha gomy;

4) chammnusi, UMsi, OTYECTBO (NocreaHee - NPy HanM4Mmn) U NOANUCH 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
UnNn B cneumanbHO M3rOTOBIMEHHbIX LWKadax, OOUTbIX OLMHKOBAHHBLIM XEene3oM, C HaAeXHbIM BHYTPEHHUM UMK
HaBECHbIM 3aMKOM.



MomelleHusn, cerdbl, WKadbl, B KOTOPbIX XPAHATCS crneuuwanbHble pelenTypHble GraHkn, OOMmKHbl OblTb
3aKpbiTbl Ha 3aMKMW W Mocrne OKOHYaHua paboTbl onedataHbl MevyaTbid  YNOMHOMOYEHHOW OpraHu3auuu
(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
OnaHkoB.

MeanunHckne pabOTHUKM, BbIMUCHIBAKOLLME PELIENTbl HA HapKOTUYecKMe (NCUXOTPOMHbIE) NEeKapCTBEHHbIe
npenapaTbl, HA OCHOBaHWM NpuKasa PyKkoBOAUTENSA MEeOULMHCKON OpraHM3aumnmn HECYT NMNYHYO OTBETCTBEHHOCTb 3a
COXPaHHOCTb MOMYy4YeHHbIX CheuuanbHbiX peuenTypHbiX ©OnaHkoB. CneuunanbHble peuenTypHble OGnaHku,
nony4yeHHble MeaUUUHCKUM paboTHUKOM, XpaHATCA MOA4 3aMKOM B cendhax, MeTannuyeckmx Lkadax unm
MeTannmMyeckmx saLmkax.

22. B MmeanumnHCKon opraHusaumm co3gaeTcsl NOCTOSHHO OEeWCTBYOLWAas KOMUCCUsl, KoTopas He pexe 1 pasa
KBapTan (Mo peLleHnI0 PYKOBOAUTENS MELMUMWHCKOM OpraHm3auuy BO3MOXHO 4allle) OCYLLECTBISET MPOBEPKY
COCTOSIHUSI perucTpauum n ydyeTta crneumanbHbiX peuenTypHbiXx OGraHKoB, B TOM 4MUCIie MyTEM CBEPKM 3anucemn
XypHana peructpaumm u ydeta creumanbHbIX peuenTypHbiX G6raHKoB, ¢ hakTMYECKMM Hannynem cneuunarnbHbIX
peuenTypHbIX ONaHKoB, a Takke NPOBEPKY COCTOSHWUS XpaHEHUS cneuunanbHbIX peLenTypHbIX 6n1aHKoB.

Mo pesynbTaTam NPOBEPKM B XKypHarne pernctpauum u yyeTa cneumasnbHbIX peuenTypHbix 6r1aHKoB AenaeTcs
3anncb O pesynbTaTax NPOBeAEHUst CBEPKU AAaHHbIX, 3aKpernmneHHash noAnucsiMU BCEX YNIeHOB KOMWUCCUW, WNn
co3gaeTcs crneumarnbHbIi akT MPOBEPKM.

23. ®epepanbHble OpraHbl WCMOMHUTENbHOW BNACTU M OpraHbl UCMOSMHWUTENbHOM BNAacTu CyObekToB
Poccuiickon ®epepauny  OCyLLECTBRSIOT KOHTPOSMb 3a OpraHuM3auvMen perucrpauum, ydera W XpaHeHus
cneumanbHbIX pelenTypHbIX 6aHKOB B YNOMHOMOYEHHbIX OpraHM3aumnsax 1 MeAMLUHCKNX OpraHn3aunsx.

24. Bblgaya crieumarnbHbIX peuenTypHbiX OraHKOB M3 pes3epBHOro 3anaca MwuHucTepcTBa dheaepanbHbIM
opraHam WCMOSNIHUTENbHOW BRacTM M OpraHam WCNONHUTENbHOM Bnactu cyobekToB Poccuiickon Pepepauum
OCYLLECTBMNAETCA OTBETCTBEHHbIM PaOOTHWKOM MNOABEOOMCTBEHHOIO YYpeXAEeHMsl Ha OCHOBaHUWM pelleHus o6
OTNyCKe cneumarnbHbIX peLenTypHbIX OnaHkoB, OOPMIIEHHOrO B BMAE MMUCbMa, NOAMWCAHHOrO AUPEKTOPOM (B
cny4vae ero OTCYTCTBUS - 3aMecTuTenemM ampektopa) enaptameHTta perynupoBaHus obpalleHns nekapcTBeHHbIX
cpeacTs U MeauumMHCKnX ndgenun MuHuctepcTsa.

MpoBepka AeAaTenbHOCTY NOABEAOMCTBEHHOIO YUPEXAEHUS MO perucTpaumu, y4eTy U XpaHeH o pe3epBHOro
3anaca ocyulecTernsieTcs [enapTaMeHTOM perynupoBaHns obpalleHnsl NnekapCTBEeHHbIX CPeACTB U MeaULMHCKMX
nsgenuii MuHucTepcTea 2 pasa B rog He nosgHee 20 yncna mecsiua, creaytoLlero 3a UCTEKLLUM MoSyroguem.

Mpunoxexune N 6

K npukady MuHUcTepcTBa 3a4paBoOXpaHeHst
Poccuinckon denepaumm

oT 24 Hos16pst 2021 1. N 1094H

NMPABUNA
O®OPMIIEHUA PELIENTOB, COAEPXALLUMUX HASHAYEHUE HAPKOTUYECKUX
CPEAOCTB UM NCUXOTPONHbLIX BEWECTB, B TOM YACJIE B $OPME
AJNIEKTPOHHbIX AOKYMEHTOB

I. ObopmneHue peuenta Ha 6yMmaxHOM HocuTene
1. Ha peuentypHbix 6naHkax c¢opmbl N 107/y-HIT B neBom BepxHeM Yyrny MpOCTaBAsSeTCcHa LiTamn

MELMLMHCKON OpraHusaumm C ykasaHuem ee MOSIHOro HauMMeHOBaHWs, agpeca u TernedoHa C JAaTOW BbIMMCKU
(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
JIMLEH3NI0O Ha MEAMUMHCKYI0 OesiTENbHOCTb, B BEPXHEM JIeBOM Yriy TunorpadckMm crnocoGoMm unu nytem
MpOCTaBfieHNs1 WTamna JdorkeH ObiTb yKasaH agpec MHAMBMAOYanbHOrO npeanpuHUMaTensi, HoMep W JdaTa
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
YCTPONCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HIT B cTpokax "®amunus, umsi, oT4ecTBO (nNocriegHee - npwm
Hanuumm) naumneHTa" n "BospacT” yka3biBalOTCsl MOMHOCTLI0O paMuUIvs, UMsi, OTYECTBO (MocrneaHee - Npu Hanu4nm)
nawumeHTa, ero Bo3pacT (KONMYeCTBO MOSHbIX NET).

[onycTumo ykasaHue gaTbl poXxaeHus nauueHTa.
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,
BbINMCLIBAEMOTO 13 MEOULIMHCKOWN OpraHv3aunu;

3) B cTpoke "®amunus, ums, OT4YeCTBO (MocrnegHee - Mpu Hanuumm) rnedawiero Bpada (denbawepa,
akyLwwepkm)" ykasblBaeTC NONHOCTbIO hamMunus, UMsi, OTYECTBO (NocnegHee - Npu Hanuuun) Bpada (denbalwepa,
akyLepKku), BbiNUCaBLUEro peuenT Ha HApKOTUYECKMI (MCMXOTPONHBIN) NeKapCTBEHHbIV Npenapar.

7. B rpacbe "Rp" peuentypHoro 6naHka gopmel N 107/y-HI ykasbiBaeTcs:

1) HaumeHOBaHME feKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOe HauMeHOBaHue,
rPynNMPOBOYHOE MWITM XUMUYECKOEe HamMeHOBaHue, TOpProBoe HauMMEHOBaHWEe) Ha JaTMHCKOM S3blke Unn Ha
pycckoMm s3blke, hopma BbiMycka, O03MPOBKa, KOMMYECTBO (yKasblBaeTCA MPOMMCbI0O Ha peuenTypHOM OGrnaHke
dopmbl N 107/y-HIT);

2) cnocob nNpMMeHeHWs NekapCTBEHHOro npenaparta Ha rocyaapcTBeHHOM sidblke Poccuiickon ®egepauun
UNn Ha rocygapcTBeHHOM s3blke Poccuiickon ®enepaunm n rocygapCTBEHHOM SA3bIKE PecrnybninK M MHbIX si3blkax
HapogoB Poccuiickon ®epgepaunmn <1>,

<1> Yactb 1 crtatbum 15 3akoHa Poccunckon ®egepaumm oT 25 oktabpsa 1991 r. N 1807-1 "O sasbikax
HapopoB Poccuiickon ®epepaummn” (nanee - 3akoH N 1807-1). (Begomoctu cbesga HapoaHblx genytatos PCOCP
n BepxosHoro Coseta PC®CP, 1991, N 50, cT. 1740).

8. lpu odopmneHnn peuenTypHbix OnaHKoB 3anpeliaeTcd OrpaHMYnMBaTbCa OOLWMMK  yKa3aHusMW,
Hanpumep, "BHyTpeHHee", "/3BecTHO".

9. lMpu odopmneHnn naumeHTy peuenTypHoro 6naHka dopmbl N 107/y-HIM Ha HapkoTMyeckun
(NCMXOTPOMHBINA) NEeKapCTBEHHLIN MpenapaTt B paMkax OKa3aHWus MEeOWULMHCKOW MOMOLLM Mpu onpeneneHHoOM
3aboneBaHnM TakoW peLenT 3aBepseTCs:

1) mnognNucelo 1 NYHOM NeyaThio Bpada nubo nognuckto henbawepa (akyepku);

2) nevyaTblo MeOMLMHCKOW OopraHu3auuu, Nubo CTPYKTYpPHOro noapasfernieHnsl MeauuUMHCKON opraHusauum
"[lnA peuenToB", KOTOpasi NPOCTaBMAETCA NIULIOM, YNONTHOMOYEHHbIM PYKOBOAMTENEM MEAMLMHCKOWM opraHusauum
C ykazaHMeMm amunmmn, MMeHu, oT4yecTBa (NnocrneaHee - Npu HanMuuMn) U NPOCTaBIIEHNEM €ro JIMYHOW NoanUCH.



B cnydyasax HeobxoaumoctTu odopMneHus peuenta Ha HapKOTUYECKUN (NCUXOTPOMHbIN) NeKapCTBEHHbIN
npenapaTt Ha OOMY B paMKax OKa3aHws nannuatMBHOW MeAMUMHCKOM NOMOLUM OOnyCKaeTcs npeaBapuTernbHoe
3aBepeHVe peuenTa LWTamMnoM MEOMUUHCKOM OpraHusauuu, nevyatbio MeAWMLMHCKOW opraHu3aumm numbo
CTPYKTYPHOrO noapasgeneHvs MeauUUHCKON opraHu3aumv "[nsi peuentos”, KOTOpash MpOCTaBrnsieTcs NULIOM,
YMOSTHOMOYEHHbIM PYKOBOAUTENEM MEAVLMHCKOM OpraHm3aumu, C ykasaHvem damunmm, VMMEHW, OT4yecTBa
(mocnegHee - Npy HanNU4YUKU) 1 NPOCTaBIIEHWEM €ro Nm4yHon nognucu. MNMpu 3ToM B XypHane permctpaumm n yyeta
peLenTypHbIX Gr1aHKOB B COOTBETCTBUM C [lopsagkoM permctpaumu, ydeta n XpaHeHusi cneymnanbHbIX peLenTypHbIX
OGnaHKOB Ha HapKOTMYECKME CpeacTBa MU MCUXOTPOMHbIE BELLECTBa, YTBEPXKAEHHBbIM HaCTOAWMM MPUKa3oM,
JenaeTtcs oTMeTKa O ero Bblgaye Ans ohopMIieHUsa Ha AOMY, a Takke OTMETKa, YAOCTOBEPEHHAsA NOANMCHIO Bpaya
nmbo denbawepa (akywepku), ocdopmuBliero peuent, o0 dakte ero oopMreHus, KOTOpbid MOXeT ObiTb
OONOMHUTENbHO NOATBEPXAEH hOoTO- U (MNn) BUaeomaTepranammn.

B cTtpoke "OTmeTka anTedHOM opraHusaumMm o6 OTnycke" CTaBUTCA OTMEeTKa anTeyHOW opraHusauum ob
OTMNYCKE HapKOTMYECKOro (MCMXOTPOMHOro) NieKapCTBEHHOro npenapaTa (C yka3aHMeM HaumeHOBaHMWs, KonmyecTea
OTMNYLLEHHOro HapKOTMYEeCKOro (MCUXOTPOMHOro) NEeKapCTBEHHOrO npenapata W gatbl ero oTnycka), koTopas
3aBepsieTcs noanucbio paboTHMKA anTeyHOW oOpraHM3aumu, OTMYCTUMBLUErOo HAapKOTUYECKMIM (MCMXOTPOMHbIN)
nekapCTBEHHbIN Npenapart (C ykasaHvem ero hamunuu, UMeHu, oTyecTBa (NocnegHee - Mpu Hanuyuu), a Takke
KpYrnom neyaTbl0 anTeyHoW opraHu3auum, B OTTMUCKE KOTOPOW JOSMKHO ObiTb MOAEHTUAULMPOBAHO MOMHOE
HavMeHOBaHWe anTe4yHON opraHnsaLmu.

10. Ha ogHom peuenTtypHom 6naHke dopmbl N 107/y-HIT paspeluaeTcs ocylecTBNATb Ha3Ha4YeHNe TOSbKO
O[JHOrO HaMMeEHOBaHUS NekapCTBEHHOrO npenapara.

11. cnpaBneHus B peuenTte He AOMyCKalTCs.
Il. OcbopmneHue peuenta B hopMe 31IeKTPOHHOIO AOKYMEHTa

12. Peuent B opme SneKTPOHHOro [AOKYMEHTa, MOAMMCAHHOIo YCUNEHHOW KBanuduumpoBaHHON
9NEKTPOHHOW Moanuceto, dopMupyeTcs MeauUMHCKUM pabOTHUKOM, CBeOEeHMS O KOTOPOM BHECEHbl B
denepanbHbIi PErMCTP MeauUMHCKUX paboTHUKOB <2>, a Takke MNpu YCNOBUU PeErucTpaumv MeauLMHCKON
opraHu3aumu, B KOTOpoW odbopmnsieTcsa peuent, B dedepanbHOM peecTpe MeAULUMHCKUX opraHu3aumi <3>
€ANHON rocygapCTBEHHOW WHMOPMALMOHHOM CUCTEMbI B cdepe 34paBOOXPaHEHUA W MOOKIHYEHUS TaKom
MEeOMULIMHCKOW OpraHmn3auum K rocygapCcTBEHHON MHGOPMAaLIMOHHOM cncTeMe B cdhepe 3apaBoOXpaHeHns cybbekTa
Poccunckon ®egepaumm <4>,

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

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

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

13. MNo TpeboBaHMIO NauueHTa UNM ero 3akOHHOro MpeAcTaBuMTEns OOPMIISETCA IK3EMMNSAp peuenTa B
dopMe 3NEKTPOHHOrO AOKYMEHTa Ha ByMaHOM HocuTene ¢ oTMeTkon "[ybnukaTt anekTpoOHHOro AOKyMeHTa".




