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

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EQEPALINU

NMPUKA3
oT 24 Hos6ps 2021 r. N 1094H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbLIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbIE NMPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COOEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOIMHbIX BELWECTB, MOPAOKA X U3rOTOBJIEHUA,
PACNPEOENEHUA, PETUCTPALIUKN, YHETA U XPAHEHWA,
A TAKXE NMPABUNT O®OPMIIEHUA BITAHKOB PELIENTOB,
B TOM YNCIIE B ®OPME 3JIEKTPOHHbLIX AOKYMEHTOB

B cooTtBeTcTBMM € NyHKkTOM 16 YacTu 2 ctaTbn 14 degepanbHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-93
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®epepauynn” (CobpaHue 3akoHogatenbcTBa Poccumnckon
depnepaumn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaThun 26 PenepanbHOro 3akoHa oT 8 stHBaps
1998 r. N 3-®3 "O HapkoTMyeckux cpeactBax M ncuxoTpornHbix BewecTBax" (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauun, 1998, N 2, c1. 219; 2017, N 31, ct. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 T[lonoxeHma o MwuHucTepcTBe 3apaBooxpaHeHuss Poccunckon degepaumn, YTBEPXOEHHOTO
noctaHosneHnem [lpaButensctBa Poccuiickon ®egepauun ot 19 umwoHa 2012 r. N 608 (CobpaHue
3akoHogartenbctBa Poccuiickon depepaummn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, cT. 8131;
2021, N 43, cT. 7258), npukasbiBato:

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

Mopsaok odopMneHnst peuenTypHbiXx GfaHKOB Ha fekapCTBeHHble MpenapaTthl, UX ydYeTa U XpaHeHus
cornacHo npunoxeHuo N 3;

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

nOpﬂﬂ,OK M3roToBlEHNUA, pacnpegeneHnd, permctpauummn, ydveta n XpaHeHuda peuentoB, coepiXKawnx
Ha3Ha4vyeHne HapKOTU4YeCKMX cpencTB U NCUXOTPOMNHbLIX BELWECTB COrfacHO NpunoXXeHuw N 5;

MpaBuna oopMIeHNa PeLenToB, Coaep)allux HasHauyeHne HapKOTUYECKUX CPEACTB WM MCUXOTPOMHBLIX
BEeLLEeCTB, B TOM yncre B (hopMe 3NeKTPOHHbIX JOKYMEHTOB cornacHo npunoxexuio N 6.

2. MpusHaTb yTpaTUBLLMMK CUNY:

npukad MwHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®depepaumm ot 1 aerycta 2012 r. N 54H "O6
yTBEPXAEHUN POpMbl BNaHKOB peLLenToB, coaepKallux HasHavYeHne HapKOTUYECKUX CPEACTB UIN NMCUXOTPOMHbIX
BELLECTB, Mopsigka MX W3rOTOBMEHMWS, pacnpefeneHns, peructpaumu, ydeta M XpaHeHusl, a Takke MpaBur
odopmneHus" (3apernctpuposaH MuHucTepcTtBoM toctuuumn Poccuiickon ®depepaumm 15 asrycta 2012 r.,
pernctpaunoHHbin N 25190);

npuka3 MuHucTepcTea 3gpaBooxpaHeHust Poccuiickon ®egepaumm ot 30 mnoHst 2015 r. N 385H "O BHeceHumn
n3mMeHeHn B npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickonn ®epepauum ot 1 aBrycta 2012 r. N 54H "O6
yTBEPXAEHUN (hopMbl BNaHKOB peuenToB, CoAepXallx Ha3HaYeHUe HapKOTUYECKUX CPEACTB UMM NCUXOTPOMHBbIX
BELLEeCTB, MNopsaka WX W3roTOBMEHUS, pacnpefeneHuns, perucTpaumm, ydeta U XpaHeHusi, a Takke npasun
odopmneHus" (3apeructpuposaH MuHuctepctBom toctuumm Poccuiickon ®epepaumm 27 Hosbpa 2015 r.,
pernctpaunoHHbin N 39868);



npukasd MuHucTepcTBa 3apaBooxpaHeHust Poccuiickon ®epepauum ot 21 anpens 2016 r. N 254H "O
BHECEHMM N3MEHEHMUI B Npuka3 MuHuctepcTBa 3gpaBooxpaHeHusi Poccuiickon ®egepaumm ot 20 gekadbpsa 2012 r.
N 1175H "O6 yTBEpPXAEHMUM MOPsiAKka Ha3HaA4YeHMS U BbINUCbIBAHMS JIEKAPCTBEHHbLIX NMpenapaToB, a Takke Popm
peLenTypHbIX BraHKOB Ha NekapcTBEHHblE npenaparbl, nopsaka oPopMNIeHNs ykasaHHbIX BraHKoB, UX ydeTta u
xpaHeHusa" n npunoxeHue N 2 k npukasdy MuHuctepcTtea 3gpaBooxpaHeHus Poccuickon ®epepauum ot 1 aBrycra
2012 r. N 541 "O6 yTtBepxaeHun dhopmbl 6NaHKOB peLenToB, COAEPXKALUNX HA3HAYEHNE HAPKOTUYECKMX CPeacTs
UNU NCUXOTPOMHBIX BELLECTB, NOPSAKAa WX M3rOTOBMEHWSs, pacnpefeneHus, perncrpaumu, ydyeta u xpaHeHus, a
Takke npasun odopmneHuns” (3apernctpmposaH MuHuctepcTeom toctuumm Poccuinckon depepaumm 18 niona 2016
r., peructpaumoHHbii N 42887);

NMYHKT 4 W3MEHEHW, KOTOpble BHOCSTCS B HEKOTOpble npukasbl MuHUCTEpCTBaA 34paBOOXPAHEHUs U
coumanbsHoro passutna Poccuinckon ®epepaunn n MmnHnctepcrTea 3gpaBooxpaHeHus Poccunckon degepaumm no
BoMpocaMm o0palleHnsi NeKapCTBEHHbIX MpenapaTtoB, COAEpPXalUMX HapPKOTUYECKME CpeacTBa, MCUXOTPOMHbLIE
BeLleCcTBa M WX MPEKYpCopbl, U NEKapCTBEHHbIX CPEACTB, NoAanexalumx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy,
YyTBEPXAEHHbIX nNpuka3oM MuHucTepctBa 3gpasooxpaHeHuss Poccumnckon ®epepaummn ot 31 oktabpsa 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBom toctuuumn Poccuiickon ®epepaumn 9 aHBapsa 2018 r., pernctpaumoHHbI
N 49561);

npukas MuHucTtepcTBa 3gpasooxpaHeHuss Poccuinckon depepaumm ot 11 gekabpsa 2019 r. N 10211 "O
BHECEHMM M3MeHeHun B npunoxenms N 2 u 4 Kk npukasy MuHuCTepcTBa 3gpaBoOxXpaHeHus Poccumnckon
depepaumm ot 1 aBrycta 2012 r. N 541 "O6 yTBepxaeHun bopMbl 6NaHKOB peLENTOB, codepXKallmMx Ha3HavYeHne
HapKOTMYECKUX CPEACTB UMM NCUXOTPOMHBLIX BELLECTB, MOPSAKa NX M3rOTOBMEHMUS, pacnpeaeneHns, pernctpaumm,
yyeTa U XpaHeHus, a Takke npasun odopmnenns" (3apermctpmpoBaH MuHuCTepcTBOM tocTMuuKM Poccuiickon
depepauymu 28 aueapsa 2020 r., peructpaumnoHHbin N 57293);

npukas MuHucTtepctBa 3gpaBooxpaHeHus Poccuiickon ®egepauun ot 8 oktabpa 2020 r. N 10761 "O
BHECEHUM M3MeHeHun B [lopsigok peructpauum, ydeta U XpaHeHus chneuunanbHbiX peLenTypHbiX OnaHkoB Ha
HapKoTMYeckMe cpeactBa WM NCUXOTPOMHbIE  BELLeCcTBa, YTBEPXKAEHHbIM  Mpuka3om  MwuHucTepcTBa
3apaBooxpaHeHnss Poccuiickon ®epepaummn ot 1 asrycta 2012 r. N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
toctuuumn Poccuniickon ®epepaumm 13 Hosi6ps 2020 r., permctpaumoHHbii N 60898);

npukas MwuHucTepctBa 3gpaBooxpaHeHuns Poccunckon Pepepaumm ot 14 ausBaps 2019 r. N 4H "O6
YTBEPXKAEHUN MOpsigKa Ha3HayYeHUsl JIeKapCTBEHHbIX MpenapaToB, OPM peuenTypHbiX OnaHKoB Ha
nekapcTBeHHbIe NpenapaTbl, Nopsaka opopMIeHUs ykadaHHbIX OMaHKoB, NX y4eTa 1 XpaHeHusa" (3apernctpmpoBaH
MuHucTepcTBoM tocTrunmn Poccuiickon ®epepauun 26 mapta 2019 r., pernctpaunoHHbin N 54173);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon depepaummn ot 11 gekabps 2019 r. N 10221 "O
BHECEHMW u3MeHeHu B npuka3 MuHucTepcTBa 3gpasooxpaHeHuns Poccuickon ®epepauun ot 14 ausapsa 2019 r.
N 4H "O6 yTBepxaeHuM nopsaka HasHaYeHWs NeKkapCTBEHHbIX npenapaTtoB, opm peuenTypHbiX OnaHKoB Ha
nekapcTBeHHble npenapaTbl, nopsgka opopMneHns ykasaHHbIX 6MaHKoB, NX ydeTa n xpaHeHusa" (3apermcTpmpoBaH
MuHucTepcTBom tocTuumm Poccuinckon ®egepauun 28 ausaps 2020 r., pernctpaunoHHbin N 57292);

npukas MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickonn ®egepaumm ot 8 oktabps 2020 r. N 1075H "O
BHECEHUM U3MEHEHW/ B MOPSOOK Ha3HAYeHUs feKkapCTBEHHbIX MNpenapaToB, YTBEPXAEHHbI NpuKasoM
MwuHncTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm oT 14 sauBaps 2019 r. N 4H" (3apernctpmpoBaH
MwuHncTepcTBoM tocTnumm Poccunckon ®epepaunm 22 aekabps 2020 r., peructpauymnoHHsin N 61695);

NyHKT 3.8 VIHCTpyKUMM O NOpsiAKke BbIMUCBIBAHUSA NIEKAPCTBEHHbIX NpenapatoB U 0QOpMIIEHMs PeLEenToB U
TpeboBaHW-HakNagHbIX, YTBEPXKAEHHOW NMpukasom MuHMCTepCcTBa 34paBOOXPAHEHUS M COLMANbHOIO pasBUTKSA
Poccunckon ®eagepauum ot 12 dpespansa 2007 r. N 110 "O nopsigke HasHa4YeHUs1 1 BbINUCbIBAHUSA NEKAPCTBEHHbLIX
npenapaToB, W3Oenuid MEOMUUHCKOrO HasHayeHuWst U Crneumanu3upoBaHHbIX MNPOOYKTOB nevyebHoro nutaHus"
(3apeructpupoBaH MuHuctepcteoM toctuumm Poccuinckon ®epepaummn 27 anpensa 2007 r., permctpauynoHHbsii N
9364);

npukaz MuHuCTepcTBa 34paBoOOXpaHeHus M coumanbHoro passutus Poccuiickon ®epepaummn ot 17 mas
2012 r. N 5621 "O6 ytBepxgeHuun lMopsigka oTnycka OU3MYECKMM NMuaM JfiekapCTBEHHbLIX MpenapaToB AN
MEOMLMHCKOrO MPUMEHEHUs1, COAepXaliux Kpome MarbiX KONMUYECTB HapKOTUYECKUX CPEACTB, MCUXOTPOMHBLIX
BELIECTB W UX MPEeKypcopoB Apyrme apmakoriorndeckue akTuMBHble BellecTBa" (3apermcTpumposaH
MuHuctepcTBoMm tocTuummn Poccunckon ®epepaunm 1 noHa 2012 r., pernctpaumoHHsin N 24438);

NYHKT 2 W3MEeHeHUn, KOTOpble BHOCATCA B HEKOTOpble NpPUKasbl MI/IHI/ICTepCTBa 30paBooOXpaHeHna wu



coumnaneHoro passuTtusi Poccuiickon depepaunn, yTBEPXKAEHHbIX MpuKa3om MwuHWUCTepcTBa 340paBOOXpaHEHUs
Poccuiickon ®epepaumm ot 10 uroHa 2013 r. N 369H (3apernctpmpoBaH MUHUCTEPCTBOM toCcTULMM Poccuinckom
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 (PU3NMYECKMM nvLaM fneKapCTBEHHbIX npenapaTtoB Ans MeAWLMHCKOro
NPUMEHEHMWS!, CoOepXalUMX KpoMe MarblX KONMYECTB HApKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELEeCTB U UX
MPeKypcopoB Apyrme ¢apmakofiormieckme akTVBHble BeLLecTBa, YTBEPXKOEHHbIM npuka3oMm MwuHucTepcTBa
34paBoOXpaHeHns n counanbHoro passutus Poccunckon ®Pepepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcTeom toctuumm Poccuinckon ®epepaummn 10 ceHTabpsa 2014 r., permctpaunoHHbiin N
34024);

NyHKT 1 W3MEHEHWW, KOTOpble BHOCSTCA B HEKOTOpble Mpukasbl MwuHMUCTEpCTBa 34paBOOXPaHEHMS U
coumanbHoro passutusa Poccuickon depepaumm n MuHuctepctBa 3gpaBooxpaHeHus Poccuinckon depepauun,
YyTBEPXAEHHbIX Mpuka3om MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaummn ot 10 ceHtabps 2015 r. N
634H (3apeructpupoBaH MwuHucTepcTBoM tocTuumm  Poccuiickon  ®epepauum 30 ceHTsiopa 2015 .,
permctpaumoHHbin N 39063);

NyHKT 3 W3MEHEHWW, KOTOpble BHOCSITCA B HEKOTOpble Mpukasbl MwuHMCTEpCTBa 34paBOOXPaHEHMS U
coumnansHoro passutusa Poccurickon ®egepaummn n MuHmuctepcTsa 3gpaBooxpaHeHus Poccuiickon egepaumm no
BONpocaM obpalleHus fnekapCTBEHHbIX NpenapaToB, COAepXaluMX HapKOTU4eCkue CpeacTBa, MCUMXOTPOMHbIe
BELleCTBa M UX MPEKypCOpOB, M NEKapCTBEHHbIX CPeacTB, MoAanexalmx npeamMeTHO-KONMYECTBEHHOMY Y4yeTy,
YTBEPXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHunss Poccunckon ®egepaumm ot 31 oktabpsa 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBom octuumm Poccuiickon ®epepauun 9 aHeapsa 2018 r., perucTpaumoHHbIN
N 49561).

3. PeuentypHble 6naHkn cdopmbl N 107/y-HI1, M3roToBneHHble 0O AHS BCTYMNEHUS B CUIY HaCTOSILLEro
npukasa, moryTt 6biTb ucnonb3osaHbl 4o 1 mapTa 2023 roga.

4. HactoAwun npukas Bctynaet B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r.

MwuHuncTp
M.A.MYPALLKO

Mpunoxexne N 1

K npuka3y MuHucTepcTBa 30paBoOXpaHEHNS
Poccuiickon ®eaepaunn

oT 24 Hos16pst 2021 1. N 1094H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wKre nonoxeHus

1. HasHayeHve nekapcTBEHHbIX MpenapaTtoB Afs MEeAWUMHCKOro MpUMEHeHus (Janee - nekapcTBEHHble
npenapaTbl) OCYLECTBNSETCA NevyawuM BpayoMm, (enbalepoM, aKylepkon B Criydyae BO3MOXEHWS Ha HUX
MOMTHOMOYMI fevallero Bpaya, Mpy OKaszaHUM MEeOMUUHCKOM MOMOLWM B MEOULMHCKMX opraHu3aumsx <1>, B
nopsiike, YCTaHOBMEHHOM npukasoM MuHMCTepcTBa 34paBOOXPaHEHMs U coumanbHoro passuTua Poccuiickon
®epepaumn ot 23 mapta 2012 r. N 2521 "O6 yTBepxaeHuu opsigka BO3NOXEHUA Ha denbawepa, akylepky
pykoBoauTENemM MeAMLUHCKON opraHu3aumm Nnpyu opraHnsaunm okasaHus NnepBUYHON MEeAMKO-CaHUTapHOW NOMOLLM
N CKOPOW MEOMUMHCKON MNOMOLLM OTAEeNbHbIX (DYHKUMA nevallero Bpaya Mo HenocpefncTBEHHOMY OKa3aHMWIo
MEeAMLMHCKOW NMOMOLLM MauueHTy B nepuog HabnoaeHns 3a HAM U ero fievyeHusl, B TOM Yucne no HasHavyeHuo un
NPUMEHEHUIO NTeKapCTBEHHbIX NpenapaTos, BKIOYas HAPKOTUYECKME NeKkapCTBEHHbIE NpenapaThl Y NCUXOTPONHbIE
nekapcTBeHHble npenapatbl” <2>, MHOUBMAYarNbHLIMU MpeanpuHUMaTENs MK, OCYLLUECTBAAWUMN MEONLIMHCKYIO
AeaTenbHOCTb (Janee - MeamuuHcKkme paboTHUKNK).




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

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

MeavumHcKknin paboTHMK, OChOPMMBLLMIA PEeLEenT C HapyLUeHWEM HacTOsILLEero rnopsigka, UM pykoBOAUTESb
MeOVLMHCKOM opraHu3auun obecrneymBaloT CBOEBpEMeHHOe fepeodopMrieHme TpebyeMoro aAns nauveHTa
peuenTa.

2. CBegeHnss 0 HasHa4YeHHOM NeKapCTBEHHOM npenapaTte (HanmeHOBaHWe NekapCTBEHHOro npenaparta,
O03MpOBKa, Ccnocob BBeOEHWS W NPUMEHEHUS, PEXMM [O3UPOBaHMS, MNPOOOIDKUTENBHOCTE NEeYeHUs U
00OCHOBaHWE Ha3Ha4YeHWUs1 NEeKapCTBEHHOro npenapaTta) BHOCATCA MEOUUMHCKUM pabOTHWKOM B MEOMLIMHCKYH
OOKYMEHTaUMIo naumeHTa.

B cnyuyasix, ykasaHHbIXx B nyHktax 8 - 11 Hactosiwero lMopsiaka, MeguuUHCKMA paboTHWMK, Ha3HaYMBLUWIA
nekapCcTBeHHbIN npenapart, odopmnseT HasHavyeHne neKapCTBEHHbIX MpenapaToB, B TOM 4YucCre MoAnexalimx
N3roTOBMEHWNIO N OTMNYCKY anTe4YHbIMW OpraHusaumsMun (ganee - nekapcTBEHHble npenapaTtbl UHAMBUOYaNbHOMo
N3roToBMeHus ), Ha peuenTypHoMm BnaHke, oOpMIIEHHOM Ha ByMaXKHOM HOcuTene 3a CBOeWn noanuceio (ganee -
peuent Ha GymMaxkHOM HocuTene), U (Unu) c cormacus nauueHTa WM ero 3aKkoHHOro npeactasuTens <3> Ha
peuenTtypHoM 6naHke B hopMe 3MEKTPOHHOro AOKYMEHTa C MCMOSb30BaHUEM YCUNEHHOW KBanuuumMpoBaHHOMN
3NEKTPOHHOW Noanucy MeguuuHCKoro paboTHuKa (ganee - peuenT B hOpMe 3MEKTPOHHOIO JOKYMEHTa).

<3> MyHkT 2 cTtaten 20 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epepauuu, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

Peuent B dopMe 3NeKTPOHHOrO [JOKYMEHTa, CogepXalui HasHavyeHWe HapKOTMYECKUX CPEACTB MUIK
MCUXOTPOMHbIX BELLECTB, MOAMUCLIBAETCA C WCMONb30BaHUEM YCUINEHHOW KBanvdULMPOBaHHOW 3MEeKTPOHHOM
NMOANUCKU Nevallero Bpada unu genbllepa, akyllepku, Ha KOTOpbIX BO3MOXEHbl PyHKUUM nedvallero Bpadya, M
COOTBETCTBYIOLLEN MEAULIMHCKON OpraHn3aumm <4>.

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

OdopmneHue peuentoB B OPME IMEKTPOHHbLIX AOKYMEHTOB OCYLLECTBMSETCA B Clydae MnpuHATUS
YMOSTHOMOYEHHbLIM OpraHOM WCMOMHMTENbHOW Briactu cybbekta Poccuinckon Pepepaumm B COOTBETCTBUM C
nyHKTOM 4 cTtaTbn 6 PepepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 obGpalleHnn NekapCTBEHHbIX
cpeactB" <5> peweHnss o6 wncnonb3oBaHMM Ha Tepputopum cybbekta Poccuickon Pepepauumn Hapsgy cC
peuenTaMyM Ha JeKapCTBEHHble MpenapaTbl, OMOPMIEHHBIMW Ha OyMaxHOM HocuTene, peuenTtoB Ha
nekapcTBeHHble npenapaTbl, CHOPMUPOBAHHbBIX B (POPME SNEKTPOHHbBIX JOKYMEHTOB.

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

3. Mpu BbINMCKE nauueHTa M3 MEOULMHCKOW OpraHvM3aumy, B KOTOPOW eMy oOkasblBanacb MeAuLMHCKas
NMOMOLLb B CTaUMOHAPHbIX YCINOBUSAX, NPU HEOOXOAMMOCTM MPOAOIHKEHUS NPUEMa NEKAPCTBEHHOrO npenapara B
aMOynaTopHbIX YCMNOBUSAX [AHHOMY MaUWEHTY MO pPEeLIeHN0 pPYKOBOAMTENS MEAWLMHCKOW opraHu3aumnm
Ha3HayalTCcHa ¢ ohopmneHnem pelenTta B opMe 3MNEKTPOHHOro AOKYMeHTa U (Mnn) Ha BymaxHoM HocuTene (3a
ncknioveHmeM oopMreHns peLenToB Ha NekapCTBEHHbIE Npenaparbl, nognexalue oTnycky 6ecnnartHo unum co
CKuakon) nmbo BblgaloTcs (MauMeHTy UM ero 3aKOHHOMY NPeACTaBUTEN0) OAHOBPEMEHHO C BbIMUCKOW U3 UCTOPUK
GonesHn nekapcTBeHHbIE Npenaparbl, B TOM YUCIE HAPKOTUYECKME N NMCUXOTPONHbIE NIEKAPCTBEHHbIE Npenaparhbl,
BHeceHHble B cnuckn |l n Il nepeyHs HapKOTMYECKMX CpencTB, MCUXOTPOMHbLIX BELECTB M UX MPEKYpCOpoB,



nognexawmx koHTponto B Poccunckon depepaummn, ytBepxaeHHoro lNMpasutensctBom Poccuickon deaepauum
<6> (panee - lepe4veHb), CUNbHOOENCTBYIOLUNE FIEKAPCTBEHHLIE Mpenapartbl, Ha CPOK MpMemMa naunmeHToM Ao 5
JHen.

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

4. HasHayeHve nekapCTBEHHbLIX MpenapaToB MPU OKasaHUM MEeOULMHCKOM MOMOLLM B CTaLMOHapPHbIX
YCINOBUSIX MOXET OCYLLEeCTBNATLCA MOCPEACTBOM TpeboBaHWA MEeOUUMHCKOW opraHv3auuu, HanpabfsieMblX B
anTeyHble opraHusauun, ABMSIIOLWMECH CTPYKTYPHBIMY NoapasfeneHnsaMm MeguumHCKon opraHmMsaummn. <7>

<7> TlyHkT 54 ctaTbm 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHumn
nekapctBeHHbIX cpeacts” (CobpaHume 3akoHogaTenscTBa Poccuiickon ®egepaumm, 2010, N 16, cT. 1815; 2019, N
31, cT1. 4456) (panee - ®egepanbHbin 3akoH N 61-03).

5. HasHayeHMe nekapCTBEHHbIX MpenapaTtoB  OCYLIEeCTBNAETCA MEAUUMHCKMM  pPaboTHMKOM  no
MEXOYHapOAHOMY HENaTEeHTOBAHHOMY HaMMEHOBaHWIO, a npu ero OTCYTCTBUM - T[PYMMNUPOBOYHOMY UMK
XUMMYECKOMY HauMMeHOBaHWIO. B crnyyae OTCYTCTBMS MeEXAyHapo4HOro HenaTeHTOBAHHOrO HauMEHOBaHWS U
rPyNnnNUPOBOYHOIO WM XMMWYECKOrO HaMMEHOBaHWS JNEKapCTBEHHOro npenapaTta feKkapCTBEHHbIM npenapaT
Ha3Ha4YaeTcsd MeAUUMHCKMM paboTHMKOM MO TOProBOMY HaumMeHoBaHMWIO. Mpy HanNM4Mu MeguLUHCKUX MoKasaHun
(vHomBMAyanbHast HENepeHoCMMOCTb, MO JKM3HEHHbIM MOKa3aHWsiM) MO peLUeHuo BpavebHOW  kommuccum
MEANLNHCKOW oOpraHmsauumnm <8> ocCyLlecTBMASIETCA Ha3HadeHne u 0dopMSIEHME Ha3HAYEHMUSI NEeKapCTBEHHbIX
npenapaToB, HE BXOASLWUX B CTaHAApPTbl MEAULMHCKOM NOMOLLK, pa3paboTaHHble B COOTBETCTBUM C MyHKTOM 14
ctaten 37 PepepanbHoro 3akoHa N 323-®3 <9>, unn He nNpegyCcMOTPEHHbIX COOTBETCTBYIOLEN KIMHUYECKOW
pekoMmeHaaumen, nmbo no TOpProBbiM HauUMeHoBaHMAM. PelleHne BpavyebHOM KOMWCCUMM  MEAWLMHCKOMN
opraHusaumm omKcupyeTcs B MEOULMHCKON JOKYMEHTaUuM NaumMeHTa u B XXypHane BpadebHOn KoMMccum.

<8> [Npuka3 MuHMCTEpCTBa 30paBOOXPaHEHNS U coumnanbHoro pas3sntna Poccuinckon ®eagepauumn ot 5 mas
2012 r. N 5021 "O6 yTtBepxgeHun nopsgka co3gaHus U OeATenbHOCTM BpavyebHOM KOMUCCUWU MEeOULMHCKOW
opraHusaumn" (3apernctpypoBaH MuHuctepctBom toctuumm  Poccuinckon ®depepaumm 9 wuoHs 2012 r,
pernctpaumoHHein N 24516) ¢ wu3MeHeHWs MK, BHECEHHbIMM npuka3om MwuHucTepcTBa 34paBOOXpaHEHUs
Poccuickon ®eagepaunn ot 2 gekabpsa 2013 r. N 886H (3apermctpupoaH MuHuctepctsom ocTrumm Poccunckon
®epnepaumu 23 gekabpsa 2013 r., pernctpaumnoHHsii N 30714).

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

Ecnv npu okasaHuuM nauueHTy MeauUUMHCKOW MOMOLM B MEeOWLMHCKON OpraHvM3auuMm B CTalMOHapHbIX
YCMNOBUSAX MO PEeLUeHN0 BpayebHOM KOMUCCUM OCYLLECTBIISAIOTCA HasHayeHne U MpUMeHeHUe neKapCTBEeHHOro
npenapaTta C KOHKPETHbIM TOProBbIM HaVMeHOBaHMEM, TO TMpPU OKasaHWM [OaHHOMY MNauWeHTy MeOULUHCKOW
MOMOLUM B WMHOW MEeOULIMHCKOM opraHusauuy B CTaUMOHapHbIX YCIOBUSX, a Takke B ambynaTopHbIX YCINOBUSAX
OCYLLIECTBNAETCA Ha3HaYeHne eMy ekapCTBEHHOro npenapara ¢ TeM Xe TOproBbiM HauMeHoBaHueM <10>.

<10> lMyHkT 2 noctaHoBneHus lMpasutenscrea Poccuiickon ®epepauun ot 30.06.2020 N 965 "O BHeceHun
nameHeHn B lNMpaBuna opMMpoBaHUS MEPEYHs NIEKAaPCTBEHHbIX CPEACTB, 3aKymnKka KOTOPbIX OCYLLECTBISETCS B
COOTBETCTBMM C UX TOPrOBbIMW HAUMEHOBaAHUSIMU, U O NMPUMEHEHMUM NEKapPCTBEHHbLIX NpenapaToB ¢ KOHKPETHbIMU
TOoproBbiMu HanmeHoBaHuaMN" (CobpaHue 3akoHopaTenscTBa Poccunckon ®epepaumu, 2020, N 28, cT. 4422).

6. HasHaueHue nekapcTBeHHOro npenapaTta B peuente Ha GymMakHOM HocuTene Wnu peuenTte B opme
3MEKTPOHHOro [OOKyMeHTa OMOopMNSAeTCA Ha WMMS nauveHTa, AN KOTOPOro npedHasHayeH nekapCTBEHHbII
npenapar.

Peuent Ha OymaxxHOM HocuTene, 0oOpMIIEHHbIN Ha peuenTypHoM 6raHke doopm N 107/y-HI, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXOAEHHbIX HACTOAWMM MPUKA3OM, MOXeT ObiTb MOfy4YeH NauueHToM, €ero



3aKOHHbIM MpeAcTaBUTENEM WKW  NULOM, MMELWMM OMOPMIIEHHYID B COOTBETCTBUM C  TPAXOAHCKUM
3akoHopaTenbcTBOM Poccuiickon Pefepaumm OOBEPEHHOCTbL OT NauMeHTa Ha NpaBo MNOJSyYeHUs Takoro pelenTta
(oanee - ynonmHOMOYEHHOE NL).

MpencraBneHne OOBEPEHHOCTU He TpeGyeTca B criydae NonyyeHusl peuenTa Ha rnekapCcTBeHHbIN npenapaT
Ans nHkypabenbHoro 6onbHOTO Ha 3aBepLualolleM 3Tane ero XW3HU NULIOM, OCYLLECTBSAIOWMM YyXoa4 33 Takum
MHKypabernbHbIM GONbHLIM. B Takom criyyae MeaWUMHCKMIA pabOTHUK BblgaeT WLy, OCYLLECTBASIOWEMY yXxo[ 3a
MHKypabernbHbIM GONbHbIM, AOKYMEHT, MOATBEPXAAWLWMIA WHKYpabenbHOe COCTOsiHME GOJbHOro, coaepKalluii
CBedeHusa o nuue, koTopoe ByaeT nonyyaTb JiekapCTBEHHbIe Mpenapatbl No peuenTy (Pamunusl, UMsi, OTYECTBO
(nocnegHee - Npy Hanuyuu), BUA, cepust U (UNM) HOMep AOKYMEHTa, YAOCTOBEPSIOLErO JIMYHOCTL), 3aBEPEHHbIN
noANUCLIO U NeYaTbio 4aHHOTO MeAMUMHCKOro paboTHMKa, a Takke neyaTbio MEAMLMHCKOW OpraHusaLmu.

[oKyMeHT, noaTeepXaatoLLmin nHKypabenbHoe CoCcTosiHNe BOMbHOro, OCTaeTCs B anTeYHON opraHm3aLun.
Peuent B dopme 3NeKTPOHHOIO AOKYMeHTa OopMUpYyeTCs C MCMONb30BaHWEM rOCy4apCTBEHHON

MHopMaUunoHHON cucTteMbl B cdepe 3apaBooxpaHeHusi cyobekta Poccuiickon Peagepaumv, MeAULMHCKON
MHOPMALIMOHHON CUCTEMbI MEOULIMHCKOWN opraHn3aumm <11>.

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

dakT Bblgaun peuenta Ha NeKapCTBEHHbIV MpenapaTt 3akOHHOMY MPEeACTaBUTEN0 UMK YNONTHOMOYEHHOMY
nmuy pmkenpyeTcs B MEONLIMHCKON OKYMEHTALMN NaumeHTa.

7. MeavuuHckum paboTHMKaM 3anpeliaeTcd odopMmnaTe peuenTbl MNP OTCYTCTBUM Yy NauMeHTa
MEOVLIMHCKUX MOKa3aHWi; Ha He3aperncTpupoBaHHble NeKapCTBeHHble npenapatbl <12>; Ha nekapCTBEHHble
npenapatbl, KOTOpble B COOTBETCTBUM C MHCTPYKUMEN MO MeOMLMHCKOMY MNPUMEHEHWUIO MNpedHasHayeHbl Ans
NPUMEHEHMs] TOMbKO B MEOMLIMHCKUX OpraHu3auusix; Ha HapKoOTMYecKue CpeacTBa U MCMXOTPOMHbIE BELLEeCcTBa,
BHeceHHble B crucok |l lMepeyHsi, 3aperucTpupoBaHHble B KayecTBe NeKapCTBEHHbIX NpenapaToB, B LEnsix
NpYMEeHEeHWs1 ANs NeYyeHns HapKoMaHuu.

<12> PeweHune CoseTa EBpasunckon skoHoMuyeckon kommuccmum ot 3 Hosbpa 2016 r. N 78 "O lNpasunax
peructpaumMm M 3KCMepTU3bl NEKAapCTBEHHBIX CPEACTB AN MEeOUUMHCKOrO MpuMeHeHus" (ouumanbHbii canT
EBpasuiickoro akoHommu4yeckoro cotosa http://www.eaeunion.org/, 21 Hosi6psa 2016 r.). Ctatea 13 PepepanbHoro
3akoHa N 61-®3 (CobpaHune 3akoHogaTtenscTBa Poccunckon ®egepaunm, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

MHouBmayanbHbIM NpeanpuHUMaTensm, OCyLLEeCTBSOWMM MEANLNHCKYIO AeATEeNbHOCTb, AONOMHUTENBHO K
TpeboBaHMAM, yka3aHHbIM B ab3aue MNepBOM HaCTOSLWEro MnyHKTa, 3anpeliaeTca odgopmnsTe peuenTtbl Ha
HapKoTMYeckMe CpeacTBa W MCMXOTPOMHbIE BewecTBa, BHeceHHble B cnucku Il m 1l MNepeyHs (panee -
HapKOTUYECKME M NCUXOTPONHbIE NekapcTBeHHbIe npenapaTtbl cnuckos Il u Il MNepeyHs).

8. MNpn Ha3HayYeHMU HapKOTUYECKUX U MCUXOTPOMHBLIX NeKapcTBEHHbIX npenapatoB cnucka |l MNepeyHs, 3a
WCKNIOYEHMEM IeKapCTBEHHbIX MpenapaTtoB B BWAe TpaHCAepMarnbHbIX TepaneBTUYECKMX CcucteM #
neKkapcTBEHHbIX npenapaTos, cofepallnx HapKoTU4eckoe CPedcTBO B COMETaHWMM C aHTarOHUCTOM OMUOUAHbLIX
peLenTopoB, peuenTbl Ha BymaxHOM HocuTene oopMnsTCH Ha peuenTypHoM GraHke dopmbl N 107/y-HIT.

9. PeuenTtypHbin 6naHk popmbl N 148-1/y-88 ocopmnaeTca npu HasHavYeHUN:
1) HapKOoTMYEeCKMX U MNCUMXOTPONHBLIX feKapCTBEHHbIX npenapatoB cnucka Il lMepeyHa B  Buge
TpaHcAepMarbHbIX TepaneBTUYECKUX CUCTEM, HaApPKOTUYECKUX NekapCTBEHHbIX npenapatoB cnucka Il MNepeyns,

coAepXalmx HapkoTU4eCcKoe CpeacTBO B COYETAHMM C @HTArOHMCTOM OMMOMAHBLIX PELIENTOPOB, MCUXOTPOMHBLIX
nekapcTBeHHbIX npenapatos cnucka lll MNMepeyHs;

2) KOMBVHMPOBaHHbIX NTEKAPCTBEHHBIX NPenapaToB, CoAepXKaLLUX:

a) KoevH unu ero conu (B NepecyeTe Ha YNCTOE BeLlecTBO) B konnyectse o 20 Mr BKMOUUTENBHO (Ha 1
003y TBEPAOW NekapcTBeHHOM hopMmbl) unu B konudectse 4o 200 mr BkntountensHo (Ha 100 mn unm 100 r xxunakon



neKkapcTBEeHHOWM hopMbl ANt BHYTPEHHEro NpUMeHeHust);

0) nceegoadenpuHa rmagpoxnopug B Konnyectee, npesbiwatowem 30 mr, n go 60 Mr BkoUUTENBHO (Ha 1
003y TBEpPAOoK fnekapcTBEHHON hOpMbl);

B) ncespoadeapuvHa rmapoxnopua B komnudecTtse, npesbiwatowem 30 mr, 1 go 60 Mr BKMOYUTENBHO B
coyeTaHuM C JekcTpomeTopdaHoMm rnapobpommnaom B KonmyecTBe, npesblwatowem 10 mr, 1 go 30 wmr
BKITOUNTENBHO (Ha 1 403y TBepaon NekapCTBEHHON hopMbl);

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

4) adbenpuHa rugpoxnopug B konnyectse, npesbiwatowiem 100 mr, n go 300 mr BknountensHo (Ha 100 mn
unu 100 r XXnakor neKkapCTBEHHON POPMbl AN BHYTPEHHErO NPUMEHEHUS);

e) acbegpuHa rmgpoxnopug B konmyectBe o 50 mr BknouMTenbHO (Ha 1 J03y TBEPAOW NEKapCTBEHHOMN
opMmbi);

X) deHunnponaHonaMuvH B KONMuM4YecTBe [0 75 Mr BKNHOYMTENbHO (Ha 1 [03y TBEpAOW NEeKapCTBEHHOW
dopmbl) unu go 300 mr BkntountensHo (Ha 100 mn nnm 100 1 XnOKoW NekapcTBEHHOW POPMbI A1 BHYTPEHHETO
NPUMEHEHNS);

3) peHobapbutan B konudecTBe A0 15 Mr BKMHOYUTENBHO B COYETAHUM C KOOEUHOM (UM €ro consimMm)
He3aBMCMMO OT Konu4yecTsa (Ha 1 go3y TBepAoun NekapCcTBEHHOW POPMbI);

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, u go 20 mr BknounTensHo (Ha 1 o3y TBepaov
nekapcTBEeHHON opMbl);

3) nekapcTBeHHbIX NpenapaToB WHAUBUAYaNbHOrO W3roTOBIIEHWUs, COAepXalluxX HapKoTU4Yeckoe cpeicTBO
UnNu ncnxoTporiHoe BellecTBo cnucka |l MNepeuna, u gpyrne dpapmakonormyeckMe akTMBHbIE BeELLECTBa B JO3e, He
npeBblLLatoLen BbiCLUYI0 pa3oBylo A03Y, U NPU YCNOBMU, YTO 3TOT KOMOUHMPOBAaHHLIN NEeKapCTBEHHbIN nNpenapar
He sIBIieTCA HapKOTUYECKMM UMK NCUXOTPONNHBIM NeKapCTBEHHbIM npenapaTtom cnucka Il MNepeyHs;

4) nekapCTBEHHbIX NpenapaToB, BKMYEHHbIX B MepevYeHb feKapCTBEHHbIX CpeacTB ANs MeAULMHCKOro
NPUMEHEHWs, MoANexalmx npeaMeTHO-KONMYECTBEHHOMY Y4eTy (danee - feKkapcTBeHHble npenaparhbl,
BKIOYEHHble B nepedeHb MKY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHus [lpaBuTtenbctBa Poccuiickon ®egepauum o1
19.06.2012 N 608 "O6 ytBepxaeHun MonoxeHus o MuHucTepcTBe 34paBooxpaHeHus Poccunckon depepaummn”
(oanee - MonoxeHue o Munnctepctee) (CobpaHne 3akoHogaTenbcTBa Poccunckon ®enepauun, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbii GnaHk ¢opmbl N 148-1/y-04(n) odopmniseTcsa MNpu Ha3HaYeHUW NEeKapCTBEHHbIX
npenapaTtoB rpaxgaHam, MMelLMM npaBO Ha ©OecnnaTtHoe MonyvyeHue JeKapCTBEHHbIX NpenapaTtoB Wnv
nony4eHne feKkapCTBEHHbIX NPenapaToB CO CKUOKOMN.

11. PeuentypHbinn 6naHk popmbl N 107-1/y odhopmnaeTcs npy HasHa4YeHUu:

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

2) KOMBUHMPOBAHHbIX NTEKAPCTBEHHBIX MPENAPaToOB, CoAepXKalLLuX:

a) protamMnHa rmgpoTtapTpaTt B Kosfim4yectee A0 5 Mr BKMOYUTENBLHO (Ha 1 0osy TBepp,0I7I J'IeKapCTBeHHOﬁ
opmbt);

0) adbempuHa rmagpoxnopug B konudectBe o 100 mr BkmtoumtensHo (Ha 100 mn wnm 100 1 xugkown
nekapcTBeHHoW oopMbl ANst BHYTPEHHETO NPUMEHEHNS);



B) ncesgoacdbedpuHa rMAapoxnopua B KonuyecTBe, He npesbiwatowem 30 mr (Ha 1 gosy TBepaowm
nekapcTBeHHOM OpMbl);

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

A) AekctpoMmeTopdaHa rmgpobpomug B Konuvectee, npesbiwatowem 10 mr, n go 30 mr BknrounTensHo (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 konuyectse Ao 20 Mr BKMHOYUTENBHO B COMETAHMM C 3ProTaMUMHOM TMAPOTAPTPaTOM
He3aBMCUMO OT KonM4yecTBa (Ha 1 403y TBepAoW NIeKapCTBEHHOWM OpMbl);

3) xnopamasenokcua B konmyectse Ao 10 Mr BkNounTenbHO (Ha 1 403y TBEPAON NEeKapCTBEHHOW (hOPMbI).

12. NMpwn Ha3Ha4YeHUn NekapCTBEHHOro NpenapaTa MHAMBMAYaNbHOro M3roTOBMEeHMs B peuenTte Ha ByMaxHoM
HocuTene u (nnu) peuente B POpMe SMEKTPOHHOMO [AOKYMEHTa HauMEHOBaHWA JleKapCTBEHHbIX CpeacTB
(BewecTB), BKOYEHHbIX B nepedveHb [1KY, ykasbiBawTcA B Havane peuenta, 3ateM - BCe OCTalbHble
WHrpeamneHThl.

13. MNpn HasHa4YeHUn nekapCTBEHHOro npenaparta B peuente Ha BymaxHOM HocuTene u (Mnu) peuenTe B
dopMe 3NEKTPOHHOIO [JOKYMeHTa 3anpellaeTcs npeBbiwaTtb KOMMYECTBO HAPKOTUYECKMX CPeacTB WU
MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbINMMCAHO B OAHOM peuenTe, ycTaHoBMneHHoe npunoxeHmem N 1 k
HacTosiweMmy Nopagky, 3a NCKNIYEHNEeM criydaeB, ykasaHHbIX B NyHKTax 15 1 24 Hactosuwero NMopsiaka.

14. Tpu HasHayeHUM nEeKapPCTBEHHbIX MpenapaToB, BKMOYEHHbIX B nepedveHb [MKY, posa koTopbix
npeBbllaeT BbICLUMIA OOHOKPATHLIA MpUeM, MeauUMHCKMA paboTHMK obo3HayaeT Jo3y 3TOro NekapCTBEHHOro
npenapaTa B peuente Ha OymMaxXHOM HOCUTENe MPOMUCbI0 C NPOCTaBfEHMEM BOCKIMLUATENbHOMO 3Haka u (unwm)
npocTaBnseT BOCKNMUaTeNbHbI 3HAK Npu opopmneHnn peuenta B hOpMe 3EKTPOHHOro OKyMeEHTa.

15. KonnyecTBo HasHa4YeHHbIX NeKapCTBEHHbIX MpenapaToB, BKMOYEHHbIX B nepeyeHb MKY, npu okasaHum
nauneHTaMm, HyxaalwmMMea B ANUTENbHOM NeYeHnn, NepBUYHON MEAMKO-CAHUTapPHON MOMOLLM WU NannmaTuBHOW
MeOULMHCKOM NMOMOLLUM MOXKET BblTb YBENUMYEHO C y4€TOM KIMHUYECKUX pekoMeHaauui He 6onee Yyem B 2 pasa no
CPaBHEHUIO C KONUYECTBOM HapKOTUYECKUX CPEACTB UIN NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET BbiTb BbINMCAHO
B OQHOM peLenTe, yCTaHOBMeHHbIM npunoxeHneM N 1 k HacTosilwemy MNopsaaky.

B cnyyasnx, npegycMOTpeHHbIX ab3auem nepBbiM HACTOSILLErO MyHKTa, Ha peLenTax Ha DymaxxHOM HocuTene
npousBogutca Hagnuck "o crneuwanbHOMY Ha3HAYeHWUK", OTAENbHO 3aBEPEHHAast MOAMUCLI0 MEOULMHCKOro
paboTHMKA W ne4yaTbld MeaUUMHCKOW opraHusauumn "[ns peuentoB”, Ha peuentax B dopMe 3MeKTPOHHOro
OOKyMeHTa npousBoautcs oTmeTka "[lo cneuywanbHOMY HasHayeHu" C  NpocTaBNEHWEM  YCUIEeHHOW
KBannuLMpoBaHHON 3NEKTPOHHON MNOANUCU MEAULIMHCKOrO paboTHUKA.

16. CocTaB nekapCTBEHHOrO npenapara, NiekapCTBeHHas hopma 1 obpalleHne MeanumHckoro paboTHMKa K
hapmaneBTMHeckoMy paboTHMKY 06 OTMyCKe nekapCTBEHHOro npenapara Ha BymaxHoOM HocuTene oopMnstoTcs
Ha NaTUHCKOM WM PYCCKOM A3blke B pPOOUTENBLHOM Majexe, 3a UCKIMHYeHNeM oopMIieHNs peLenToB B dopme
3MNEKTPOHHOTO JOKYMEHTA, OCYLLECTBIIIEMOrO Ha PYCCKOM SA3bIKe.

Mpu odopmneHnn peuenTypHbiX ONaHKOB AOMyckaeTcsl UCMOMb30BaHWE CokpalleHui (npunoxexHme N 2 k
HacToswemy Nopagky).

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

17. Cnocob npuMeHeHUs1 NekapCcTBEHHOrO npenaparta 0b03Ha4aeTcsl C yKasaHWeM NyTU BBEOEHUs, [03bl,
4YacToTbl, BPEMEHU NpUEMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M €ero ANIMTENbHOCTM, a AN NeKapCTBEHHbIX
npenapaToB, B3aMOAENCTBYIOLMX C NULLER, - BPEMEHU MX YNoTpebneHns OTHOCUTENbHO Npuema nuwm (4o eabl,
BO BpeMs efpl, nocne eapl).



18. lpn HeobBXoAMMOCTM HEMeANneHHOro WNM CPOYHOro (B TedeHue [AByx paboumx aHen) oTnycka
NeKkapCTBEHHOro npenapata nauuMeHTy B BEpXHeW 4YacTu peuenta Ha OymMakHOM HocuTene npocTaBnAlTCA
0bo3HayveHus "cito" (cpoyHo) unu "statim" (HemeaneHHo). AHanorMyHble 0603Ha4YeHUsi MPOCTaBMNATCA B BUAOE
OTMETOK Npu ocbopmrieHnn peuenTta B hopMe 3MEKTPOHHOIO JOKYMEHTa.

19. Mpn odopmneHMn HasHayeHWst roTOBOro JieKApCTBEHHOro Mpenapata B peuente Ha OymMaxxHOM
HocuTene unu peuente B hopme 3MEKTPOHHOIO AOKYMEHTa KONMMYECTBO OEWCTBYIOLLUMX BELLECTB yKa3blBAETCS B
COOTBETCTBMU C UHCTPYKUMEN NO MEOANLIMHCKOMY NMPMMEHEHMIO NIEKapCTBEHHOro npenaparta. [JonycTMMo ykasbiBaTb
OO3MPOBKY FEKapCTBEHHbIX MpenapaToB CUCTEMHOIO AeWcTBus (4ns pe3opObTMBHOrO npuema) B TBepabIX
nekapcTBeHHbIX popmax (Hanpumep, TabneTku, MOPOLLKW, KamcCyrbl) Kak COAEpPXaHWe OAHOMO MMM HECKOSbKUX
OENCTBYIOLLMX BELLEeCTB B eguHMuax Maccel (B rpammax, munnurpammax). JonycTumo ykasbiBaTb A03UPOBKY
NeKkapCTBEHHbIX NpenapaToB CUCTEMHOIO AEWCTBUS (Ans pe3opObTUBHOrO NPUMEHEHMS) B XXNUOKNX NEKapCTBEHHbIX
dopmax (Hanpumep, pacTBOpbl, CYCNEeH3nN) Kak CoOAepXXaHue OLHOro MNU HECKOMbKUX OEWCTBYHOLUX BELLECTB B
eavHMLax Maccbl Ha eguHuuy obbema (Hanpumep, MUNAUIPaAMM/MUNAUAUTP) C ykasaHuem obuero obbema
nekapcTBeHHON popmbil.

Mpn ohopmneHnn HasHaYeHUs NekapCcTBEHHOIO NpenapaTta MHAMBUAYaNbHOrO U3roTOBMEHUS B peuenTte Ha
OymMaxHOM HocuTene wunu peuente B (opme 3MNEKTPOHHOTO [OKYMEHTa KOMMYECTBO TBEpAbIX W ChiMy4mx
dhapmaueBTMYeCckux cybcTaHUMi ykasbiBaeTca B rpammax (0,001; 0,5; 1,0), Xuagkux - B MUNNunuMTpax, rpaMmmax u
Kannsx.

20. PeuenTbl Ha 6ymaxHoOM HocuTene, B (hopMe 3MeKTPOHHOro JOKYMeHTa, 0DOPMIIEHHbIE Ha peLenTypHOM
6naHke opmbl N 148-1/y-88 1 npegHasHadeHHble AN OTNycKa feKapCTBEHHbIX NpenapaTtos, NPeayCMOTPEHHbIX
nognyHktamm 1 - 3 nyHkTa 9 HacToswero Nopsaka, AeicTBUTENbHBbI B TedeHue 15 gHer co AHA 0hopMneHus.

21. PeuenTbl Ha DymMaxkHOM HocuTene, B hOpMe 3IeKTPOHHOrO AOKYMeHTa, 0pOpMIIeHHbIe Ha peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble AnNs OTMyCKa IeKapCTBEHHbIX NpenapaToB rpakgaHam,
ykadaHHbIM B nyHkTe 10 Hactosiwero lNMopsaka, gencteuTencHbl B TedyeHne 30 gHen co gHA odopmreHus, 3a
UCKINIOYEHMEM cryvyaeB 0OopMIIeHMs peLenTa B COOTBETCTBUM € nyHkTamun 38 n 39 HacTtoswero lNopsaka, npu
KOTOPbIX OH AENCTBUTENEH B TeueHne 15 gHen co gHS opopMMeHns.

22. PeuenTbl Ha 6ymaxHOM HocuTene, B hopMe 3NEKTPOHHOTO JOKYMEHTa, OhOpMIIEHHbIE Ha peLenTypHOM
6naHke copmbl N 148-1/y-04(n) n npegHa3HayeHHble ANsl OTMyCKa IeKapCTBEHHbIX NpenapaToB rpaxaaHam,
OOCTUMLUMM MNEHCUOHHOro BO3pacTa, WHBanuWaam MepBOW rpynnbl, AeTAM-UHBaNWAam, a Takke rpaxgaHam,
CTpajalLwmnM XPOHUYECKMMN 3a00neBaHNAMN, TPEOYOLLMMN ONIUTENBHOrO KYpCOBOro feyYeHunsl, 0eNCTBUTENbHbI B
TedeHne 90 gHen co OHS OPOpPMIIEHUS, 3a UCKMOYEHUEM CIyyaeB, ykasaHHbIX B nyHKTax 38 m 39 Hacrtoswero
Mopsagka, Npy KOTOPbIX OH AEWCTBUTENEH B TedeHne 15 gHen co AHA ohopMneHus.

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

23. PeuenTbl Ha OymaxkHOM HocuTene, B hopMe 3NEKTPOHHOIO JAOKYMEHTa, 0popMIIeHHbIE Ha peLenTypHOM
6naHke dopmbl N 107-1/y n npegHasHayeHHble ONA OTNyCKa JIeKapCTBEHHbIX MpenapaToB, NPeayCMOTPEHHbIX
nyHkToM 11 HacTosiwero MNMopsaaka, oencTBUTENbHBbI B TedeHne 60 gHen co gHS odopMneHus.

Mpy Ha3Ha4YeHUN rOTOBbLIX JIEKAPCTBEHHbLIX MPENapaToB WM JIEKAPCTBEHHbIX MpenapaTtoB MHAMBUOYANbHOMO
N3roTOBIEHNs NauMeHTaMm ¢ 3aboneBaHUsIMU, TPeOYOLLUMN ONUTENBHOIO KYPCOBOIO Nie4YeHUsi, ¢ 0OpMIeHNEM Ha
peuenTtypHoM 6raHke copmbl N 107-1/y peuenTta Ha BymakHOM HocuTene unu B oopme 3NEKTPOHHOIO JOKYMEHTa
yCTaHaBMnMBaeTCs CPOK AeNCTBMSA peLenTa B npedenax 4o 04HOro roga.

B cnyuyae yctaHoBneHus cpoka AencTBua peuenTta B npegenax Ao OAHOro roga B peuenTe Npou3BoauTes
Hagnucb: "o cneunanbHOMY Ha3HadeHuo", 06o3HaYaeTCa CpPoK OEWCTBMSA peuenTa M NEepUoAUYHOCTb OTMycKa
nekapCTBEHHbIX NpenapaTtoB U3 anTeYHON OpraHusauuv unv UHAMBMAYasnbHbIM MpeanpuHUMaTeneM, UMeLWnm
NMUEH3NI0 Ha (apMaueBTUYECKYlD [OeATenbHOCTb <14> (exeHedernbHO, €XeMEeCAYHO W WHble nepuopbl).
JononHnTeneHO 3TO yKasaHue 3aBepsieTcs NOANUCHI0 MeAMLMHCKOro paboTHMKa, a Takke nevyatbio MeauLUHCKOM
opranmsdaumm "0Ona peuentos" (ona peuenta Ha BymaxHOM HocuTene) wunu ycuneHHon keanuduuMpoBaHHOW
3MNEKTPOHHOW MOANUCHI0 MEAUUMHCKOro paboTHMKa M nuua, YNONMHOMOYEHHOTO 3aBepsTb OOKYMEHTbI OT MMEHMU
MeAMLMHCKOW opraHm3aumu (Ans peuenTta B OopMe 3MeKTPOHHOro JOKYMEHTA).




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

24. PeuenTtbl Ha NekapCTBEHHble npenapaThbl, BKNOYeHHble B nepeveHb [KY, ona nevyeHus naumeHToB C
XpOHMYecknmu 3abonesaHmsamMm MOryT opopMnAaTLCA Ha Kypc neveHunsa ao 60 gHen.

B cnyuae, korga kypc nedeHus coctaBnsieT 6onee 30 gHen, OONONHUTENBHO B peuentax Ha GymMaxxHOM
HocuTene npou3BoguTca Hagnuck "o cneumanbHOMY Ha3HayeHuK", 3aBepeHHas NoAMMCbI0 MEeOWLMHCKOro
paboTHMKa U ne4yaTbld MegUUMHCKOW opraHusauumn "[ns peuentoB”, Ha peuentax B (OpMe 3MEKTPOHHOro
OOKYMeHTa npousBogutca oTMeTka "lMo cneumanbHOMY HasHadeHulo" ¢ NpocTaBfeHWEM  YCUNEHHON
KBannuuMpoBaHHON 3MEKTPOHHOW MOANUCU MeOUUUHCKOro paboTHMKa M nuua, YNOorHOMOYEHHOro 3aBepsiThb
OOKYMEHTbI OT UMEHU MeLMLIMHCKON opraHmM3auuu.

25. Peuent Ha BymaxxHOM HOocuTene B (popme 9NMEeKTPOHHOro AOKYMeHTa, OPOPMMEHHbBIN C HapyLleHUeM
YCTaHOBIEHHbIX HacToswmMM MopsiakoM TpeboBaHMI, cuMTaeTCs HegenCTBUTENbHBIM.

Il. Ha3HayeHune nekapCcTBeHHbIX NpenapaToB NPU OKa3aHUKU
MegULMHCKOM NOMOLLM B CTaLMOHAPHbIX YCITOBUSAX

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

27. CornacoBaHMe Ha3Ha4YeHWs1 JeKapCTBEHHbIX MpenapaToB C 3aBeAylolWMM  OTAENeHUEM WK
OTBETCTBEHHbLIM [OEXYPHbIM Bpayom nubo ApyrMM FMUOM, YMNOMHOMOYEHHbLIM MPUKA30M [MIaBHOro Bpava
MEOVLIMHCKOW opraHusauuu, a Takke, MpW HanMuuu, ¢ BpayoM - KIMHWYECKUM hapMakornorom Heobxoaumo B
cnyyasx:

1) OQHOBPEMEHHOIo Ha3Ha4YeHnd NATn n Gonee NleKkapCTBEeHHbIX npenapaTtoB OgHOMY NaUUEHTY;

2) Ha3HayeHWs neKapCTBEHHbIX MNpenapaToB, HEe BXOASALWMX B MNEpPeYeHb XU3HEHHO HeoGXOAUMbIX |
BaXKHEMLLUX NeKapCTBEHHbIX npenapaTtoB <15>, Npu HETUNUYHOM TevyeHun 3aboneBaHusi, HaNMMuUU OCNOXHEHUI
OCHOBHOro 3aboneBaHusi U (UNK) CoONyTCTBYHOLUX 3aboneBaHuii, NPV Ha3HaYeHWN NEeKapCTBEHHBLIX NpenapaTos,
0COBEHHOCTN B3aUMOENCTBUS M COBMECTUMOCTM KOTOPbIX COTMIAaCcHO UHCTPYKLMSIM MO UX NMPUMEHEHWIO MPUBOAST K
CHWXeHMIo achbhekTMBHOCTM 1 Ge3onacHoCTM dhapmakoTepanuv u (Mnu) co3naroT NoTeHLManbHy onacHOCTb AN
XKM3HW U 300POBbSA NaLMeHTa.

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

B ykasaHHbIX Cryvasix HasHa4yeHue JIeKapCTBEHHbIX MpenapaTtoB UKCUpyeTcs B MeaWLUHCKON
JOKYMEHTauuM nauueHTa U 3aBepsieTcsl MOANUCbI0 MEAULIMHCKOrO paboTHWKA U 3aBeAyLLEero OTAeSeHnem
(OTBETCTBEHHOIO AEXYPHOrO Bpaya Unun ApYroro YnoSIHOMOYEHHOro nmua).

28. MeguumHCkuUn  paboOTHMK  MEAMUMHCKON  opraHmsauum (ee  CTPYKTYpHOrO  nogpasgeneHus),
pacnonoXeHHOW B CENbCKOM HaceneHHOM MyHKTe, OCYLIEeCTBMNSEeT HasHayeHue rekapcTBEHHbIX NpenapatoB B
cnyyasx, ykasaHHbIX B MyHKTax 27 1 29 Hactogduero Nopsaka, eUHOMNYHO.

29. Tlo pelweHuo BpavyebHOM KOMMCCMM MaLMEHTaM MNpu OKasaHWM UMM MEOULMHCKOM MOMOoLM B
CTalLMOHapHbIX YCNOBUSX Ha3Ha4yaloTCA fekapCTBEHHble Mpenapatbl, He BKIOYEHHble B MepeyvyeHb XU3HEeHHO
HeoOXOOMMbIX W BaXKHEWLUWX IEeKapCTBEHHbIX MpenapaToB, B Clydae WX 3aMeHbl WU3-3a WHAMBUAYAIbHON
HEeNepeHOCMMOCTH, MO XN3HEHHBIM NOKa3aHUSAM.

PelweHne BpayebHOM Komuccun dUKCUMpyeTCs B MEOMLMHCKOM [OKYMEHTauMM nauMeHTa W KypHane
BpayebHOM KOMUCCUMN.

30. B cnyvasx obcrnenoBaHuss M feYEHUst TpakgaHMHA B CTAUMOHAPHBLIX YCIIOBUSIX B paMKax
NpegocTaBneHnss MeOQuLMHCKUX YCIyr Ha BO3ME3[HOM OCHOBE 3a CYEeT IMYHbIX CPEeACTB rpaxaaH, CpeacTs
IOPUAMYECKMX TNWAL W WHBbIX CPEACTB Ha OCHOBaHWM [OroBopa, B TOM 4ucrne [orosopa Ao6poBOMbHOro



MeOANLNHCKOIo CTpaxoBaHusA <16>, eMy Moryt OblTb Ha3Ha4eHbl JNIeKapCTBEeHHbI€ MnpenapaTtbl, HE BXOoAsdllne B
nepe4vyeHb XW3HEeHHO HEOOXOAMMbIX W BaXXHEMLLMX JIeKapCTBEHHbIX nNpenapaTtoB, €Clin UX Ha3Ha4YeHue w"n
npuMeHeHune 06ycnoaneHo MeaANUNHCKMMIU NOoKa3aHNAMMN.

<16> [loctaHoBneHue [lpaButenbctBa Poccunckon depepaumm ot 4 oktsabpa 2012 r. N 1006 "O6
yTBepxaeHun [lpaBun npegocTtaBneHvus MeAWMUMHCKMMW  OpraHusauusMu  nnaTtHbIX  MeauuMHCKMX — ycnyr"
(CobpaHue 3akoHogaTenbcTBa Poccuickon degepaummn, 2012, N 41, cT. 5628).

lll. HazaHayeHuMe nekapcTBEHHbIX NpenapaToB NPU OKasaHUU
nepBUYHON MeAUKO-CaHUTAPHOW NOMOLLM, CKOPOA MEOULIMHCKOMN
MOMOLLM U NAaNNMaTUBHON MeAULUHCKOMN NOMOLUU

31. lNpn okaszaHMM NEPBUYHOW MEOUKO-CaHUTAPHOW MOMOLLM W MNannaTtMBHON MELMLMHCKOM MOMOLUM B
amMOynaTopHbIX YCIOBUSAX Ha3HAYeHWe NeKapCTBEHHbIX NpenapaToB OCYLUECTBNSAETCS MeOULUHCKUM pabOTHUKOM
B CNy4asx TUMUYHOrO TeYeHns1 3aboneBaHnsi NaLuMeHTa NCxoas U3 TSHKECTU U XxapakTepa 3aboneBaHus.

32. HasHauyeHMWe nekapCTBEHHbIX NpenapaToB Mo PeLIeHW0 BpayeGHOM KOMUCCUM NMpY OKa3aHWU NepBUYHOI
MeQUKO-CaHUTapPHONM NMOMOLLW, NannuMaTUBHOW MeaULMHCKON NOMOLLM B amMBynaTopHbIX YCMOBMSX NPOM3BOAUTCS B
cnyyasx:

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

2) Ha3HayeHWs NeKkapCTBEHHbIX NpenapaToB NPy HETUMUYHOM TedeHun 3aboneBaHus, HanMuMm OCNOXHEHUN
OCHOBHOrO 3abonesaHus u (Mnu) conyTcTByOWUX 3aboneBaHnn, NpyM Ha3HaAYeHUW NEeKapCTBEHHbIX Npenapartos,
0COBEHHOCTN B3aUMOLENCTBUSA U COBMECTUMOCTM KOTOPbIX COrMacHO UHCTPYKLUMUSM MO UX MPUMEHEHMIO NPUBOAST K
CHWXKEHWIO 3P dEKTUBHOCTU 1 6e30MacHOCTM nedYeHuns nauneHTa n (Mnu) cosgaroT NoTeHUnanbHyl onacHOCTb ANd
XKM3HW 1 300pOBbA NALMEHTA;

3) NepBUYHOrO Ha3HaYeHUs NaLNEHTY HAPKOTUYECKMX U NMCUXOTPOMHBIX JIEeKapCTBEHHbLIX NpenapaToB CMUCKOB
Il v 1l Mepeyns (B cnyvyae NPUHATMSA PYKOBOAMTENEM MEOWMUMHCKOW OpraHmsauumn pelleHus o HeobxogammocTu
COrnacoBaHuUsi Ha3Ha4YeHUs TakMxX NeKapCTBEHHbIX NpenapaToB ¢ BpayebHon komumccren).

33. lMoBTOpHOE HasHayeHWe HapKOTUYECKUX M MCMXOTPOMHbIX NekapcTBEeHHbIX npenapatos cnuckos |l u i
MepeyHs Npon3BOAMTCH MEAMLMHCKMM pabOTHMKOM CaMOCTOATESNbHO UMW eanMHONMYHO 6e3 yyactus BpayvebHow
KOMUCCUM NauueHTaM C BblpaXeHHbIM GoMeBbIM CMHAPOMOM N0OOro reHesa, HapyleHWeMm CHa, CyAOPOXHbIMU
COCTOSIHUSIMW, TPEBOXHbBIMU paccTponcTBamu, pobusamm, NCUXOMOTOPHbLIM BO3DYXAEHNEM.

34. Mpun okazaHMU CKOpPON MeOMLIMHCKOW MOMOLLM feKapCTBEHHbIe NpenapaTtbl Ha3Ha4yalTCA MeAULIMHCKUM
paboTHWKOM Bble3gHoW Bpuragbl CKOPOW MOMOLUM, MeOUUMHCKUM pPabOTHUMKOM MeOWMLMHCKOW OpraHusauun npu
oKasaHUM MegULMHCKON NoMoLLM rpaxaaHaM npu 3aboneBaHusix, HecYacTHbIX Criydasx, TpaBmax, oTpaBneHusX u
OPYrMX COCTOSIHUAX, TPEOYIOLWNX CPOYHOrO MEeAULIMHCKOrO BMeLLaTenbCTBa.

IV. HazHayeHne nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMeKLWMM NpaBo Ha 6ecnniaTHoe Nony4YeHue JieKapCTBEHHbIX
npenaparoB UMK Nosly4YeHune neKkapCTBEHHbIX NpenapaToB
CO CKMAKOM, NPN OKa3aHMU NepBUYHOMN
MeOUKO-CaHUTapHOW NoMoLLn

35. lNMpu okasaHUM NEPBUYHON MEOMKO-CAHUTapHOW MOMOLLM Ha3Ha4YeHne MeaUMUMHCKM pPabOTHUKOM Ha
OCHOBE KIMUHUYECKUX pPEeKOMeHJauui M C Yy4eTOM CTaHAapTOB MeOMUMHCKON nomowm <17> fekapCTBEHHbIX
npenapaTtoB, OTMycKaembix OecrnnaTtHO WM CO CKWAOKOW, rpaxgaHam, MMelLWwMM npaBo Ha obecneveHue
NEeKapCTBEHHbIMW NpenapaTtaMyM 3a CcyeT CpedcTB OHKEeTHbIX acCUrHoBaHWW degepanbHoro Owmketa u
6rookeToB cyobekToB Poccuickon ®enepauum, ocyectenseTcs Ha peuentypHom 6nanke N 148-1/y-04(n).

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



Mpn odopmneHnmn peuenta Ha onaHke dopmbl N 148-1/y-04(n1) Ha BymaxkHOM HocuTene opopMnATCa ABa
9K3eMnnspa, oAuMH M3 KOTOPbIX OCTaeTcs B anTeYHOW opraHu3auuu, BTOPOW - B MEOUUMHCKON OOKYMeHTauuu
naumeHTa.

36. MNpaBo Ha3HayaTb NekapCTBEHHbIE Npenaparkl rpaxxgaHam, MMeroLw M npaso Ha 6ecnnaTHoe nonyvyeHne
NEeKapCTBEHHbIX MpenapaToB UMK NoTydeHne fIeKkapCTBEHHLIX NpenapaToB CO CKUOKOW, Takke UMEoT:

1) meguunHCkMe paboTHMKK, paboTatowmne B MeAMUNHCKON OpraHn3aLmmn no COBMeCTUTENbCTBY (B npedenax
CBOEWN KOMMNEeTEHLUMN);

2) meguuuHckne pabOoTHUKM CTauMOHapHbIX OpraHuM3auuin CcoLManbHOro OBCNYXXMBAHWS NPU  Hannyuu
NNLUEH3MM Ha OCYLLECTBIIEHME MEeOMLMHCKON AesaTernbHOCTU <18>, npepycmaTpuBalollen BbINONHeHWE paboT
(okasaHwue ycnyr) no okasaHu NePBUYHON MeOMKO-CaHUTaPHOW NOMOLLM B amBynaTopHbIX YCNOBUAX (HE3aBUCUMO
OT BEJOMCTBEHHOW NPUHALNEXHOCTH);

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

3) mMeguuMHckne paboTHWMKM MEOUUMHCKUX OpraHv3auui, OKasblBaloWMX MEPBUYHYIO MEOUKO-CaHUTapHYHo
NMOMOLLIb, NOABEAOMCTBEHHbIX (hedeparibHbIM OopraHaM MCMOSTHUTENbHOW BNacTU MM opraHam UCMNOSIHUTENbHOWN
BnacTu cyobekTtoB Poccuiickon Pegepaumu;

4) nHaMBuayanbHble NPeanpuHUMaTenn, OCyLLECTBNSAOLWNE MEANLMHCKYIO AESTENBHOCTL M BKMOYEHHbIE B
peectp MeAMLMHCKUX OpraHu3alui, OCYyLLEeCcTBMSIOWMX AesATenbHOCTb B cdepe obsizaTenbHOro MeauLMHCKOro
CTpaxoBaHus.

37. MNMpu HaszHa4yeHWU NekapCcTBEHHbLIX NpenapaToB rpaxaaHaM, MMetoLMM npaeo Ha becnnaTtHoe nonyyYeHne
neKapCcTBEHHbIX MpenapaToB WM NofyYyeHue NeKapCTBEHHbIX MpenapaToB CO CKUAKOW, B peLenTe ykasblBaeTcs
HoMep TenedoHa, Mo KOTOPOMY PabOTHUK anTe4yHOW opraHu3auuvM npyv HeobXxoaAMMOCTU MOXET CornacoBaTb C
MeANLMHCKUM paboTHMKOM 3aMeHY NekapCTBEHHOro npenapara.

38. HasHaueHue HapKOTMYECKMX U MCUXOTPOMHBLIX JeKapCTBEHHbIX npenapartoB cnucka |l lMepeyHs (3a
UCKNIOYEHMEM FeKapCTBEHHbLIX MpenapaToB B BuAe TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, a Takke
nekapcTBEHHbIX npenapaToB, cofepXallnx HapKoTU4eckoe CpeacTBO B COMETaHWM C aHTaroOHUCTOM OMUOUAHbLIX
peLenTopoB) rpaxgaHam, WMelWwum npaBo Ha 6ecnnaTHOe MNONyYeHUe JlekapCTBEHHbIX MpenapaToB MIu
Nony4YeHUs1 NekapCcTBEHHbIX NpenapaTtoB CO CKUOKOW, OCYLLEeCTBNSAETCA Ha peuenTypHom ©OnaHke dopmbl N
107/y-HTI1, k koTOpOMY AONONHUTENBHO OhopMNAeTCs peuenT Ha peuenTypHoM 6naHke popmbl N 148-1/y-04(n) (B
ABYX 3K3emnnsapax npy opopMneHun Ha BymaxkHoM HocuTene).

39. HasHaueHvne HapKOTU4EeCKUX M MCUXOTPOMHbIX NeKapCTBEHHbIX npenapaTtoB cnucka |l MNepeyHs B Buae
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX NekapCTBEHHbIX npenapaToB cnucka Il MNMepeyns,
cofepXalux HapkoTU4YecKoe CpPeACcTBO B COMETaHUW C aHTaroHUCTOM OMUOWAHBLIX PEeLenTopoB, MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapartoB cnucka lll MNMepeyHs, nekapcTBEHHbIX NpenapaToB, BKMOYEHHbIX B nepedeHb [KY,
cofepXawmxca B noanyHkte 2 nyHkta 11 Hactoswero lMopsgka, npeaHasHayeHHble AnS fedeHus rpakaaH,
umelwmnx npaso Ha 6GecnnaTHOe nonydeHne IeKapCTBEHHbIX MpenapaToB WAM MOSydeHue IeKapCTBEHHbIX
npenapaToB CO CKMAKOWN, OCyLlecTBnAseTca Ha peuenTypHbix 6naHkax coopm N 107-1/y n N 148-1/y-88, k koTOpbIM
OOMNONHUTENBHO o0dhopMNAEeTCa peuenTt Ha peuentypHoM 6naHke dopmbl N 148-1/y-04(n) (B OBYX 3k3emnnsapax
npu ocpopmneHnn Ha BymaxxHOM HocuTene).

Mpunoxexue N 1

Kk MNopsaky HasHayeHus
nekapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKa30M
MwuHuncTepcTBa 30paBoOXpaHeHms



Poccuickon denepaumm
oT 24 Hos10psi 2021 1. N 1094H

KOJIMYECTBO

HAPKOTUYECKUX CPEACTB NN NCUXOTPOIMHbIX BELLECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OOQHOM PELIENTE

N MexayHapoaHoe HenaTeHTOBaHHOe dopma Bbinycka u Konuuectso
n/n HanMeHOBaHWEe HapKOTUYECKOro U [031poBKa
NCUXOTPOMHOIO NeKapCTBEHHOMO
npenapaTta
1. BbynpeHopduH + HanokcoH Tabnetkn 60 TabneTok
cybnuHreaneHble 0,2 Mr + | (ynakoBka, kpaTHast N
0,2 mr 20)
2. BynpeHopduH PactBop Anst MHbeKunn, 30 amnyn
0,3 mr/mn 1 mn (wnpuy-To6UKOB)
3. BynpeHopduH TpaHcoepmManbHbI
nnacTbipb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnactbipen
70 mkr/vac 5 nnacTbipen
4, MopduH PacTtBop anga nHbekumin, 20 amnyn
pacTBop ANs MOAKOXHOro (LINPUL-TIOBUKOB)
BBegeHuns 10 mr/mn 1 mn
5. KogewH + MopduH + HockanuH + PacTtBop Ans nNoAKoXXHOro
ManaBepuH + TebaunH BBEJEHUSA
0,72 +5,75+2,7+0,36 + 20 amavn
0,05 mr/mn 1 mn y
1,44+115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTtok
7. TpumenepnguH PactBop Ansa uHbekumn 20 amnyn
10 mr/mn 1 mn (wnpuy-To6UKOB)
20 mr/mn 1 mn puu
8. MopduH TabneTkn (kancynbl) 180 TabneTtok
NPOSIOHIMPOBAHHOIO (kancyn)
OEeNCTBUSA 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTkn
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannn gna npuema
BHYTpb 20 mr/mn 20 mn 4 thniakora




11.

MopduH

PacTtsop ana npuema
BHYTPb (MOHOA03bl)

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

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

12. OkcukoaoH + HanokcoH TabneTtku
NPOMOHTMPOBAHHOTO

JencrTeusi
5wmr+25wmr 100 tabneTtok
10 Mmr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | MponvoHundenunatokcnaTunnunepuanH | TabneTku 3awiedHble 20 50 TabneTok

mr

14, deHTaHuN lMnacTtbipb
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/yac 10 nnactbipen
75 mKr/yac 10 nnactbipen
100 mkr/yac 10 nnactbipen

15. ®eHTaHun Cnpew HazanbHbIN

®dnakoH 50 mKkr/go3a

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

®dnakoH 100 mkr/go3a

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

®dnakoH 200 mkr/gos3a
2,0 mn (10 po3)

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

24 cpnakoHa
12 dpnakoHoB
6 dhnakoHoB

12 dpnakoHoB
6 dhnakoHoB
3 dnakoHa

12 donakoHoB
6 donakoHoB
3 donakoHa

Mpunoxexne N 2

k Mopsiaky Ha3HayYeHus
nekapcTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKa30M

MuHMCTEpCTBA 34PaBOOXPaHEHNS

Poccuiickon ®epepauun
oT 24 Hos16ps1 2021 1. N 1094H

CnpaBo4HO



PEKOMEHAOOBAHHbIE K UCMOJIb3OBAHUIO COKPALLEHUA
NP1 O®OPMJIEHUM PELIENTOB

N CokpaweHve lMonHoe HanncaHue MepeBog

n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum aspo3orib

4. amp. ampulla amnyna

5. ag. aqua BOAa

6. ag. purif. aqua purificata BOJA OuYULLIEHHas

7. but. butyrum macno (TBepaoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Boinai (”yCTbBi'jp'f;*é‘)" Mycte byaet
11. D.S. Da, Signa Detur, Signetur Bbmii;ﬂ(ﬁ?”ggz;ﬁ;Sy'qu
12. D.t.d. Da (Dentur) tales doses Beipant (Tycte Gggg; Bblake!) Takne
13. dil. dilutus pasBefeHHbIN

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

15. emuls. emulsio aMynbcus

16. extr. extractum 3KCTPaKT, BbITSKKA

17. in enem. in enemas B MUKPOKNN3Max

18. F. Fiat (fiant) MycTb 0bOpasyeTcs (obpasytoTcs)
19. gran. granulum rpaHyrnbl

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

21. gtt. peror. guttae peroralis Kannu ons npuema BHyTpb

22. inf. infusum HacTomn

23. in amp. in ampullis B amnynax

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

25. | intab. prolong. in tab(u)lettis prolongatis B TAbneTKax C NPOMIOHIMPOBaHHbIM

BbICBOOOXAEHNEM




in tab. prolong,

B TabneTtkax c NPOJIOHI’MPOBAHHbIM

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

27. in tubul. in tubulis B ToBMKax

28. lin. linimentum NVMHUMEHT

29. lig. liquor XNOKOCTb

30. lot. lotion NOCbOH

31. m. pil. massa pilularum nunionbHaa mMacca

32. membr. bucc. membranulae buccales MMNeHKN 3aLleyHble

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

34. mixt. mixtura MUKCTypa

35. N. numero YMCIIOM

36. ol. oleum macro (>kmgkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIONA, NN

39. p. aeg. partes aequales paBHble YacTu

40. ppt., praec. praecipitatus OCaXXAEHHbIN

41, pulv. pulvis NMOpOLLOK

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

43. r., rad. radix KOp€eHb

44, Rp. Recipe Boabmu

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

46. rhiz. rhizoma KOPHEBWLLIE

47. S. Signa, Signetur O603';%12£23§L‘;)6ynm

48. sem. semen cems

49. simpl. simplex npocCToWn

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpew

53. Spr. nas. spray nasale cnpewn HasasnbHbIN

54. supp. suppositorium cBeyYa, CynnosuTopun




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;%aeijﬂzzr::?ma;ema
60. ung. unguentum Masb

61. Vitr. vitrurn CKITSIHKA

Mpunoxexne N 2

K npukady MyHucTepcTBa 34paBoOOXpaHEHMs
Poccuitckon denepaumm

oT 24 Hos16pst 2021 1. N 1094H

SOPMA PELUENTYPHOIO BITAHKA N 107-1/Y

MuHucTepcTBO 3apaBooxpaHeHns Poccuiickon
denepaumu

HaumeHoBaHue (wtamn)

Kog cpopmbl no OKY[
Kog yupexgeHus no OKIO

MegauunHckas JOKyMeHTauus

MeaULMHCKOW opraHm3aunm

®opma N 107-1/y

YTBepxaeHa npukasom
MwvHucTepcTBa 34paBOOXpaHEHMS
Poccunckon denepaunn

oT 24 Hosi6pst 2021 r. N 1094H

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

PELUENT
(B3pOCHbIN, OETCKUI - HYXXHOE NOAYEPKHYTL)
" 20_ r.

damunus, nHMLMansLl UIMeHU 1 0T4ecTBa (MOCNeaHee - Npy Hanuyun)
naumeHTa

HaTa poxgeHus

damunus, nHuuuansl UMeHn 1 oTyecTBa (nocnegHee - Npu HanU4um)
nevailero Bpaya (denballepa, akyLiepku)

py6.|kon.| Rp.



Moanuckb M.T1.
1 nevaTb nedvawlero Bpaya
(mognuce denbaluepa, akyLepkm)

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

O6opoTHaga cTopoHa

OTmeTKa 0 Ha3Ha4YeHWM NieKapCTBEHHOIO
npenapaTa no peLleHnto BpayebHoOn KoMnccmm

MpuroToBun Mposepun OtnycTtun

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

MwuHucTepcTBO 3apaBooxpaHeHnst Poccuinckon Koa cdopmbl no OKY[] 3108805
depnepauyuu MeguuunHckas AoKyMeHTaLms
dopma N 148-1/y-88
HanmeHoBaHue (LIJTaMI'I) yTBepmeHa npukasom
MEAMLIMHCKON opraHu3aumm MwuHncTepcTBa 34paBoOXpaHeHuUs

Poccuiickon depepaumm
OT 24 Hos16psA 2021 1. N 1094H

HavmeHoBaHwue (WTamn) nHaMBMAYyarnbHOro
npeanpuHumarens

(ykasaTb agpec, HoMep U AaTy NuueH3uu,
HaumeHOBaHWe opraHa rocygapCTBEeHHOM
BMacTW, BblAABLUENO NNLIEH3MIO)

e | | [] L) UvL) O L) L L



PELENT " 20 T
(baTa odpopmnieHus-peuenTa)

(B3pOCnbIN, AETCKUN - HYXXHOE NOAYEPKHYTb)

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

[aTa poxgeHus

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

damunus, nHMumarnbsl UMEHWU U OTYecTBa (NocrneaHee - Npu HanMuum)
nevaulero Bpaya (benbaliepa, akyLlepkin)

Mognuck 1 nevaTtb nevatlero spaya M.IM.
(mognuce denbaluepa, akyLepkm)

PeuenT genctButeneH B TeyeHne 15 aHen

O6opoTHasi cTopoHa

OTMeTKa 0 Ha3HauYeHUn NekapCcTBEHHOro
npenapara no peLieHnio BpaveGHON KoMUccum

MpurotoBun MNpoBepun Otnyctun

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

MuHunCTEPCTBO 30paBOOXpPaHEHMUS YTBEP>XOEHA
Poccuiickon depepauum MECTO npukasom MuHucTepcTBa
oA 34paBOOXPaHEHMs
LUTPUNXKO Poccwiickon ®epepaumm
DA <*> OT 24 Hosibpsa 2021 1. N

1094H




LLramn
Kopn

MeOMLMHCKON opraHM3aumum

LWTamn
Kopg
WHAMBUAOYaANbHOrO NpeanpuHMMaTens
Koa dopmbl no OKY[] 3108805
®opma N 148-1/y-04(n)
Kop, Kop Ho3onornyeckon M CTOYHMK bnHaHCUpOBaHUS:
KaTeropum dopmbl (no MKB) (nopo4epKHyTb)
rpaxagaH % onnaTbl:
1. ®egepanbHbin GogxeT (nogYvepkHyTb)
2. BrogxeT cybbekra Poccuickon
depepaumm
3. MyHuuunaneHbIn GogxeT
1. becnnaTtHo
2. 50%
3. uHon %
PELEMNT  Cepusa N [aTa odbopmneHus: 20 T.

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

[aTa poxgeHus

CHMNC

N nonuca
obszaTenbHOro
MeANLUHCKOro
CTpaxoBaHus:

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

ycnosuax

damunus, nHMUManIsL UMEHU N OT4YeCcTBa (NocnegHee - Npy Hanu4mu)
nevaulero Bpava (henbglepa, akyLepkm)

Py6. Kon.

R e e




S0 T PO PO PP UPPPPPP

Moanvck 1 nevaTh Nnevallero Bpaya
(noanuck enbalwlepa, akywepkn)

M.TT.

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

OTnyLweHo Nno peuenTy:

ToprOBoe HanmeHoBaHne n o3npoBKa:

[ata otnycka: " " 20

KonnyecTtBo:

Mpurotosun:

Mposepun: Otnyctun:

(nvHKs oTpbIBA)

KopeLuok peuentypHoro 6naHka

HanmeHoBaHue
nekapcTBEHHOro npenapara:

[oaupoBska:

Cnocob npumeHeHus:

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

<*> B Cny4ae Wu3roTtoBJieHMnA peuenTtypHoro OnaHka C WCNoONb30BaHNEM KOMMbKTEPHbIX

TEXHOMNOTMNA.

O6opoTHasi cTopoHa

npenapara no peLieHnio BpaveBGHON KoMUCCU

OTmeTKa 0 Ha3Ha4YeHuu J1eKapCTBEHHOIro

MpuroToBun

MNposepun

OtnycTtvn

MpunoxexHne N 3



K npuka3dy MnHucTepcTBa 34paBoOXpaHeHus
Poccuickon denepaumm
oT 24 Hos10psi 2021 1. N 1094H

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

I. OhopMneHue peuenTta Ha 6ymakHOM HocuTene

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

HononHutenbHo Ha peuenTypHoMm 6naHke dopmbl N 148-1/y-04(n) npoctaBnAeTca Kog MeOULMHCKON
opraHmsaumm B cootBeTcTBUM ¢ OCHOBHBLIM rOCY4apCTBEHHbLIM perncTpaumMoHHsbIM HomepoM (ganee - OMPH).

Cepus peuentypHoro 6naHka copmbl N 148-1/y-04(n) BknoyaeT kog cybbekta Poccuiickon depepauun,
COOTBETCTBYHOLLUIA OBYM nepBbIM undcpam O6Lepoccuiickoro Knaccudukatopa 0OBbEeKTOB
agMUHUCTPaATUBHO-TEppUTOpPManbHOro aenexus (ganee - OKATO).

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

PeuentypHble 6naHkn dopmbl opmbl N 148-1/y-88 um3rotaBnmBaloTCSA WCKAYUTENBHO TURorpadgckum
cnocobom.

2. Ha peuenTypHbix GnaHkax, OgOpMAsieMbiX WHAMBUAYanNbHbIMKW NpeanpUHUMATENSMU, MMELLMMU
NMUEH3U0 Ha MEAMUMHCKYI0 [OeATEeNbHOCTb, B BEPXHEM IE€BOM Yrny TunorpaddckMM cnocobom wnm nytem
NMpocTaBfeHns LWTamna [orkeH ObiTb yKa3aH agpec WHAMBWAYyanbHOrO npeanpuvHMMaTensi, HoMep U aata
NMLEH3MN, HAUMEHOBaHNE OpraHa rocy4apCTBEHHOW BNacTW, BblAABLLErO FULEH3MIO.

3. PeuentypHble 6naHkn dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHs0TCA MeONLMHCKAM
pabOTHNKOM YEepHUMaMM UK LLAPUKOBON PYYKOMN.

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

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

1) kog meguuuHckon opraHmsauuun (OMPH) nnn kog ungmemnayansHOro npeanpuHUMaTens B COOTBETCTBUM C
OCHOBHbIM rOCyAapCTBEHHbIM PErMcTpaLMoOHHbIM HOMEPOM WHAMBMAYANBbHOIO npegnpuHuvarensa (nanee -
OI'PHUI), npocTaBnsieMbln Npy U3roTOBMEHUN peLenTypHbIX BraHKoB;

2) KoA KaTeropuu rpaxxgaH, UMeLUX NpaBo Ha Nosfly4deHne NIeKapCTBEHHbLIX MpenapaToB B COOTBETCTBUN CO
cTtatbelt 6.1 depepanbHoro 3akoHa ot 17 uona 1999 r. N 178-®3 "O rocynapCTBeHHOW coumanbHon nomowymn”
<1>, n Kog Ho3omnornyeckon popmbl No MexayHapo4HOW CTaTUCTUYECKON Knaccudmkaumm 6onesHen n npobnem,
cBsi3aHHbIX €O 3aopoBbeM (10-11 nepecmoTp) (aanee - MKBE), 3anonHsemMble nevyaliMm BpayoMm nytemM 3aHeceHus
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 MUCTOYHWMKE buHaHcupoBaHuAa (penepanbHbii GrompxkeT [1], BrogxeT cybbekta Poccunckon
depnepaumu [2], myHnuunanbHbin 6ogxeT [3]) n npoueHTe onnaTel peuenTa (6ecnnatHo [1], 50% [2], nHon % [3]);

4) WTpUX-KOA - JOMOSHUTENbHBIV PEKBM3UT (B Crly4ae M3roTOBMEHUsI Ha TeppuTopun cybbekTa Poccuiickon
denepaumu peuentypHoro 6naHka ¢ UICNONb30BaHUEM KOMMbIOTEPHbBIX TEXHOMNOMUN).



6. B peuentypHbix 6nankax coopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpadpe "®amunus, nHnumansl
MMeHN 1 oT4yecTBa (NocregHee - Npu HanMyMM) naumeHTa" ykasbiBalTca hamunus, nHmumansl UMEeHN 1 oTyecTea
(nocnegHee - Nnpy HaMM4MK) NauneHTa.

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

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

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

9. B peuentypHbix OnaHkax d¢opmbl N 148-1/y-88 B rpadpe "Agpec MecTa XWUTenbCTBa MMM HOMeEp
MEeOMLMHCKON KapTbl NaLMeHTa, NonyvyarLwero MeaULMHCKYIO NMOMOLLbL B aMBynaTopHbIX YCroBUsX", ykasbiBaeTcs
MOYTOBBLIN agpec MecTa XutenbcTea (MecTa nNpebbiBaHMA UM MecTa (hakTUYECKOro NPoXunBaHus) nauneHTa unm
HOMeEp MEeOULMHCKON KapTbl NauMeHTa, nonyvarLwero MegmLMHCKY0 NOMOLLb B aMOynaTopHbIX YCIOBUSIX <2>.

<2> [Mpuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®enepauun ot 15 aekabps 2014 r. N 834H "O06
YTBEPXKOEHUN  YHUDULMPOBAHHBLIX (OPM  MEOULUHCKOW OOKYMEHTauuW, UCMOMb3yeMbIX B  MEAULMHCKUX
OpraHusaumsix, OKasbIBaKLUX MEANLIMHCKYIO MOMOLLb B aMbynaTopHbIX YCIOBUSAX, U MOPAAKOB MO UX 3anOfHEeHno"
(oanee - MNpwukas N 834H) (3apernctpupoBaH MuHuctepcTeom octuumm Poccuinckon ®egepaummn 20 espansa 2015
r., pernctpaumoHHeln N 36160) ¢ u3MeHeHWsiMW, BHECEHHbIMW npukazamum MuHUCTEpCTBa 34paBOOXpPaHeHus
Poccuickon ®epepaumm ot 9 sgHBapsa 2018 r. N 2 (3apernctpmpoBaH MuHMCTEpPCTBOM HOCTULMM Poccuinckon
®epnepaumun 4 anpena 2018 r., pernctpaumnoHHbin N 50614), ot 2 Hosabpsa 2020 r. N 1186H (3apeructpupoBaH
MuHucTepcTBoMm tocTuummn Poccuiickon ®epepauum 27 Hosbpsa 2020 r., peructpaumoHHbin N 61121).

YkaszaHve ¥ agpeca MecCTa XUTeNbCTBa M HOMepa MEAMLMHCKOW KapTbl MauueHTa, nomny4aioLlero
MEAMLMHCKYIO MOMOLLb B aMBynaTopHbIX YCINOBUSX, HE SIBNSIETCS OLUMOKOMN.

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

<3> Mpuka3 N 834H.

10. B rpade "®amunusa, mHUUMansl MMEeHW u oTyecTBa (MocnegHee - MNpuM HanuMyuu) fnevawlero Bpada
(cbenbawepa, akywepkn)" peuenTtypHbix 6raHkoB opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTbIO (baMunus, UHULMAnNbl UMEHW, oT4yecTBa (nocrnegHee - MNPy HanMuMM) MeLMUUHCKOro paboTHMKA,
HasHa4MBLUErO NIEKapCTBEHHbIE NpenapaTbl 1 0hOPMMBLLETO peLEenT.

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,
rPyNnnMpPOBOYHOE WIM XMMUYECKOe HauMeHOBaHue, TOProBoe HavMeHOBaHWe) Ha NaTUHCKOM $3blke WM Ha
pycckom si3bike, hopma BbiMycka, AO3MPOBKA, KONMYECTBO (yKasblBaeTCA NPONWUCHI0O Ha peuenTypHoM 6GraHke
dopmbl N 107/y-HI);

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

<4> Yactb 1 crtatbum 15 3akoHa Poccunckon degepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sasbikax
HapogoB Poccuiickon ®egepaumn” (nanee - 3akoH N 1807-1). (Benomoctun cbesaa HapoaHbix genytatos PCOCP



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

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

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

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

Peuent, odopmMmneHHbli Ha peuenTtypHoMm ©OnaHke d¢opmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
AOMONHUTENBHO 3aBepsieTcs NevaTbio MeAMUUHCKON opraHunsauun "Onsa peuentos”.

Ons peuenta, odopmneHHOro Ha peuenTypHoM 6naHke dopmbl N 107-1/y, Hannune nevaTtn "Onsa peuenTtos”
He ABngeTcs obs3aTenbHbIM.

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

Ha ogHom peuentypHoM GnaHke ¢opmbl N 107-1/y paspeluaeTcs OCyWeCTBNSATb Ha3HaA4eHue TOMbKO
O[HOro HaMMEHOBaHWS NeKapCTBEHHOro npenapara, oTHocsuwerocs no ATX K aHTUNCUXOTUYECKUMM CpeacTBam
(kog NO5A), ankcuonutukam (kog NO5B), cHoTBOpHBIM M cegaTuBHbIM cpeactBam (kog NO5SC), aHTnaenpeccaHTam
(kog NOBA) n He nognexawero npeamMeTHO-KONMYECTBEHHOMY yYeTy, U OO TPeX HAaUMEHOBAHWI NIEKapCTBEHHbIX
npenapaToB - OS5 UHbIX NNeKapCTBEHHbIX NpenapaToB, He OTHECEHHbLIX K Bbilleyka3zaHHbIM ATX.

16. VicnpaBneHus B peLienTe He JoMnycKatoTCs.

17. Mpu odopmneHun peuentypHoix 6naHkoB ¢dopm N 148-1/y-88, N 107-1/y nu N 148-1/y-04(n) Ha
riekapcTBeHHble npenaparbl, Ha3HaYeHHble NO peLleHuo BpadyebHon komuceun, Ha 06opoTe peuenTypHoro 6naHka
CTaBUTCA creumnanbHas oTMeTKa (LuTamnm).

18. Ha peuentypHom GnaHke dopmbl N 148-1/y-04(n) BHM3Y MMeETCA NUMHUSA OTpbIBA, pasgenstoLllas
peuenTypHbIN BriaHK 1 KOPELLOK.

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

Il. OcbopmneHue peuenta B hopme 3NEKTPOHHOro AOKYMeHTa

19. Peuent B (@opmMe 3neKTPOHHOro [JOKyMeHTa, MOoAMUCAHHOro YCWUNEHHOW KBanuguumMpoBaHHOW
9MNEKTPOHHOW MOoANuUCblo, opMMpyeTcs MeauUMHCKUM paboTHUMKOM, CBeOEHMS O KOTOPOM BHECEHbl B
denepanbHbii PErMCTp MEOUUUHCKMX pPabOTHUKOB <5>, a Tawkke Mnpu YCroBUWM perncTpaumm mepuLMHCKON
opraHusauummM, B KOTOpoW odopMnsieTcs peuent, B peaepanbHOM peecTpe MeAUUMHCKUX opraHu3auun <6>
€IMHON rocyAapCTBEHHON WHGOPMALMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUS U MNOOKMNIOYEHUST Takow
MEeOMULIMHCKOWM OpraHmn3auumn K rocygapCTBeHHON MHpOpMaLMOHHOM cucTeme B cdpepe 30paBooXpaHeHns cybbekta
Poccunckon ®egepaumm <7>.

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

<6> Yactb 4 ctatbn 91.1 ®epepancHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTtenbcTBa Poccuinckon
®epepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Cratbun 91 n 91.1 ®depepanvHoro 3akoHa N 323-O03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepaumn, 2011, N 48, cT. 6724).



20. Mpu ocbopmneHnn peuenta B OpMe IMEKTPOHHOTO AOKYMEHTa Ha JlekapCTBEHHble Mpenapartbl,
ykasaHHble B nyHktax 9 u 11 lMopsagka HasHayYeHWs NIeKapCTBEHHbIX MpenapaToB, YTBEPXKOEHHOro HacTOosILUM
NpuYKasoM, U OTNyckaeMble 3a MOJIHYI0 CTOMMOCTb, 3aMoJHAOTCS CleayoLmne PekBU3nUTbI:

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

2) HauMMeHoBaHVWe MeAMLUMHCKOW opraHusauuu, agpec, TenedoH unv damunus, MHUUManNbl UMEHU U
oTyectBa (nocrnegHee - NpW  HanMuuu) WHAMBUAOYANbHOTO MNPeAnpUHUMMATENsl, MMEIOLWEro fULEH3NI0 Ha
MEeOULMHCKYIO OeSTEeNbHOCTb, ero agpec;

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

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

5) pata okoH4aHusi gencteus peuenta (hopMupyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOW CUCTEMOWN B
cdepe 30paBooxpaHeHus cybbekTa Poccuinckon ®egepauumn B COOTBETCTBMM CO CPOKaMm OeNCcTBUS peuenToB: 15
aHen, 30 gHen, 60 gHewn, 90 aHen, oo 1 roga);

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

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

8) agpec nmaumeHTa (ykasblBaeTCs MOYTOBbLIN aApec MecTa xuTenbcTBa (Mecta npebbiBaHWs unn mecta
haKTUYECKOro NpOXMBaHUSA) C yKasaHWEeM MHAEKCa, HaMMEHOBaHUA Kpasi, obnacTtu, pecnybnuki, aBTOHOMHOrO
oKpyra u nHoro cyobekta Poccunckon depepaumm, HaMMeHOBaHUS HACENEHHOro MyHKTa, HaMMEHOBaHUSA ynuubl
(npocnekTa, nepeynka, npoesaa), HoMepa AoMa (C ykasaHueM Kopnyca, npy Hannyum), 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
yKa3sblBaeTCs KONMYECTBO MOSHbIX MECSILEB;

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

13) HaumeHoBaHME nEKapCTBEHHOro npenapata (MexayHapooHOe HenaTeHTOBaHHOE HavMeHOBaHue,
rPyNNMPOBOYHOE UMM XUMWUYECKOE HaWMEHOBaHWE, TOProBOE HaUMEHOBaHWE), [03UpoBKa, dopma BbIMyckKa,
KONMU4YeCTBO (BCe MO3NLUK YKa3bIBaOTCSl HA PYCCKOM 5i3blKe);

14) cnocob NpMMeHeHWs NekapCTBEHHOro npenapaTta Ha rocyaapcTBeHHOM s3blke Poccuinckon ®egepauun
Unn Ha rocygapcTBeHHoOM s3blke Poccuickon ®epepaumm n rocygapCTBEHHOM SA3blKe PecnybivK U MHbIX S3blkax
HapogoB Poccuiickon ®enepaunm <8>;

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

15) [OOKYMEHT, noATBepXAaloLWMi HasHayeHue JeKapCTBEHHOro npenapaTta Mo pelleHulo BpayeBHoi
KOMWUCCUW MEOMLIMHCKOW OpraHnsaumu;

16) oTMeTKa O Ha3Ha4yeHMM NeKapCTBEHHOro npenaparta no peLueHuo BpavyebHON KOMUCCUN MEeAULIMHCKOM



opraHnsaumm B cCliydaax, YKa3aHHbIX B absaue BTOPOM MNYyHKTa 6 I'Iop;u:J,Ka Ha3Ha4YeHnA IneKapCTBEHHbIX
npenaparos, yTBepXX4eHHOro HaCToAWNM NMPUKa3oMm;

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

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

19) npu odopmneHum peuenta B (OpMe 3SMEKTPOHHOrO [OKYMEHTa Ha NneKapCTBEHHble npenapaTbl,
yKasaHHble B noganyHktax 2 - 5 nyHkta 9 u nyHkte 11 lopsagka HasHavyeHWs NeKapCTBEHHbLIX NpenapaTos,
YTBEPXXAEHHOrO HAaCTOSALWUM NPUKA30M, rpaxgaHam, MMeLW MM NpaBo Ha becnnaTHoOe NonyvYeHne NeKapCTBEHHbIX
npenapaTtoB WNW MOflyYeHWE JNEKApCTBEHHbIX MpenapaToB CO  CKUAOKOW,  3arofHSAKTCS  PEKBU3UTHI,
npegycMoTpeHHble nognyHkTamu 1 - 18 HacTosiLero NyHKTa, a Takke CriegyloLlne pekBU3nTbI:

a) KaTeropmsa rpaxgaH, MMerLWwux npaBo Ha MONyvYeHWe NeKapCTBEHHbIX MpenapaToB B COOTBETCTBUW CO
ctateen 6.1 ®egepanbHoro 3akoHa ot 17 mona 1999 r. N 178-93 "O rocygapCTBeHHON coumanbHOM nomoym”
<9>;

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

©) kog Hozonornyeckon popmel no MKB;

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

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

) CTPaxoBOW HOMEpP MHOMBMAYANbHOrO NULEBOrO cyeTa rpaxgaHvHa B [leHcuoHHom ¢hoHae Poccuiickon
®epepauyuu (npu Hanuymm) (CHUJIIC);

e) HOMEDP nonuca 006s13aTENBHOr0 MeAULMHCKOrO CTpaxoBaHus.

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

22. Mo TpeboBaHMIO NaumeHTa UM ero 3aKOHHOro MpefcTaBuTENs OOpMNSAETCa 3K3eMnnsap peuenta B
dopMe 3NEKTPOHHOIO AOKYMEHTA Ha ByMaXHOM HocuTerne ¢ OTMeTKoM "[yGrmkaT anekTpoOHHOro JOKyMeHTa".

lll. YueT peuenTypHbIX 61aHKOB (32 UCKNOYEHUEM peLenTypPHbIX
6nankoB no cdopme N 107/y-HIM "CneunanbHbin peuenTypHbIN GnaHk™)

23. Y4et peuentypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), narotaBnuBaembIx
Tunorpadpckum cnocobom (ganee - peuenTypHble GnaHkW, nognexaiwime ydeTy), OCYLLECTBISETCS B >XypHanax
yyeTa, NPOHYMEPOBAHHbIX, NMPOLLUHYPOBAHHBLIX U CKPENMEHHbIX NOAMNUCHI0 PYKOBOAMTENS M NevaTbio MeauLUHCKOM
opraHuM3aumMm WnuM MNOAMUCLI0 WHAMBMAYANbHOrO MPeanpUHUMATENsl, UMEIOLLEro IULEH3NI0 Ha MEAULMHCKYHO
[EesATENbHOCTD.

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

a) narta pernctpaunm goKyMeHTa, noarsepXgarwero nocTynineHne;



6) HoMep 1 faTa JOKYMeHTa, NoATBEPXKAAIOLLEro NoCTynneHme, HauMeHoBaHNe NoCcTaBLLMKa;
B) obLlee KONIMYECTBO NOCTYMUBLUNX PELEnTypPHbIX BraHKOB;

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

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

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

F) noanncb OTBETCTBEHHOIO MeaMUMHCKOIro pa6OTHVIKa, nonyvyumBLlero peuenTtypHble 6naHku;

4) cdhamunusa, uHMUManNbl UMEHU W oT4yecTBa (MocrnegHee - MPU HanMMyuMM) U MNOAMUCHL OTBETCTBEHHOMO
MeanUMHCKOro paboTHUKa, BblAaBLUErO peLenTypHble 6naHkuy;

5) ocTaTok peuenTypHbIX Br1aHKOB.

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

1) Homep No nopsaaKy;

2) B pasgene "Mpuxoa™

a) gaTta permcTpaumm JOKyMeHTa, MOATBEPKAAIOLLEro NOCTYNeHNE;

6) Homep ¥ gaTa AOKYMeHTa, NoATBepXXAatoLero nocTynneHne, HaMMeHOBaHME 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
MeAULIMHCKOro paboTHMKa, NONyYMBLLErO peLenTypHble GnaHKM OT NOCTaBLLMKA;

3) B pa3gene "Pacxoa™

a) Aarta Bblgaym peuenTypHbIX 6NaHKoB;

©) cepuun 1 HoMepa BblAaHHbIX peLenTypHbIX 6naHKoB;
B) KOJIMYECTBO 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
MeaULMHCKOro paboTHMKa, BbiAABLLErO peLenTypHble bnaHku;

5) octaTok peuenTypHbix 6naHKoB.
26. YdyeT peuentoB, OGQOPMMEHHLIX B dQOpMe 3feKTPOHHOro [OOKYMEeHTa, OcCyllecTBnseTcs B

rocyfapCcTBeHHOW WMH(OPMaLMOHHON cUCTEMe B cdpepe 3apaBooxpaHeHuss cybbekta Poccuiickon depnepauum
nocpeacTBOM BeeHMS eAMHOIO peecTpa peLenToB, 0hopMITIEHHBLIX B (DOPME 3NEKTPOHHbIX JOKYMEHTOB.



IV. XpaHeHue peLenTypHbIX ONaHKOB (32 UCKIOYEeHUEeM peLenTypPHbIX
6nankoB no cdopme N 107/y-HIM "CneunanbHbin peuenTypHbIn GnaHk")

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

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

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

30. MNpoBepka COCTOAHMS XpaHeHusl, yyeTa, pakTUYEeCKOro HanuMuus M pacxoda peLenTypHbiX BGraHKoB,
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
nomeLleHmnsix, obecneymBaroLLmnx NxX COXPaHHOCTb.

32. [lporpaMMHO-TEXHMYECKME CpeacTBa rocygapCTBEHHbIX MHAOPMAaLMOHHBIX CUCTEM B cdepe
30paBOOXpPaHEHNs, MeQULMHCKMX MHOPMALMOHHBIX CUCTEM MEAMLMHCKUX OpraHusauui obecneunsaroT XpaHeHme
3MEKTPOHHbIX peLenToB, 0popMIeHHbIX B (hOpME 3NEKTPOHHbIX AOKYMEHTOB B T€YEHMEe CPOKOB, YCTAHOBMEHHbIX
ANs XpaHeHus peuenToB, OOPMIIEHHbIX HAa COOTBETCTBYHOLMX DOpMax peuenTypHbIX OMaHKoB Ha OymMadkHOM
HocuTene <10>.

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

Mpunoxexne N 4

K npuka3dy MnHucTepcTBa 34paBoOOXpaHeHs
Poccuiickon ®epepauun

oT 24 Hos16pst 2021 1. N 1094H

®OPMA CIMEUNAJIBHOIO PELENTYPHOIO BJIAHKA N 107/Y-HI

MwuHucTepcTBO 3apaBooxpaHeHnst Poccumnckon Koa dopmbl no OKY[]
depepaumm MegauvumMHcKan JoKyMeHTauums
®opma N 107/y-HI,
yTBEPXKAEHHAsI NPUKa30M
MwuHMCcTepCTBa 34paBOOXPaHEHMS
LTamMn MeAULMHCKOM OpraHm3aumm Poccwitckor degepaumuu
oT 24.11.2021 N 1094H

PELIENT



Cepus N

" 20 r

(moaTa BbINMCKM peuenTa)

(B3pOCHbli, AETCKUI - HY>XKHOE NOAYEePKHYTb)

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

BospacTt

Cepvm n HOMEpP nosimca 0bs13aTENBHOr0 MEANLIMHCKOIO CTpaxoBaHusa

Homep meguumHcKon kapThbl

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

] o LA RSP P

Moanuce 1 nuyHas nevaTb Bpada
(mognuce denbaluepa, akyLepkm)

M.TT.

damunus, uMma, 0TYeCTBO (NocneaHee - NPV HanUYMM) U NOANUCL YNOMHOMOYEHHOro Nuua
MeMLUHCKOW opraHmaaLmm

M.IT.

OTmeTKa anTeyvyHom opraHunsauunm 00 OTnyCKe

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

M.IT.

Cpok genctBus peuenta 15 gHen

MpunoxexHne N 5

K npukady MyHucTepcTBa 3apaBoOXpaHeHmns
Poccuiickon ®epepauun

OT 24 Hos16ps 2021 1. N 1094H

NOPAOOK
N3roToBNEHUA, PACNPEOENEHNA, PETUCTPALUN, YYETA U XPAHEHUA
PELUENTOB, COOAEPXALUMNX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMNHbLIX BEWECTB



l. Mopsagok nsroroBneHus, pacnpenerneHnsa crneynanbHbIX
peuenTypHbIx 6naHkoB no coopme N 107/y-HIN

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

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

3. B uensx opraHuszaumm W3roTOBMEHUA W pacnpeferneHnsa cneumanbHbiX peuenTypHbiX 6naHkoB
MeOMULMHCKME opraHu3aumm, MMELLME NMPaBo OCYLLECTBNATL Bbldayy peuenToB Ha HApKOTUYECKME CPeacTBa MIu
ncmxotponHble BewecTtBa cnucka |l MNepeyHa u 3apeructpupoBaHHble B Poccuitckon depepaunm B KavyecTtse
NeKapCTBEHHbIX MNpenapatoB ANs MeAWLMHCKOro MNpUYMEHEHWs (Janee COOTBETCTBEHHO - MeAuUMHCKast
opraHm3aums, HapKoTUYECKUI (MCUXOTPOMHBIN) NEeKapCTBEHHbIV Npenapar), COCTaBMAT 3a8BKN Ha peLenTypHble
GraHku.

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

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

2) MEeOVUMHCKMMW OpraHu3auusmun, Haxogswmumucs B BefeHun cybwektoB Poccunckon depepauuu,
MEOMLMHCKUMM  OpraHm3aumsMyM  MYHUUMMNAnbHOM UM YacTHOW CUCTEM  30pPaBOOXpPaHEHUs - B Opradbl
ucnonHuTensHoW Bnactu cybbekToB Poccuiickon Pefepaumm B cdepe OxpaHbl 300pOBbsi TPaXKAaH, Ha
TEPPUTOPUM KOTOPbLIX OHW pacronoXeHbl (Janee - opraHbl WCMOMHUTENbHOW BracTu cybbekTtoB Poccuickon
depnepauun).

5. B 3asBKke MeaMLMHCKON OpraHu3aumMn Ha crneumarnbHble peuenTypHble 6aHKkM yKasblBaloTCs criegyolime
cBegeHus:

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

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

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

3asiBka MeAMUMHCKOW  opraHusauuM Ha  cheuuanbHble  peuenTypHble  GraHku  nognucbiBaeTcs
pykoBoAMUTENEM  MEAMLMHCKOM  OpraHuMsauuu, KOTOpbI  HeceT MepcoHanbHyld  OTBETCTBEHHOCTb  3a
060CHOBaAHHOCTb U [OCTOBEPHOCTL YKa3aHHbIX CBEAEHUIA.

6. ®depepanbHble opraHbl UCMOMHWUTENbHOW BNAacTW, B BeAEHWM KOTOPbIX HAXOAATCA MeAMLUHCKMEe
opraHusaumu (ganee - cheaeparnbHble opraHbl UCMONMHUTENbBHOW BRAcTU), M OpraHbl WUCMOMHUTENbHOW BNacTu
cyobektoB Poccuiickoii Pesepaumm Ha OCHOBaHMM 3asiBOK MeOWUUMHCKMX OpraHusauuidi Ha cneumarnbHble
peuenTypHble GnaHku (QOPMUPYIOT CBOAHbLIE 3asiBKM Ha crneuuarnbHble peuenTypHble 6naHkM U B Cpok Ao 1
Aekabps Tekyllero roga npeacTaensoT Ux B MUHUCTEPCTBO.

7. B cBOOHOWM 3asBKe Ha crieumarnbHble peuenTypHble OaHKu ykasbiBatoTCS Criefyolme CBegeHUs:
1) cBegeHus o pegepanbHOM OpraHe UCNONHUTENBHOM BNAcT (opraHe UCMONMHUTENBHOM BNacTn cyGbekTa
Poccuiickon ®epepauun), npeacTtaBUBLLUEM CBOOHYH 3asiBKY Ha crneumnanbHble peuenTypHble 6naHku (nonHoe

HaumeHoBaHWe, afpec MecTa HaxoXaeHNs);

2) KONMYecTBO crieuMasnbHbIX pPeLenTypHbiX 6raHkoB, pacnpeferneHHblXx denepasibHbiM  OpraHoM



WCNONHUTENBHON BriacTu (OpraHom MCMONHUTENbHOW BnacTu cybbekta Poccuickon Pepepauun) Ha 1 sHBaps
npeawecTBYOLLEro roga Mexay MeguumMHCKUMU OpraHn3aunsamu;

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

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

8. Ha ocHoBaHWM nonyyeHHbIX CBOAHbIX 3asBOK Ha cneuuwanbHble peuenTypHble 6naHku MuHUCTEpCTBO
€XEeroHo B Cpok Ao 15 aHBapsa crnegytowero roga opmMupyeT 1 yTBepXXAaeT nnaH pacnpeaeneHust cneunanbHbixX
peLenTypHbIX OMnaHKoOB, B KOTOPOM OTpaxaeTcsa rogoBas notpebHocTb Poccunckon ®epepauum B cneumanbHbIX
peLenTypHbIX bnaHkax (ganee - nnaH pacnpegeneHns MuHuctepcTea).

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

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

3) HeobxoamMmoe KOnMYeCTBO crneLmanbHbIX peLenTypHbIX 6naHKoB.

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

11. MuWHUCTEPCTBOM  [OMOMHUTENBHO K  KOMWYECTBY  ChneuuanbHbIX  PeuenTypHbiX  OnaHkKoB,
npegycMOTpeHHOMY nnaHoM pacnpegenenus MuHucTepcTBa, POpMUMPYETCH Pe3epBHbIA 3anac cneumanbHbIX
peLenTypHbIX 6N1aHKoB B KONu4yecTBe, He npesbiwatwemM 150 000 cneumanbHbIX peLenTypHbIX GNaHKoB.

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

13. ®PepepanbHble oOpraHbl WUCMOMHUTENBbHOW BracTu (opraHbl WCMOMHWUTENBHOW BMRactu CybbeKkToB
Poccuickon ®egepauun) pacnpegenstoT NonyveHHble cneumanbHble peuenTypHble BraHkm Mexay MeamuuHCKUMU
OpraHusaumMsiMm Ha OCHOBaHMM MMaHOB pacnpegeneHnsi, cOPMMPOBAHHLIX B COOTBETCTBMM C 3asBKamu
MEeLMLMHCKMUX OpraHn3aumi Ha crneumarnbHble peLenTypHble OnaHku.

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

14. MuHucTepcTBO, WMHble deaepanbHble OpraHbl UCMOSHUTENBHOW BIACTU WM OpraHbl MCMNOMHUTENBbHON
Bnactu cybwbektoB Poccuiickon ®enepauum OpraHmMsyloT XpaHeHMe chneumanbHbiX peuenTypHbix 6naHKkoB B
NOABEAOMCTBEHHBLIX OpPraHM3auusix, YNOJIHOMOYEHHbIX OCYLLECTBMSATb MOMyYeHWe crneumanbHbIX peLenTypHbIX
6naHkoB OT MMWHUCTEPCTBA, MX XPaHEHUEe U Bbldayvyy MeAWLUMHCKMM OpraHu3aumsiMm (ganee - yrnosIHOMOYEHHas
opraHmsaums).

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

Pernctpauusi, y4eT U XpaHeHWe pesepBHOro 3anaca creumanbHbiX peLenTypHbiX G6naHkoB MuHucTepcTea
ocyliecTenaeTca deaeparnbHbiM OCYAapCTBEHHBIM GHOMKETHLIM  YUPEXKOEHNEM, HAaxoOALMMCHA B BeAeHWM
MuHucTepcTBa (Oanee COOTBETCTBEHHO - PE3EPBHbIN 3anac, NoaBeAOMCTBEHHOE yUpexaeHue).



16. PaboTHMK, HasHaYeHHbIN NPUKa3OM PYKOBOAUTENS YMNOMHOMOYEHHOW OpraHu3auuy (YnonHOMOYEHHON
opraHu3aumv, noABeOOMCTBEHHOIO YYPEXOEHUS) OTBETCTBEHHbIM 33 pPEerncrpauuio, XpaHeHue U  y4yeT
cneumanbHbIX peuenTypHbix OnaHkoB (ganee - OTBETCTBEHHbIM pPabOTHWMK), HA OCHOBAHMU [OBEPEHHOCTW,
odopMnEeHHON B NoOpsAKke, YCTaHOBMNEHHOM 3akoHopaTenbcTBOM Poccuiickon depepaumm (C nognuchbio
PpyKOBOAUTENSA  YNONHOMOYEHHOW  opraHudaumm  (YNONMHOMOYEHHOW  opraHusauuu, noaBegoOMCTBEHHOro
yupexaeHus), rnaBHoro Oyxrantepa, 3aBepeHHbIX KPYyrrnow neyaTbio), NofyvaeT cneuunanbHble pelenTypHble
OnaHKn N OCYyWeCTBNSET BeAeHWe XypHana perucrtpaumMm u ydeta chneuuanbHbiX peuenTypHbiX OGraHkoB, K
KoTopoMy npuobuaet ¢oTo- 1 (unu) BugeomMartepuansl, NOATBepXKaawwme dakT oopMneHnss peuenTypHbIX
6raHKOB Ha JOMY (NPW HaNM4um).

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

KypHan pernctpauum n ydeTa cneumanbHbIX peuenTypHbiX GnaHkoB pesepBHOro 3anaca MwuHucTepcTBa
CKpennsieTcst Takke Noanucblo AvMpekTopa (B criydyae ero oTCyTCTBMSA - 3amecTutens gupektopa) OenaptameHTa
perynupoBaHusi obpalleHusi NeKapCTBEHHbIX CPEeACTB M MeAMUMHCKUX u3genuin MuHucTepcTBa M nevatbio
MwuHucTepcTBa.

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

1) NOPSAKOBLIN HOMEP 3anucuy;

2) npuxop cneumanbHbIX peuenTypHbIX 611aHKoB:

a) pekBu3nTLI 1 gaTta permctpaumm NpuxXoaHoro AOKYMEHTa;

6) obLLee KoNMYeCcTBO MOCTYMMBLUMX CneumasnbHbIX peLenTypHbIX 61aHKoB;

B) cepvs U HOMep CneumanbHOro peuenTypHoro naHka;

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) KONMWYECTBO BblAAHHBLIX CheELManbHbIX peLenTypHbix GnaHkoB C ykasaHMeM B CKOGKax KonuyecTBa
cneumanbHbIX peuenTypHbIX 6MaHKOB, BblAaHHbIX Ansi 0POPMIIEHMS Ha AOMY;

r) dbamunus, ums, oT4eCTBO (NnocredHee - MpPU HanMuMu) M NOAMUCH NuLa, MOMy4YMBLLErO creunarnbHble
peuenTypHble GnaHku;

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

e) hamunusa, ums, oTYeCTBO (nocrnegHee - MpU HanMyMM) U NOANMUCH NLA, OPOPMUBLLETO creuunarnbHble
peuenTypHble GnaHku Ha Aomy;

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

5) octaTok cneumarnbHbIX peLenTypHbIX GriaHKOB.

19. CneumanbHbIi peuenTypHbI BnaHK SABASETCss JOKYMEHTOM CTPOro OTYEeTHOCTM. 3anac cneumanbHbIX
peuenTypHbIX BriaHKOB B MEOWLMHCKOW OpraHu3aunm OOIMKEH XpaHUTbCA B CreuuarnbHbIX NOMeELLeHNsX, cendrax

mnn B cneuunaribHO NU3roToBJIEHHbIX LLIKa(*)aX, OBMTbIX OLMHKOBAHHBIM XENe3oM, C HageXHbIM BHYTPEHHUM WU
HaBeCHbIM 3aMKOM.



MomeleHusn, cerdbl, WKadbl, B KOTOPbIX XPAHATCS cneuuwanbHble peuenTypHble GraHkn, OOMmKHbl OblTb
3aKpbITbl HA 3aMKW MW MOCMe OKOHYaHus paboTbl onevaTaHbl MevYaTbld  YNOMHOMOYEHHOW OpraHusauun
(MeguuMHCKON opraHm3auumn) uim onmoMonpoBaHsbI.

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

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

MeguuunHckme paboTHWMKKM, BLIMWCHIBAKOLWIME peulenTbl Ha HapKOTUYECKME (MCMXOTPOMHbLIE) FlekapCTBEHHbIE
npenapaTbl, HA OCHOBaHMW MpKKasa PyKOBOAUTENS MEANLIMHCKOW OpraHM3aumm HECYT NINYHYI0 OTBETCTBEHHOCTDL 3a
COXPaHHOCTb MONYYEHHbIX CcheuunarnbHbiX peuenTypHbiX OGnaHkoB. CreuuwanbHble peuenTypHble  BGraHku,
nony4YeHHble MeAMUMHCKMM pabOoTHUKOM, XpaHATCA Mof 3amMKOM B celdax, MeTannmnyeckux Lkadgax unu
MeTannmMyecknx almkax.

22. B MmeanumnHCKon opraHusaumm co3gaeTcsl NOCTOSHHO OEeWCTBYOLWAas KOMUCCUsl, KoTopas He pexe 1 pasa
KBapTan (MO peleHn0 PYKOBOAUTENS MEAULMHCKOM OpraHusaumm BO3MOXHO 4alle) OCYLLEeCTBNAET NpPOBEPKY
COCTOSIHUSA perucTpauum m yyeta cneumanbHbIX peuenTypHbiXx ©naHKoB, B TOM 4MCrie MyTemM CBEPKM 3anucemn
XypHana peructpaumm u ydeta creumanbHbIX peuenTypHbiX G6raHKoB, ¢ hakTMYECKMM Hannynem cneuunarnbHbIX
peLenTypHbIX OM1aHKOB, a Takke NPOBEPKY COCTOSIHUS XpaHEHUS! cneuunanbHbIX peuenTypHbIX 6naHKoB.

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

23. ®epepanbHble OpraHbl WCMOMHUTENbHOW BNACTU M OpraHbl UCMOSMHWUTENbHOM BNAacTu CyObekToB
Poccuickon ®egepaumn OCyLLECTBAAIOT KOHTPOMb 3a OpraHuWsauuen perucrpauuu, ydyeta W XpaHeHus
cneumanbHbIX peuenTypHbIX 61aHKOB B YNOMHOMOYEHHbIX OpraHM3aumnsax 1 MeAMLUHCKUX OpraHn3aunsx.

24. Bblgaya cneumanbHbIX peLenTypHbiXx 6naHKoB M3 pe3epBHOro 3anaca MuHuctepcTBa denepanbHbIM
opraHam WCMNOSIHUTENBHOW BMAcTM M OpraHamMm WCNONMHUTENbHOM Bnactu cybwbektoB Poccuiickon Pepepauuu
OCYLLECTBMSETCS OTBETCTBEHHbIM PAbOTHUKOM MNOABEAOMCTBEHHOIO YYPEXAEHUS Ha OCHOBaHWM pelleHus ob
OTNyCKe cneumarnbHbIX peLenTypHbIX OnaHkoB, OOPMIIEHHOrO B BMAE MMUCbMa, NOAMWCAHHOrO AUPEKTOPOM (B
crnyyae ero OTCYTCTBUS - 3aMecTUTenem avpektopa) [enaptaMmeHTa perynupoBaHus obpalleHUs NieKapCTBEHHbIX
CcpeacTB U MeguumMHCKnX nagenuin MuHuctepcTsa.

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

MpunoxexHne N 6

K npukady MuHUCTepcTBa 34paBOOXpaHEHMS
Poccuinckon denepaumm

OT 24 Hos16ps 2021 1. N 1094H

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

l. OcbopmneHue peuenTta Ha ByMaxXHOM HocuTene
1. Ha peuentypHbix 6GnaHkax d¢opmbel N 107/y-HI1 B neBom BepxHeM yrny npocTaBnsgeTcs LiTamn

MEOULIMHCKOM OpraHusauMu C ykasaHuem ee MofHOro HaMMeHoBaHus, agpeca v TenedoHa C OaTol BbIMUCKU
(maTon ochopMneHns) pelenTa Ha NekapCcTBeHHbI Npenapar.



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

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

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

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

5. B peuentypHoM 6naHke dopmbl N 107/y-HIM B cTpokax "®amunusi, umsi, oT4ecTBo (nNocrnegHee - npu
Hanmuum) naumeHTa" n "BospacT” ykasbiBatoTCA NOMHOCTLIO PaMuUnns, UMsl, OTY4ECTBO (MOCNEAHee - NPy Hanm4mm)
naumeHTa, ero Bo3pacT (KONMYeCTBO MOSHbIX MeT).

[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,
BbINMUCbIBAEMOr0 U3 MEAULIMHCKOW OpraHn3aLumy;

3) B cTpoke "damunusa, nms, OTYECTBO (NocregHee - MNpy HanuMuum) nevauwlero Bpada (cenballepa,
aKyLlepkmn)" ykasbiBaeTCs NOMHOCTbIO hamMunus, nMd, oT4ecTBO (NocnegHee - Npu Hanuyuun) Bpaya (denballepa,
aKyLlepKku), BbiMMcaBLUEero peLenT Ha HapKOTUYECKUI (MCUXOTPONHbIN) NeKkapCTBEHHbIN Npenapar.

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

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

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

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

8. lpu odopmneHnn peuenTypHbiXx OnNaHKoB 3anpeliaeTcs OrpaHnYMBaTbCa OOLMMK  yKa3aHMsMMU,
Hanpumep, "BHyTpeHHee", "3BecTHO".

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

1) noanmchlo 1 NMYHOM NeyvaThio Bpaya NMbo noganuckto enbaliepa (akywepkm);
2) nevyaTbld MEOMUUHCKOW opraHusauuun, nnmbo CTPYKTYPHOro nogpasaeneHusi MeauuMHCKOW opraHv3aumm

"N peuenToB”, KOTOpas NPOCTaBMASETCS SIMLOM, YNONHOMOYEHHbIM PYKOBOAUTENEM MEAMLNHCKON opraHuMsaumm
C ykasaHuem amunmm, UMeHKn, oT4eCcTBa (NocrnegHee - NPU HanM4ymMmn) N NPOCTaBIEHNEM €ro NIMYHON NoAMNUCH.



B cny4yasax HeobxoaumocTu odopMneHust peuenta Ha HApPKOTUYECKUN (NCUXOTPOMHbIN) NeKapCTBEHHbIN
npenapaT Ha AOMYy B pamKax OKas3aHus nannvaTMBHOW MEAMLMHCKOM MOMOLUM OOMycKaeTcsd npenBaputenbHoe
3aBepeHVe peuenTa LWTamMnoM MEOMUUHCKOM OpraHusauuu, nevyatbio MeAWMLMHCKOW opraHu3aumm numbo
CTPYKTYPHOro noppasfeneHns MeauuuHcKon opraHmsaumm "[ns peuenTtoB", KOTOpas NpoOCTaBnseTca nuuoMm,
YMOMHOMOYEHHbIM PYKOBOAUTENEM MEAWLMHCKON OpraHusaumm, C ykasaHuem damuinuu, WMeEHW, oT4yecTBa
(nocnegHee - Npy HanU4YMM) 1 NPOCTaBNEHNEM ero nNuyHowm nognucu. Mpu 3TOM B XypHane perncrpaumm un yyeta
peLenTypHbIX 6NaHKOB B COOTBETCTBMM C [1opaakoM pernctpaumm, ydeta n XxpaHeHnsa cneymanbHbIX peLenTypHbIX
OnaHKOB Ha HapKOTUYEeCKue CpencTBa WMuM MCUXOTPOMHblEe BeLlecTBa, YTBEPXKOEHHbIM HaCTOSLUM MPUKasoMm,
JenaeTtcs oTMeTKa O ero Bblgaye Ans ohopMIieHUsa Ha AOMY, a Takke OTMETKa, YAOCTOBEPEHHAsA NOANMCHIO Bpaya
nnbo denbawepa (akywepku), odopMuBLLETO peuenT, O dakTe ero ogOopMIIEHUsi, KOTOPbIA MOXET ObiTb
OOMOSTHUTENBHO NOATBEPXKAEH POTO- 1 (MNK) BugeomaTepuanamu.

B cTtpoke "OTmeTka anTedHOM opraHusaumMm o6 OTnycke" CTaBUTCA OTMEeTKa anTeyHOW opraHusauum ob
OTMNYCKEe HapKOTMYECKOTro (NCMXOTPOMNHOrO) fieKapCcTBEHHOro npenaparta (C ykasaHMemM HaumeHOBaHuWs, KonnyecTtsa
OTMNYLLEHHOro HapKOTMYEeCKOro (NMCUXOTPOMHOro) NeKapCTBEHHOro npenapata W gatbl ero oTnycka), kKoTopas
3aBepsieTcs noanucbio paboTHWKa anTeyHoW OopraHM3aumu, OTMYCTUBLLEro HAapKOTUYECKMM (MCMXOTPOMHbLIN)
nekapCcTBEHHbIN npenapart (C ykasaHvem ero amunuu, UMeHu, oTyecTBa (NocnegHee - Npu Hanuyuu), a Takke
KpYrnom neyaTbl0 anTeyHoW opraHu3auum, B OTTMUCKE KOTOPOW JOSMKHO ObiTb MOAEHTUAULMPOBAHO MOMHOE
HaumeHOBaHVe anTe4YHOoWN opraHn3auum.

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

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

12. Peuent B ¢opme 3MEKTPOHHOrO AOKYMEHTa, MOAMNUCAHHOrO YCUNEHHOW KBannuunpoBaHHON
SMEeKTPOHHOW MNOoANuUCbIo, OPMUPYETCA MEAUUMHCKAM pabOoTHWMKOM, CBeAeHMS O KOTOPOM BHECEHbl B
denepanbHbIl perucTp MeguuMHCKMX paboTHMKOB <2>, a Takke NpW YCroBWMM perncrpauum meguumnHCKon
opraHmsaumu, B KOTOpoW ocdhopmnseTca peuent, B dedepanbHOM peecTpe MeAuUMHCKUX opraHm3aumi <3>
€[IHON TroCcyAapCTBEHHON WHAOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUS U NOOKNIOYEHUS Takow
MeOMLMHCKOW OpraHn3auumn K rocygapCTBeHHON MHOPMAaLMOHHOW crucTeMme B cdpepe 3apaBooxpaHeHus cybbekTa
Poccuickon ®egepaunn <4>.

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

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

<4> Ctatbu 91 n 91.1 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepauun, 2011, N 48, cT. 6724).

13. Mo TpeboBaHWMIO NauueHTa MU ero 3aKOHHOro MpeAcTaBUTeEns OOPMIIAETCA 3K3eMNnap peuenta B
dopMe 3NEKTPOHHOIO AOKYMEHTA Ha ByMaXHOM HocuTerne ¢ OTMeTKoM "[yGrmkaT anekTpoHHOro JOKyMeHTa".




