[JokyMmeHT npegoctasneH KoHcynbTaHTlIoC

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

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN

MPUKA3
oT 24 HOoAb6pA 2021 r. N 1094H

Ob YTBEPXKAEHUU MNOPAAKA
HA3HAYEHWUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELUENTYPHbIX
B/IAHKOB HA NNEKAPCTBEHHbIE NMPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, X YYETA U XPAHEHUA, ®OPM BJ/IAHKOB
PELLENTOB, COAEPHALLNX HASHAYEHUE HAPKOTUYECKMX CPEACTB
WU NCUXOTPOMHDbIX BELLLECTB, MOPAAKA MX U3TOTOBJIEHUA,
PACNPEAOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA,
A TAKXKE NPABU1 O®OPMJIEHUA B/IAHKOB PELIENTOB,
B TOM YUCNE B POPME I/TIEKTPOHHbIX JOKYMEHTOB

B cootBeTcTBMM C NyHKTOM 16 yactn 2 ctatbm 14 PepepanbHoro 3akoHa ot 21 Hosb6ps 2011 r. N 323-93 "06
OCHOBax OXxpaHbl 34,0p0BbA rpaxgaH B Poccuiickonn Pepepaumn” (CobpaHme 3akoHopaTenbcTBa Poccuickolt
depepauyum, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbk 26 OeaepanbHOro 3aKoHa OT 8 AHBapA
1998 r. N 3-®3 "O HapKOTUYECKUX CPeAcTBax M MNCUXOTPOmnHbIX BelwlecTtBax" (CobpaHue 3aKoHOAATE/bCTBA
Poccuiickon depepaumm, 1998, N 2, ct. 219; 2017, N 31, cr. 4791), noanyHKktamu 5.2.177, 5.2.178 n 5.2.179
nyHKTa 5 T[lonoxeHus o MuHUCTepCTBE 34paBooXpaHeHus Poccuickoint Ddegepaumn, yTBEpKOEHHOro
noctaHosneHvem [pasutenbctBa Poccuitckoit Pepepauum ot 19 wuwoHa 2012 r. N 608 (CobpaHue
3aKoHogaTtenbcTBa Poccuiickon ®epgepaunm, 2012, N 26, cr. 3526; 2015, N 23, ct. 3333; 2017, N 52, cT. 8131;
2021, N 43, c1. 7258), npuKasblBato:

1. YTBepauThb:
MopAafoK Ha3HaYeHMA NeKapCTBEHHbIX MPenapaToB COrIacHO NpuaoxeHuo N 1;
bopMbl peLenTypHbIx 6/1aHKOB HA IEKAPCTBEHHbIE NPEnapaTbl COrNAcHO NpuaoxKeHuo N 2;

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

dbopmbl 61aHKOB peLenToB, CoAeprKalluMX Ha3HauyeHWe HapKOTUYECKUX CPeAcTB WMAM MNCUXOTPOMHbIX
BeLLEecTB, COrnacHo npunoskeHuio N 4;

NMopAadoK M3roToBAEHWA, pacnpegenieHna, perucTpauum, ydyeta M XpaHeHWA peuenTos, CoAepXKalimx
Ha3Ha4YeHMne HapPKOTUYECKUX CPeaCTB AN NCUXOTPOMHbIX BELW,eCTB COrlacHo npuaoxeHuto N 5;

MNpasuna Od)OpM/'IEHMFI peuenTtos, coaepXawnx HasHa4eHNEe HaAPKOTUYECKUX CpeacCTB UAN NCUXOTPONHbIX
BeullecTts, B TOM 4ynucne B d)opme 9N1EKTPOHHbIX LOKYMEHTOB COr1acHO npunoxkeHuo N 6.

2. Mpur3HaTb YTPATUBLINMM CUAY:

npukas MuHUcCTepcTBa 3ApaBooxpaHeHns Poccuiickont depepauum ot 1 asrycta 2012 r. N 541 "0O6
yTBEpXKAeHUN GopMbl 6/1aHKOB PEL,EenTOB, COAEPMKALLUX Ha3HAaYEeHNE HAPKOTUYECKUX CPEACTB MAN NMCUXOTPOMHbIX
BELLECTB, MOPALKA MX M3rOTOBAEHWA, pacnpefeneHus, pPernucTpauuu, ydeTa M XpaHeHWA, a TaKKe npasun
obopmneHuns" (3apernctpuposaH MuHucTepcTBOM tocTuumm Poccuitckon depepaumm 15 asrycta 2012 r.,
pernctpauunoHHbiii N 25190);
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npukas MuHucTepcTBa 34paBoOXpaHeHua Poccuiickon Pepepaumm o1 30 umioHs 2015 r. N 385H "O
BHECEHMM U3MEHEHWI B NpMKa3 MUHUCTEPCTBA 34paBO0OXpaHeHmnA Poccuiicko Pepgepaumm ot 1 asrycta 2012 r. N
541 "O6 yTtBeprkaeHMn ¢dopmbl 6aHKOB peLLenToB, coAeprKalinx HasHavyeHMe HaPKOTUYECKUX cpeacTB Mau
NMCUXOTPOMHbIX BELLECTB, MOPALKA UX U3rOTOBAEHUA, pacnpeseneHmnsa, perncTpaymm, yueta u XpaHeHusa, a Takxe
npasua opopmneHuns" (3apernctpmpoBaH MuHUCTepCTBOM tocTULMK Poccuiickolt ®epepauum 27 HoAabpa 2015 r.,
pervcTpaumnoHHbliii N 39868);

npukas MuHWUcTepcTBa 34paBoOXpaHeHna Poccuiickon Pepepaumm ot 21 anpena 2016 r. N 254H "O
BHECEHUM U3MEHEHMIN B NpUKas MuHuUcTepcTea 3apaBooxpaHeHma Poccninckon Peagepaunm ot 20 aekabps 2012
r. N 11751 "O6 yTBep»KAeHMM NopaLKa HasHAa4YeHMA U BbINMCbIBAHWA IEKAPCTBEHHbIX NPENAPATOB, a TaKke dopm
peuenTypHbIX 6N1aHKOB Ha NeKapCTBEHHble NpenapaTbl, NopaaKa opopMAEHMA YKa3aHHbIX 61aHKOB, UX y4YeTa U
xpaHeHua" n npunoxeHue N 2 K npukasy MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoin depepaumm ot 1 asrycra
2012 r. N 54H "O6 yTBEpKAeHMM dopMbl 61aHKOB PeLEnToB, COAEPMKALUMX HAa3HAYEHNE HAPKOTUYECKUX CPEaCTB
WAW NCUXOTPOMHbIX BELLECTB, NOPAAKA MX M3rOTOBNAEHUA, pacnpesenieHun, perucTpaumm, yyeta n xpaHeHus, a
TakKe npasun odpopmneHua"” (3apeructpupoBaH MuHUCTEpPCTBOM tocTULMKM Poccuitickon depepaumm 18 uiona
2016 1., pernctpaumoHHbIin N 42887);

NYHKT 4 W3MEHEHWN, KOTopble BHOCATCA B HEKOTOpble MpuKasbl MUHWUCTEPCTBA 34PaBOOXPaHEHUA WU
coumansbHoro passuTmna Poccuitickoit ®epepaunn n MuHucTepcTsa 34paBooxpaHeHmnsa Poccuiickoit Peaepaumm no
BONpocaM ObpalleHUs NeKapCTBEHHbIX MPEenapaToB, COAEPKALMX HAPKOTUYECKME CpencTBa, MCUXOTPOMHble
BELLeCTBA M WX MPEKYPCOPbl, U JIEKAPCTBEHHbIX CPEACTB, MOAJEXKALMX NPenMeTHO-KONYECTBEHHOMY Y4eTy,
YTBEPKAEHHbIX NpMKasom MuHUCTEPCTBA 34paBooxpaHeHna Poccuiickon Peaepaumm ot 31 oktabpa 2017 r. N
882H (3apernctpmpoBaH MuHUcTepcTBom toctTuLmMn Poccuiickon ®epepaunn 9 aHeapsa 2018 r., perncTpaunMoHHbIN
N 49561);

npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon Pegepaumm ot 11 gekabpa 2019 r. N 1021H "O
BHECEHMM M3MeHeHUn B npunoxeHna N 2 u 4 K npukasy MuHuUcTepcTBa 34paBooOXpaHeHusa Poccuiickolt
depepauum ot 1 aBrycta 2012 r. N 54H "0O6 yTBepaeHUN bopmbl 61aHKOB peLenToB, COAEePrKaLLMX HasHaYeHue
HAPKOTUYECKUX CPEACTB UAN NCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBNIEHWA, pacnpeaeneHns, perncrpauum,
yyeTa M XpaHeHMus, a Takke npasun opopmneHma" (3apernctpmpoBaH MMHKUCTEPCTBOM tOCTMLMKM Poccuitckoi
depepauum 28 sHeapna 2020 r., perucTpauMoHHbin N 57293);

npukas MuHucTepcTBa 34paBooxpaHeHua Poccuiickon Pepepaunm ot 8 oktabpa 2020 r. N 1076H "O
BHECEHWUU WM3MeHeHWM B NOPAAOK PerucTpaumuun, ydyeta U XpaHeHMsA CheuuanbHbiX peuenTypHbIX 6a1aHKoB Ha
HAapKOTUYECKME CcpencTBa  MAM  NCUXOTPOMHbIE  BELLECTBA, YTBEPMKAEHHbIM nNpuKasom MwuHKUcTepcTBa
3apaBooxpaHeHusa Poccuitckoint degepaumm ot 1 asrycta 2012 r. N 54H" (3apeructpupoBaH MUHUCTEPCTBOM
tocTnumm Poccninckont ®eaepaumm 13 Hoabpa 2020 r., pernuctpaumoHHbin N 60898);

npukas MuHUCTepcTBa 34paBooxpaHeHus Poccuitckoint degepaumm ot 14 aneapa 2019 r. N 4H "0O6
YTBEPXKAEHUM MNOPALKA HA3HAYEHMA JIEKAPCTBEHHbIX MpenapaTtoB, ¢opm peuenTypHbix 61aHKOB Ha
NeKapCTBEHHble npenapaTbl, nopAgka odopmaeHMs yKasaHHbIX OMaHKOB, MX y4eTa M XpaHeHus"
(3aperunctpuposaH MuHuctepcTeom tocTnumnm Poccuiickon depepauum 26 mapta 2019 r., perncrpaymoHHbii N
54173);

npukas MuHUCTepcTBa 3apaBooxpaHeHus Poccuiickon depepaumm ot 11 gekabpa 2019 r. N 1022H "O
BHECEHWM U3MEHEeHUI B NpuKas MuHUCTepCTBa 34paBooxpaHeHmna Poccuiickon ®epepaumm ot 14 ausapa 2019 r.
N 4H "O6 yTBEepKAEHMM MOpsALKa HA3HAYEHMA JIEKAPCTBEHHbIX MpenapaTtos, popm peuenTypHbiXx 61aHKOB Ha
NeKapCTBEHHble npenapaTbl, nopagka odOpMIEHUA YKasaHHbIX 6MaHKOB, WX y4eTa M XpaHeHus"
(3apeructpupoBaH MuHucTepcTBoMm HOCTUUMKM Poccuitickont dPeaepaumm 28 sHeapa 2020 r., perucTpaumoHHbin N
57292);

npukas MuHucTepcTBa 3a4paBooxpaHeHua Poccuiickon depepauum ot 8 oktabpa 2020 r. N 1075H "O
BHECEHUM W3MEHEHUA B MNOPAAOK Ha3HAYEHWA NEeKAPCTBEHHbIX MNPENapaToB, YTBEPXKAEHHbIA MPUKA30M
MuHUCcTepcTBa 3apaBooxpaHeHMa Poccuiickoit depepauum ot 14 anBapsa 2019 r. N 4n" (3apeructpupoBsaH
MuHUucTepcTBOoM tocTUumMn Poccuiickoit @egepaunm 22 aekabpsa 2020 r., pernctpaunoHHbiii N 61695);
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NYyHKT 3.8 NHCTPYKUMM O nopaaKe BbINMUCbIBAHUA /IEKAPCTBEHHbIX NPenapaToB U opoOpmMIeHNs peLenToB 1
TpeboBaHMN-HAKNAAHbIX, YTBEPKAEHHON NpUKazom MUHUCTEPCTBA 34paBOOXPAHEHMA U COLMAIbHOIO Pa3BUTUA
Poccuiickoin ®egepaumm ot 12 pespana 2007 r. N 110 "O nopsagke HasHaYe€HMA U BbINMMUCbIBAHUA NEKAPCTBEHHbIX
npenapaTtos, U3Aenuin MeANLMHCKOrO Ha3HayeHusa M Cneumasnm3ampoBaHHbIX MPOAYKTOB seyebHoro nutaHua'
(3apernctpuposaH MuHuctepcteom rocTuLUmMm Poccuiickoit Pepepaumum 27 anpena 2007 r., perucTpaumoHHbin N
9364);

npuKas MUHWUCTEPCTBA 34PAaBOOXPAHEHUA U CoUManbHOro passutma Poccuinckoit Pepepaunmn ot 17 masn
2012 r. N 562H "O6 yTBepxaeHun lMopagKa oTnycka GUMYECKMM ANLAM JIeKapCTBEHHbIX MpenapaToB Ans
MEAMLMHCKOIO NPUMEHEHMS, COAEPKALMX KPOME MAJbIX KONMYECTB HAPKOTUUYECKUX CPEACTB, MCUXOTPOMHbIX
BEWECTB M WX MpPEeKypcopos JApyrve ¢GapmaKo/iorMyeckme aKTMBHble BellecTBa" (3apervcTpuposaH
MuHucTepcTBOM tocTUumMKM Poccniickont Pepepauun 1 nioHa 2012 r., peructpaumnoHHsin N 24438);

MYHKT 2 W3MEHEHWIN, KOTOpble BHOCATCA B HEKOTOpble MpMKasbl MUHUCTEPCTBA 34paBOOXPaHEHUA U
coumanbHoro passutus Poccuiickont depepaumu, yTBEp:KAEHHbIX NMPUKasoM MWHKUCTEPCTBA 34PaBOOXPAHEHMs
Poccuitickont depepaumm ot 10 mioHa 2013 r. N 369H (3apernctpmupoBaH MUHUCTEPCTBOM HOCTUMLMKU PoccuincKoi
depepauum 15 niona 2013 r., pernctpayoHHbin N 29064);

npukas MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickon depepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHMU U3MEHEHWUI B NOPALOK OTNyCKa GU3NYECKMM NULLAM NEKAaPCTBEHHbIX NPenapaToB ANA MeAULUHCKOro
NPUMEHEHUA, COAEPIKALLMX KPOME MaJbIX KONMYECTB HAapPKOTUYECKUX CPeacTB, MCUMXOTPOMHbIX BELLECTB U WX
npekypcopoB Apyrne $apMaKosorMyeckMe aKTUBHblE BELLECTBA, YTBEPXKAEHHbIA MpuKasom MuHUcTepcTBa
3[paBOOXpPaHeHMAs M coumanbHoro paseutua Poccuiickonnt @degepaumm o1 17 maa 2012 r. N 562R"
(3apernctpuposaH MuHuctepctBom rCTULMM Poccuninckont Pepepauymm 10 ceHTabpsa 2014 r., perucTpaumoHHblin N
34024);

NYHKT 1 M3MEHEeHWN, KOTOpble BHOCATCA B HEKOTOpPble MpPMKasbl MUHUCTEPCTBA 34paBOOXPAHEHUA WU
coumanoHoro passutua Poccuitickont ®epepaumm u MuHUcTepcTBa 34paBooXpaHeHns Poccuiickon depepaumm,
YTBEPKAEHHbIX NPUKazom MMWHUCTEPCTBA 34paBooxpaHeHna Poccuiickon ®epepauum ot 10 ceHTabpa 2015 r. N
634H (3aperucTpupoBaH MuHuctepctBomM tocTuumMm  Poccuinckon depepaumm 30 ceHtabps 2015 r.,
pernctpauunoHHbiii N 39063);

NYHKT 3 W3MEHEHWN, KOTOpble BHOCATCA B HEKOTOpPble MpPMKasbl MUHUCTEPCTBA 34paBOOXPAHEHUA WU
coumanbHoro passuTna Poccuitckoit ®eaepaunn n MuHucTepcTsa 34paBooxpaHeHuns Poccuiickol ®epepauunm no
BONpocaM ObpalleHUs NeKapCTBEHHbIX MPENApPaToB, COAEPKALWMX HAPKOTUYECKME CpencTBa, MCUXOTPOMHble
BELLeCTBA M WX MPEKYPCOPOB, M JIEKAPCTBEHHbIX CPEeACTB, NOAJeXaWwmx npeamMmeTHO-KOIMYECTBEHHOMY Y4eTy,
YTBEPKAEHHbIX NpMKasom MuHUCTEPCTBA 34paBooxpaHeHna Poccuitckoit Pepgepaumm ot 31 oktabpa 2017 r. N
882H (3apeructpmpoBaH MuHUCTepcTBOM tocTULMK Poccuiickon ®epepaunn 9 aHeapsa 2018 r., pernctpauMoHHbIN
N 49561).

3. PeuentypHble 6n1aHKkM dopmbl N 107/y-HI, U3roToBAeHHble A0 AHA BCTYMNAEHWA B CWAY HaCTOALLEro
npuKasa, MoryT 6bITb UCNOb30BaHbl A0 1 mapTa 2023 roaa.

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

MuHucTp
M.A.MYPALLKO

MpunoxeHne N 1
K Np1Ka3y MUHUCTepCTBa 340aBOOXPaHEHNS
Poccuiickon ®egepauymm
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oT 24 HoAGpA 2021 r. N 1094H
noPAAOK HASHAYEHUA NEKAPCTBEHHDbIX MPEMAPATOB
l. O6wme nonoxKeHus

1. HasHauyeHWe nekapcTBEHHbIX NMpenapaToB A8 MeAUUMHCKOro NMpUMeHeHus (aanee - NeKapcTBeHHbIe
npenapaTtbl) OCYWECTBAAETCA JieYalm Bpayvom, ¢GenbAllepom, aKylepKoW B C/yYae BO3/IOXKEHWUA Ha HUX
NOJIHOMOYMI fleYallero Bpaya, NpM OKasaHMM MeLAMUMHCKOW MOMOLWM B MEAULMHCKMX OpraHm3auuax <1>, B
nopazKe, YyCTAaHOBAEHHOM MNpPWKasom MUHUCTEPCTBA 34,0aBOOXPAHEHUA U COLMANbHOTO pas3BuTMA Poccuitckolt
dPepepauum ot 23 mapTta 2012 r. N 252H "O6 yTBepxaeHun MNopasaKka BO3NOKEHMA Ha ¢enbaliepa, akywepKy
pyKoBoguTenem MegULMHCKON OpraHusaumMm npu opraHusaLMm OKasaHMA NepBUYHON MeLUKO-CaHWUTAPHOWM
NOMOLLM W CKOPOMA MEAMUMHCKON NOMOLLM OTAENbHbIX GYHKUMIA fedyallero Bpavya No HenocpeacTBeHHOMY
OKa3aHMI0 MeAMUMHCKOM NOMOLLM NauMeHTy B nepuog HabaogeHUA 33 HAM U ero Jie4YeHus, B TOM Yucae no
Ha3HaAYEeHMIO M NPUMEHEHMUIO NEKAPCTBEHHbIX NPENapaToB, BKIOYAA HAPKOTUYECKME IEKAaPCTBEHHbIE NpenapaThbl
" NCUXOTPOMHbIE  JIeKAaPCTBEHHbIE npenapatbl"  <2>, MHAMBUAYa/IbHbIMU npeanpuHUMaTesIAMm,
OCYLLECTBASOWNMU MEAULMHCKYIO AeATeNbHOCTb (fanee - MeauUMHCKNE paboTHUKN).

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

<2> 3aperucTpupoBaH MuHucTepctBOM tocTUumMM  Poccuitickor depgepaummn 28 anpena 2012 r,
pernctpaumoHHbii N 23971 ¢ M3MEHEeHUAMM, BHECEHHbIMW NpPUKaszom MUHUCTEPCTBA 34pPaBOOXPaHEHUS
Poccuiickon ®epepaumm ot 31 oktabpa 2017 r. N 882H (3apermctpupoBaH MUHUCTEPCTBOM tOCTUMLMKN Poccuiickoi
depepauunm 9 aHBapa 2018 r., perucTpaumoHHbin N 49561).

MeanuMHCKMI paboTHMK, 0GOPMUBLUMIA PeLEenT C HapyLeHMeM HACTOALWEro NopaaKa, UAN PYKOBOSMUTEb
MeAMLMHCKOWM opraHusaummn obecneynBaloT cBoeBpemeHHoe nepeodopmieHne Tpebyemoro gaa naumeHTa
peuenTa.

2. CBefgeHMA O HaszHaYeHHOM NEeKapCTBEHHOM MNpenaparte (HaMMEHOBaHMG NEeKapCTBEHHOro npenaparta,
A03UNPOBKa, cnocob BBeaAeHNA U MNPUMEHEHUA, pPeXnm AO03npoBaHUNA, NPOAO/TIKUTENIbHOCTL J1Ie4YeHUA U
0boCHOBaHWE Ha3HayeHun NeKapCTBeHHOro npenapaTa) BHOCATCA mMmegNUNHCKNM pa6OTHVIKOM B MeaNUMHCKYIO
AOKYMEHTAUMIO NaLUeHTa.

B cnyyasx, yKasaHHbIX B NyHKTax 8 - 11 Hactoswero MNopagKa, MEAUUMHCKUIA PabOTHUK, HasHAYMBLUMIA
NeKapCTBEHHbIM NpenapaTt, opopMAAET Ha3HAYEeHWE NEKAPCTBEHHbIX NPENApaToB, B TOM YMCie MNOANENKALLUX
W3roTOB/IEHUIO U OTMYCKY anTeYHbIMW OpraHusaumamu (ganee - NekapcTBeHHble NpenapaTbl UHANBUAYANbHOMO
W3roToB/IeHWA), Ha peLenTypHom 6aaHKe, opopmaeHHOM Ha BymaXKHOM HocUTeNe 3a CBoel noanucbio (aanee -
peuenT Ha BymaxKHOM HocuTene), U (Man) c cornacua NaumeHTa WAM ero 3aKOHHOro NpeacTaBuTens <3> Ha
peuenTypHoMm 61aHKe B GOpPME 3/1EKTPOHHOIO LOKYMEHTA C UCMO/b30BaHUEM YCUAEHHOW KBaAUULMPOBAHHOM
3/1EKTPOHHOM NOANUCK MeANLMHCKOro paboTHUKa (fanee - peuent B Gopme 3/1eKTPOHHOO AOKYMEHTA).

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

Peuent B ¢popme 31EKTPOHHOrO [OKYMEHTa, COAEpMKalMii HasHaYyeHWe HaPKOTUYECKUX CPeacTs wuau
NMCUXOTPOMHbIX BELLECTB, NOAMMCLIBAETCA C WMCMONb30BaHNEM YCUAEHHON KBaNMULMPOBAHHOW 31EKTPOHHOM
noanucyK neyvauiero spava uam denballepa, akyllepKn, Ha KOTOPbIX BO3/0XEeHbl GYHKLMK Neyalllero spaya, u
COOTBETCTBYHOLLEN MeAMLIMHCKON OpraHu3aumm <4>,
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<4> MyHKT 1 cTaTbM 26 PeaepanbHOro 3akoHa ot 8 aHeapa 1998 r. N 3-P3 "O HapKOTUYECKMX CpeacTBax U
ncuxotponHbix Bewecteax" (CobpaHune 3akoHoaaTenbcTsa Poccuitickont ®epepaumm, 1998, N 2, ct. 219, 2017, N
31, ct. 4791) (nanee - depepanbHblii 3aKoH N 3-93).

OdopmneHne peuentoB B ¢popme 3/EKTPOHHbIX [OOKYMEHTOB OCYLWECTBAAETCA B C/yd4ae MNPUHATUA
YNO/NHOMOYEHHbIM OPraHOM WCMOJIHUTENIbHOM BAacTn cybbvekta Poccuiickont dPepepaumm B COOTBETCTBUM C
nyHKTomM 4 cTtaTbu 6 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHUM NeKapCTBEHHbIX
cpepcts" <5> peweHus o6 Mcnonb3oBaHMM Ha TeppuTopum cybbekta Poccuiickonnt Pepepaunmn Hapsgy c
peuenTamy Ha JNeKapcTBeHHble mnpenapatbl, OPOPMAEHHbBIMM Ha Oyma)KHOM HoOcCUTesne, pPeuenToB Ha
NleKapCTBEHHbIE NpenapaTbl, CGOpPMUPOBAHHBIX B POPME 3NEKTPOHHbIX LOKYMEHTOB.

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

3. MNpu BbINUCKE MNaUMeHTa U3 MeAMLMHCKOW OpraHuM3auMu, B KOTOPOM emy OKasblBa/iacb MeAMLMHCKas
NMOMOLLb B CTALLMOHAPHbBIX YCNOBUAX, NPU HEOBXOAMMOCTU MPOLO/IKEHUS NMPUEMA JIeKapCTBEHHOIO nNpenapaTa B
ambynaTopHbIX YCMOBUAX LAHHOMY MaUMEHTY MO PELUEHUID PYKOBOAMTENA MEAMULMHCKOW OpraHu3aLmm
HasHaualoTcA ¢ opopmaeHMem peLenTta B popme 3/1eKTPOHHOTO AOKYMeHTa U (Mn) Ha BymakHOM HocuTene (3a
UCKtoueHnem odopMIeHMA PeLEenToB Ha IEKAPCTBEHHbIe NpenapaThl, Nog/exallme oTnycky becnaaTHoO Uan co
CKnaKon) nmbo BblaatoTcA (MaUMEHTY WAM ero 3aKOHHOMY MPeACTaBUTEN0) OLHOBPEMEHHO C BbIMMCKOW U3
nctopum 60ne3HN NeKapcTBEHHbIe NMpenapaTbl, B TOM YMUCIe HAaPKOTUYECKME U NCUXOTPOMHbIE /IEKAapPCTBEHHbIE
npenapaTtbl, BHECEHHble B cnuUckK |l 1 1l nepeyHsa HaAPKOTUYECKMX CPEeacTB, MCUXOTPOMHbLIX BELLECTB M MUX
NPEeKypPcopoB, NoasexKalmx KOHTpoto B Poccuitickot ®eaepaumu, yTeepRaeHHoro MNpasuTenbcTBom Poccuiickoi
depepaumm <6> (aanee - lMepeyeHb), CUIbHOLEMNCTBYIOWME JIEKAPCTBEHHbIE MpenapaTbl, Ha CPOK Npuema
nauyeHTom 4o 5 aHen.

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

4. HasHayeHue NNEKAPCTBEHHbLIX MPEnapaTtoB MNpPU OKa3aHuWn Me,CI,MLI,MHCKOI\;I nomowmn B CTaUMOHAPHbIX
YCNIOBUAX MOXKET OCYWeCTBAATbBCA NnocCpeacCTBOM TDEGOBaHMﬁ Me,CI,MLI,MHCKOI\;I OopraHunsauunun, HanpaBaaembiX B
anTeyHble opraHn3saunun, ABAAKOWNECA CTPYKTYPHbIMU No4pa3geneHnamm Meﬂ,MLLMHCKOﬁ opraHunsauunu. <7>

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

5. HasHauyeHMe NleKapCTBEHHbIX MpenapaToB OCYWECTBASETCA MeAMUMHCKMM  paboTHMKOM Mo
MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWIO, a NpPW €ero OTCYTCTBMM - TPYNNUPOBOYHOMY WU
XMMWYECKOMY HauMMeHOBaHWI0. B ciyyae OTCyTCTBMA MeXAYHApPOAHOro HEMaTeHTOBAaHHOMO HAaMMEHOBAHMUA U
rPYynnMPOBOYHOrO MAN XMMMYECKOrO HaMMEHOBaHWA /JIeKapCTBEHHOro npenapaTta /eKapCTBEHHbIM npenapar
Ha3HayaeTca MeANLMHCKMM PaboOTHMKOM MO TOProBOMY HaMMEHOBaHMI0. NPy HANNYUK MeANLMHCKMX NOKa3aHWUM
(MHaMBMAYaNbHAA HENepPeHOCMMOCTb, MO KU3HEHHbIM TMOKa3aHWAM) MO peleHuio BpadyebHoN Kommccum
MeAMLMHCKOWM OpraHM3aumm <8> OCyLLeCTBAAETCA HasHayeHue U odopmaeHMEe HasHaAYeHMA NIeKapCTBEHHbIX
npenapaTos, He BXOAAWMX B CTaHAAPTbl MEAULMHCKON NOMOLLM, pa3paboTaHHble B COOTBETCTBUM C MyHKTOM 14
ctatb 37 depepanbHoro 3akoHa N 323-P3 <9>, uaM He NpPeayCMOTPEHHbIX COOTBETCTBYIOLLEN KAMHMYECKOM
pekomeHgauueir, nnMbo No TOProBbiIM HaMMEHOBaHWAM. PelleHuMe BpadebHON KOMMCCUM MEANLMUHCKON
opraHunsaunmn GUKCUpyeTca B MegUUMHCKOM AOKYMEHTaUMKN NauMeHTa U B )KypHane BpayebHO KoMuccum.
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<8> lMpuKaz MMHUCTEPCTBA 34paBOOXPAHEHMA M coLManbHOro pa3sutua Poccuiickon depepaumm ot 5 man
2012 r. N 502H "O6 yTBepXAeHMU nopagKa CO3AaHUA U AeATeNbHOCTM BpavyebHOM KOMUCCUMU MeaU LMHCKOM
opraHusaumun" (3apeructpuposaH MuHUCTEPCTBOM tocTUUMKU Poccuitickonnt depepaumm 9 uwoHa 2012 r,
perucTpaumoHHbin N 24516) ¢ M3MEHEHMsMU, BHECEHHbIMW MpPMKa3om MMUHUCTEPCTBA 34PaBOOXPaHEHUS
Poccuiickoint depepauum ot 2 aekabpsa 2013 r. N 886H (3apernctpmposaH MUHUCTEPCTBOM HOCTULMK Poccuiickoit
depepaumnm 23 aekabpa 2013 r., pernctpaumoHHbii N 30714).

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

Ecnv npu oKasaHWKM NauMeHTy MegMUMHCKOM MOMOLWM B MeAULUMHCKOW OpraHu3auMyM B CTaLMOHapPHbIX
YCNOBMAX MO PELIeHMI0 BpayebHON KOMWMCCUMM OCYLLECTBAAIOTCA Ha3HaAYyeHWe U NPUMEHEHUE NIEKAapPCTBEHHOTO
npenapata C KOHKPETHbIM TOProBbiIM HaMMEHOBaHMEM, TO MPW OKasaHUW AaHHOMY NaAUMEHTY MeAULUHCKOM
NMOMOLLM B MHON MEAULMHCKON OpraHuM3auuu B CTaUMOHAPHbIX YC/IOBUAX, a TaKKe B aMbynaToOpHbIX YCIOBUAX
OCYLLECTBASETCA HasHaYeHMe eMy IeKapCTBEHHOTro npenapaTta C TEM e TOProBbiM HanmeHoBaHuem <10>.

<10> MyHKT 2 noctaHoBneHus MpasuTtenbcta Poccuiickon ®Pegepaunn ot 30.06.2020 N 965 "O BHeceHuM
nsmeHeHunn B MpaBuna GopmMMpPoOBaHUA NEPeYHs JIeKAPCTBEHHbIX CPEACTB, 3aKyMKa KOTOPbIX OCYLLEeCTBAAeTCs B
COOTBETCTBMM C UX TOPrOBbIMU HAMMEHOBAHUAMM, U O MPUMEHEHUN NEKAPCTBEHHbIX NPENAPATOB C KOHKPETHbIMU
TOprosbiMM HaumeHoBaHUAMK" (CobpaHne 3akoHoaaTenbcTBa Poccuiickont Pegepaumm, 2020, N 28, cT. 4422).

6. HasHaueHue fiekapcTBEHHOro npenapaTta B peuente Ha HyMa)KHOM HocuTesne Wau peuente B popme
3/IEKTPOHHOrO AOKYMeHTa odopMAseTcas Ha MMA NauMeHTa, A/1A KOTOPOro npeAHasHauyeH eKapCTBEHHbIN
npenapar.

PeuenT Ha BymaxkHOM HocuTene, obopMIeHHbI Ha peuenTtypHom 6aaHke dopm N 107/y-HM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBepKAEHHbIX HACTOAWMM NPUKA30M, MOXeT BbiTb MOJyYeH MNaLMeHTOM, ero
3aKOHHbIM MpeAcTaBUTENEM WAM  ANLOM, WMMEWMM OPOPMIEHHYIO B COOTBETCTBMM C TPaxKAaHCKUM
3aKoHogaTenbcTBoM Poccuiickon Pepepaumm OBEPEHHOCTb OT MaLMEHTa Ha NPaBO NOMYyYeHUs TaKoro peuenTa
(nanee - ynonHomoueHHoe nnuo).

MpeacTaBneHe AOBEPEHHOCTU He TpebyeTcA B C/lyyae NoJlyYeHUn peuenTa Ha JIeKapcTBEHHbIM npenapar
AN MHKypabenbHoro 60/1bHOrO Ha 3aBEPLUAIOLLEM 3TaNe ero KMU3HWU JIULLOM, OCYLLECTBAAIOWMM YXO4 33 TaKUM
WHKypabenbHbIM 60/IbHbIM. B TaKOM cnyyae MeauLUMHCKUIA PaboTHMK BblAaeT AnLY, OCYLLECTBAAIOWEMY yXO4 33
WHKypabenbHbIM 60NbHbIM, AOKYMEHT, NOATBEPKAAOWMNA MHKYpabenbHOe cocTosHMe B6ONbHOMO, CoAepKalmit
CBeAEHMA 0 nLe, KoTopoe byaeT nosyyaTb SIeKapcTBEHHbIE NpenapaTbl No peuenty (pammana, Mms, OTYECTBO
(nocneaHee - npu HaAnuuK), BUA, cepusa U (MAN) HOMEP LOKYMEHTA, YA0CTOBEPAIOLWEro IMYHOCTL), 3aBEPEHHbIN
NOAMMCHIO U NeYaTblo AaHHOMO MeANLMHCKOrO PaboTHMKA, a TaKKe NevyaTbio MeANLMHCKON opraH13aumm.

LJOKymeHT, I'IO,CI,TBep)KLI,aIOLLI,Mﬁ MHKypa6EJ'IbHOE COCTOAHUE 60!'IbHOI'O, OCTaeTca B aNTe4YHOoM OopraHunsauunu.

Peuent B ¢oOpme 3NEKTPOHHOrO AOKYMeHTa QOpMMPYyeTCA € WUCMOAb30BAHUMEM TOCYAapPCTBEHHOWM
nHdopmaumoHHON cuctembl B chepe 34paBooxpaHeHUs cybbekTa Poccuiickolt degepaummn, mMeaMLUHCKOM
MHPOPMALMOHHOMN CUCTEMbI MEANLMHCKON opraHm3aumnmn <11>.

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

daKT BblAAYN peLenTa Ha NEeKapCTBEHHbIN npenapaT 3aKOHHOMY MPeACTaBUTENO UAN YNOJHOMOYEHHOMY
Ny GUKCUPYETCa B MeAULMHCKON AOKYMEHTALMM NaLneHTa.
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7. MeauuuHCKMM paboTHUMKam 3anpeliaetcds OoGOPMAATb PeLenTbl NpPU  OTCYTCTBUM Yy MalMeHTa
MeAMLIMHCKUX MOKasaHW; Ha He3aperncTpMpoBaHHble JIeKapCTBEHHble npenapaTtbl <12>; Ha NeKapcTBEeHHble
npenapaTtbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMENH MO MeAULMHCKOMY NPUMEHEHWUI0 npefHa3HadyeHbl Ans
NPUMEHEHWNS TONbKO B MEeAMLMHCKUX OpPraHn3aLmax; Ha HapKOTUYeCKMe cpeacTBa U MCUXOTPONHble BELLEeCTBa,
BHECeHHble B cnucok Il MepeyHAa, 3aperucTpupoBaHHble B KayecTBe /JeKapCTBEHHbIX MpenapaTos, B LENsx
NPUMeEHeHNA ANA NeYeHUs HapKOMaHUM.

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

NHansmayanbHbiM NpeanpuHUMaTeNAM, OCyLLEeCTBAAIOWMM MeANLNHCKYIO AeATeNbHOCTb, ONOAHUTE/IbHO
K TpeboBaHWAM, yKa3aHHbIM B ab3alLe MepBOM HaCTOALLEro MyHKTa, 3anpeltaetcd odopmaAaTb peuentbl Ha
HapKOTMYECKME CPeacTBa M MCUXOTPOMHble BeLecTBa, BHeceHHble B cnucku Il u Il MNepeyHs (panee -
HapPKOTUYECKME N MCUXOTPONHbIE NeKapCTBEHHbIe NpenapaThl cnuckos Il v Il MepeyHs).

8. Mpn Ha3HaAYeHMM HAPKOTMYECKUX M MCUXOTPOMHbLIX SIEKAPCTBEHHbIX NpenapaToB cnucka Il MNMepeyHs, 3a
WCKNIOYEHNEM JIeKapCTBEHHbIX MpenapaTtoB B BUAE TPaHCAEPMasbHbIX TepaneBTUYECKMX CUCTEM U
JIeKApCTBEHHbIX MPENapaToB, COAEPKALUMX HAPKOTUYECKOe CPeACTBO B COYETAHUM C aHTAaroHUCTOM OMUOUAHbBIX
peuenTopos, peuenTbl Ha BymaxHoM HocuTene odopMAAIOTCA Ha peuenTypHom 6aaHKke ¢opmbl N 107/y-HI.

9. PeuenTypHbiit 61aHK dopmbl N 148-1/y-88 odopmnseTtca npu HasHaYeHUU:

1) HapKOTMYECKMX W MNCUXOTPOMHbIX NEKapCTBEHHbIX MpenapatoB cnucka |l MepeyHs B BuAe
TpaHCAEepPMaibHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX NIEKApCTBEHHbIX NpenapatoB cnucka |l MepeyHs,
coaeprKallMx HapKOTMYECKoe CPeacTBO B COYETAaHMM C aHTAarOHUCTOM OMUOWMAHBIX PELLEenTOpoB, MCUXOTPOMHbIX
NleKapcTBeHHbIX Npenapartos cnucka Il NepeyHs;

2) KOMBUMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENAapPaToB, COAEPMHKALLUNX:

a) KoAenH MK ero conn (B NepecyeTe Ha YMCTOE BELLECTBO) B KosmyecTe A0 20 Mr BKAHOUMTENbHO (Ha 1
003y TBepAolh NneKapcTBeHHOW ¢opmbl) MaM B Konudectee o 200 mr BrawoumutenbHo (Ha 100 ma wam 100 r
XKUAKOW NeKkapcTBeHHON GOpMbl A1 BHYTPEHHErO NPUMEHEHMUA);

6) ncespoadenprHa ruapoxnopua B Konnyectse, npesblwatowem 30 Mr, n Ao 60 mr BKAOUMTENbHO (Ha 1
003y TBEPA0WN NIeKapcTBEHHON Gpopmbl);

B) ncesaoadeapuHa ruapoxaopua B Konauyectse, npesbiwatowem 30 mr, 1 go 60 Mr BKAOYUTENBHO B
COYETaHUN C AeKcTpomeTopdaHoOM rMapobpommuaom B Koauyectse, npesbiwatowem 10 mr, u go 30 mr
BKAOUMTENbHO (Ha 1 403y TBEPAOW eKapcTBEHHOW GpopMbl);

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

a) abenpuHa rmgpoxnopua B Konmyectse, npesbliwatowem 100 mr, n o 300 mr BKAOUMTENbHO (Ha 100 mn
nnm 100 r KUAKOWM NekapcTBeHHOM Gopmbl A1 BHYTPEHHETO NPUMEHEHUA);

e) adeapvHa rmgpoxnopua B Konmdectse Ao 50 mr BkAUUTeNbHO (Ha 1 403y TBepAoOW SeKapCTBEHHOM
dopmbl);

X) deHmnnponaHonammH B Konuuyectse A0 75 Mr BKAOUMTENbHO (Ha 1 403y TBEpAON SIeKapCTBEHHOM
dopmbl) nnmn ao 300 mr BKAOUMTENbHO (Ha 100 mAa uam 100 r *Kuakon nekapcTBeHHOM GopMbl ANA BHYTPEHHErO
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npumeHeHus);

3) deHobapbuTan B KoAuyectse A0 15 Mr BKAOUMTENBHO B COYETaHUU C KOAEUMHOM (MK ero conamm)
HEe3aBMCUMO OT KoJIMdecTBa (Ha 1 fo3y TBepAol eKapcTBeHHON GopMbl);

n) deHobapbuTan B Konmdectse A0 20 Mr BKIOYUTENIbHO B COYETAaHUU C 3PeapUHOM TMAPOX0PULOM
He3aBUCMMO OT KosidecTsa (Ha 1 4,03y TBepA0M NeKapCcTBEHHON Gpopmbl);

K) xnopamasenokcug B Koamdectse, npesbiwatouiem 10 mr, u Ao 20 Mr BKAOUYMTENbHO (Ha 1 403y TBepA o
NleKapCTBEHHOW popMbl);

3) NeKapCTBEHHbIX NMpenapaToB MHAMBUAYAbHOrO M3roTOB/EHMUS, COAEPKALUMX HapPKOTUYECKoe CPpeacTBO
WM NCUXOTPOMNHOE BellecTBo crnvcka Il Nepeuns, n gpyrve bapmaKkoNorMyeckme aKTMBHbIE BeLLEecTBa B A03€e, He
MPEeBbILAOLLEN BbICLLYIO Pa30BYO A403Y, M NPWU YCNOBMM, YTO STOT KOMBUHMPOBAHHbIN JIeKapCTBEHHbIN npenapar
He ABNAETCA HAPKOTUYECKUM MU NCUXOTPOMHbBIM JIEKaPCTBEHHbIM NpenapaTom cnucka Il MNepeyxs;

4) neKapcCTBEHHbIX MPENapaToB, BK/IOYEHHbIX B MepeyeHb JIEKAPCTBEHHbIX CPEACTB A8 MEAULMHCKOro
NPUMEHEHWs, MNOAMEKAWMNX MNPeaMETHO-KO/IMYECTBEHHOMY Yy4yeTy (Janee - JIeKapCTBEHHble Mpenaparbl,
BK/IlOYEHHble B nepeyeHb MKY) <13>.

<13> NoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHus MNpasuTenbctsa Poccuiickon ®epepaumm ot 19.06.2012
N 608 "O6 ytBep:aeHuun MNonoxeHns o MuHucTepcTBe 3apaBooxpaHeHuns Poccuinckoint depepaumn” (oanee -
MonoxeHne o Munuctepcrese) (CobpaHue 3akoHogaTenbcTBa Poccuiickoit ®epepaumm, 2012, N 26, cT. 3526;
2013, N 16, cT. 1970).

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

11. PeuenTypHbiii 61aHK popmbl N 107-1/y odpopmnseTca Nnpu HasHaYeHUn:
1) nekapcTBEHHbIX NPENAPaTOB, HE YKa3aHHbIX B MyHKTax 8, 9 HacToAwero MNopsaaka;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAPATOB, COAEPIKALLMX:

a) aprotTammHa rMapoTapTPaT B KOAMYECTBE A0 5 mr BKAouMTenbHO (Ha 1 403y TBepAoi NeKapcTBEHHOM
dopmbi);

6) adeapuHa rmapoxnopua B Kosnnyectse o 100 mr BrkawoumutenbHo (Ha 100 mn mam 100 r KuAKoM
NeKapcTBeHHOM GOPMbI A1A BHYTPEHHETO MPUMEHEHUA);

B) ncesgoadenpuHa rMApPOXIopUA B KosuvectBe, He npesblwatowem 30 mr (Ha 1 posy TBepaow
NeKkapcTBeHHoM Gpopmbl);

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

4) AekctpomeTtopdaHa ruapobpomus B Konmndectse, npesbiwatowem 10 mr, 1 4o 30 Mr BKAOYUTENBHO (Ha
1 po3y TBepAOl NeKapCTBEHHOM GOpMbl);

e) deHobapbuTan B Konuyectse, npesbiwatowem 20 mr, U Ao 50 mr BKkAtounTenbHo (Ha 1 o3y TBepmoi
NeKapcTBeHHoM Gpopmbl);

) deHobapbutan B Koandectse 4o 20 Mr BKAOUYMTENbHO B COYETAHUWM C 3PrOTaAMMHOM TMAPOTaPTPATOM
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HEe3aBMCUMO OT KoJIMdecTBa (Ha 1 fo3y TBepAol IeKapcTBEHHON GopMbl);
3) xflopamasenokcng, B Konmdectse 4o 10 mr BKAOYMTENbHO (Ha 1 403y TBEPAOW eKapcTBEHHON GopMbl).

12. Mpu Ha3HaYeHUM NeKapCTBEHHOro npenapata WMHAWBUMAYaNbHOrO W3rOTOBAEHWA B peuente Ha
6yMarKHOM HocuTene u (uau) peuente B GOpme 3/1EKTPOHHOTO AOKYMEHTA HAMMEHOBAHMA JIEKAPCTBEHHbIX
cpeacTs (Beltects), BKAOYEHHbIX B nepeyeHb MMKY, yKasbiBaloTcA B Hayase peuenTa, 3aTeM - BCE OCTasibHble
UHrpeaueHThbl.

13. Mpu Ha3Ha4YeHMM NIeKapPCTBEHHOrO NpenapaTta B peuente Ha BymaxHOM HocuTene u (uan) peuente B
dopme 3MEKTPOHHOrO [OKYMEHTa 3anpelaeTca nNpeBblwaTb KOJMYECTBO HAPKOTUYECKUX CPEACTB  MAM
NMCUXOTPOMHbIX BELLLECTB, KOTOPOE MOMKET ObITb BbINMNCAHO B O4HOM peLenTe, yCTaHOBAeHHOe npuaoxeHnem N 1 K
HacToAwemy MNMopAaaky, 3a UCKAOYEHMEeM CNyYaeB, YKa3aHHbIX B NyHKTax 15 n 24 HacTtoawero MopAaaka.

14. Tpu Has3HayeHMW JeKapCTBEHHbIX MNpenapaToB, BK/OYEHHbIX B nepedvyeHb [MKY, go3a KoTopbix
NpeBbIWaeT BbICWMIA OLHOKPATHbIN Npuem, MeguUUHCKUIA paboTHUK 0603HAYaeT A03y 3TOro JIeKapCTBEHHOrO
npenapaTta B peuente Ha ByMa)KHOM HOCUTE/le MPOMMUCBbIO C MPOCTaBAEHMEM BOCK/MULLIATENIbHOIO 3HAKa U (uau)
NPOCTaBNAET BOCKAMNLATENbHbIN 3HAK Npu opopmaeHmmn perenta B GopmMe 3NEKTPOHHOIO AOKYMEHTa.

15. KonnyectBo HasHAYeHHbIX NNEKAPCTBEHHbIX NMPenapaTtoB, BK/IKOYEHHbIX B NepevyeHb MKy, npn OKasaHuu
nayneHTam, HyXgarwmmca B IMTE/IbHOM /1Ie4HEHUMN, ﬂepBVI‘-IHOﬁ MGAMKO-CBHMTapHOﬁ nomowun n nananaTUBHOM
MeLI,MLI,VIHCKOI)‘I NOMOLUN MOXKET 6bITb yBe€/IN4EHO C y4eTOM KNIMHNYECKUX peKomer,au,Mf/'l He 6onee yem B 2 pa3a
NO CPaBHEHUIKO C KO/IMYECTBOM HAPKOTUYECKUX CPeacTB UM NCUXOTPONHbIX BELWECTB, KOTOPOE MOXKET 6bITb
BbINMNCaHO B O4HOM pelenTe, YCTaHOB/IEHHbIM NMPUTOKEHNEM N1k HacTtoAwemy I'Iopﬂ,u,Ky.

B cnyyasx, npefycMOTPEHHbIX ab3auem nepBbiM HACTOALLErO NMYHKTA, Ha peuenTax Ha BymarkHOM HocuTese
npousBoguTcs Hagnucb "Mo cneunanbHOMY Ha3HaYeHUK'", OTAesIbHO 3aBepeHHas MOoANUCHI0O MeSULMHCKOTo
paboTHMKA M neyaTblo MegMUMHCKOM opraHusaumm "Ona peuentos”, Ha peuentax B ¢opme 3/EKTPOHHOro
AOKYMeHTa npousBoauTca oTmeTKa "o chneumanbHOMY HasHayeHuw" ¢ NpocTaBieHMEeM  YCUIeHHOW
KBa/IMPULMPOBAHHOW 3/1eKTPOHHOM NOANMUCU MEeAULMHCKOTro paboTHMKa.

16. CocTtaB /leKapcTBEHHOro Npenapara, IeKapcTBeHHas ¢opma M obpalueHne MeguLMHCKOro paboTHUKaA K
bapmaueBTUYECKOMY PabOTHUKY 06 OTMyCKe NIeKapCTBEHHOMO NpenapaTta Ha BymaxKHOM HocuTesle 0dOoPMAALOTCA
Ha NAaTMHCKOM WJ/IM PYCCKOM fi3blKe B POAUTENIbHOM Najexe, 3a UcKnoueHnem odopmaeHms peuenTtos B opme
3/1EKTPOHHOr0 AOKYMEHTA, OCYLLECTB/IIEMOrO Ha PYCCKOM fA3bIKE.

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

MNpv Ha3HaYeHUM NeKapCTBEHHOrO npenapaTta He A0MyCcKaeTcAa CoOKpaleHue HauMeHOBaHWUM UHIpeaneHTos,
cocCTtaBiAloWMX l'leKapCTBeHHbllz npenapaTt, He no3BonArWnNX YCTaHOBUTDL, KaKOW MMEHHO /'IEKapCTBEHHbIﬁ
npenapart Ha3Ha4eH.

17. Cnocob nNpUMeHeHNA NeKapCTBEHHOro npenaparta ob03HauaeTcs ¢ YKasaHnem nytu eseaeHunA, A03bl,
4acCToTbl, BpemeHun npmema OTHOCUTE/IbHO CHa (yTpOM, Ha HOHb) n ero annTenbHOCTN, a ANA NeEKAPCTBEHHbIX
npenapartos, B3aMMOﬂ,EV1CTByl0U.J,MX C I'IVILI.I,el\/’I, - BpemeHun nx yr|0Tpe6neva OTHOCUTE/IbHO NpuUemMa nNuumn (AO elbl,
BO BpemaA eabl, nocne eﬂ,bl).

18. Mpy HeobXOAMMOCTU HEMEZNEHHOrO WAM CPOYHOro (B TedeHMe AByX pabounx p[Hel) oTnycKka
NeKapCTBEHHOrO npenapata MauMeHTy B BePXHeM 4acTM peuenta Ha BGyMakHOM HocuTesne NpPoCTaBAAlTCA
obo3HauyeHuAa "cito" (cpouHo) unm "statim" (HemegneHHo). AHanornyHble 0603HaAYEHUS MPOCTABAAIOTCA B BUAE
OTMETOK Npu odopMAeHMM peLenTa B Gopme 31EKTPOHHOIO OKYMEHTA.

19. NMpu odopmneHUM HasHayeHWUa FOTOBOrO JIEKAPCTBEHHOro Mpenapata B peuente Ha 6GymarKHOM
HocuTene uau peuente B Gopme 3N1EKTPOHHOTO AOKYMEHTa KONMYECTBO AEMCTBYIOLWLMX BELECTB YKa3blBaeTcA B
COOTBETCTBMM C MHCTPYKUMEA NO MEeAMLMHCKOMY MNPUMEHEHWUIO NeKapCTBEHHOro npenapata. [onyctumo



yKa3sbiBaTb [03MPOBKY /IEKAPCTBEHHbIX MPenapaTtoB CUCTEMHOro AencTBus (ana pe3opbTUBHOro npuvema) B
TBEPAbIX /IeKapCTBEHHbIX popmax (Hanpumep, TabneTKW, NOPOLLKKU, KamncCy/bl) Kak coaepyKaHue OAHOro Wau
HECKO/NIbKUX AeNCTBYIOWMX BELECTB B eAuHMLAX Macchl (B rpammax, muanurpammax). [JonyctMmo ykasbiBaTb
[O3NPOBKY NIEKAPCTBEHHbIX MpPenapaToB CUCTEMHOro AencTBus (ana pe3opbTUBHOrO NMPUMEHEHUS) B KUAKUX
NleKapcTBeHHbIX ¢opmax (Hanpumep, pPacTBOpPbl, CYCNEH3UU) KaK coAep’kaHMe OAHOr0 WAM  HECKONbKUX
OEUCTBYIOWMX BeLlecT8 B eAuMHMLEAX MacCbl Ha eauHuuy obbema (Hanpumep, MUAIUIPaMM/MUANMANTP) C
yKasaHuem obuiero obbema nekapcTBeHHoM Gpopmbl.

Mpu odopMaeHMM Ha3HAYEHWA IeKaPCTBEHHOIO Npenaparta MHANBUAYaIbHOTO U3roTOB/IEHUSA B peLenTe Ha
bymaxkHOM HocuTene uan peuente B popme 3NEKTPOHHOTO [AOKYMEHTa KOJIMYECTBO TBEPAbIX M CbiNy4ymx
dbapmaLeBTUYECKUX cybCTaHLUMIA yKa3biBaeTca B rpammax (0,001; 0,5; 1,0), XUAKMX - B MUAIUAUTPAX, TPAaMMaXx v
Kannax.

20. PeuenTbl Ha BymaxkHOM HocuTene, B popmMe 3/1EKTPOHHOTO AOKYMEHTa, 0QOPMIEHHbIE HA peLenTypHOM
6naHKke dopmbl N 148-1/y-88 1 npegHasHavyeHHble AN OTNYCKa JIeKapCTBEHHbIX NPenapaTos, NPeayCMOTPEHHbIX
nognyHkTamum 1 - 3 nyHKTa 9 HactoAwero Mopaaka, AelcTBMTENbHbI B TedeHWe 15 gHelt co aHs odopmaeHus.

21. PeuenTbl Ha HBymaxHOM HocuTene, B popme SNEeKTPOHHOIO AOKYMEHTa, 0GOPMAEHHbIE Ha peLenTypHOM
6naHke ¢dopmbl N 148-1/y-04(n) v npeaHasHayeHHble AAA OTMYCKa /IEKAapCTBEHHbIX MPEenapaTtos rpaskaaHam,
YKasaHHbIM B nyHKTe 10 HacToAwero MNopsaaka, AencTButenbHbl B TedeHue 30 gHelt co gHA odopmaeHus, 3a
UCKAOYEHWEM clydaeB 0POPMIEHUA peLlenTa B COOTBETCTBMM € NyHKTamu 38 un 39 Hactosawero MopAagka, npu
KOTOpPbIX OH AelcTBUTEeNEH B TedeHMe 15 aHel co AHA obopMaeHuUs.

22. PeuenTbl Ha 6ymaxHOM HocuTene, B opme 3N1EKTPOHHOIO AOKYMeHTa, 0GOpPMIIEHHbIE Ha peLenTypHOM
6naHke dopmbl N 148-1/y-04(n) n npeaHasHayeHHble ANSA OTNYCKa JI€KapCTBEHHbIX MpenapaToB rpa)XgaHam,
AOCTUMUMM MEHCMOHHOTO BO3pPacTa, MHBANMAAM MEPBOW FPynnbl, AETAM-UHBAANAAM, a TaKXKe rpaxgaHam,
CTPaAaoWMM XPOHUYECKMMM 3a601eBaHNAMM, TPEDYIOWMMN ANUTENBHOFO KYPCOBOrO fIeYeHUs, AeNCTBUTENbHDI
B TeyeHune 90 gHel co AHA 0bOPMNEHUSA, 32 UCKIIOYEHUEM C/IyYaeB, YKa3aHHbIX B NMyHKTax 38 1 39 HacToswero
MopAagKa, Npu KOTOPbIX OH AeNCcTBUTENEH B TedyeHUe 15 gHel co AHA opopmaeHus.

[na nevyeHna xpoHUYecknx 3aboneBaHN yKasaHHbIM KaTErOpMAM rpaxaaH IeKapCTBEHHbIE NpenapaTbl C
obopMeHNEM peuenToB Ha ByMarKHOM HocuTene MAn peuenToB B Gopme 3NeKTPOHHOFO AOKYMEHTa MOFyT
Ha3HayaTbCA Ha Kypc neyeHuns go 180 aHei.

23. PeuenTbl Ha BymaxkHOM HocuTene, B opMe 3/1EKTPOHHOIO A0KYMEHTa, 0QOPMIEHHbIE HA peLenTypHOM
6naHke dopmbl N 107-1/y n npegHasHayeHHble ANA OTMNYCKa JIeKapCTBEHHbIX MpenapaTtos, NPeayCcMOTPEeHHbIX
nyHKToM 11 HacToswero Mopaaka, 4eNcTBUTENbHbI B TedeHue 60 gHel co AHA opopmaeHus.

MpW Ha3HaAYEeHUW rOTOBbIX JIEKAPCTBEHHbIX NPEnapaToB W JeKapCTBEHHbIX NpenapaToB MHAMBUAYANbHOIO
W3roToB/IeHMA NauMeHTam C 3a6oneBaHMAMM, TPebYOWMMN ANUTENBHOTO KYPCOBOro /le4eHus, ¢ opopmMmaeHnem
Ha peuentypHom 6naHke ¢dopmbl N 107-1/y peuenta Ha BymaKHOM HocuTene uanm B GopmMe 3/EeKTPOHHOrO
[OKYMeHTa yCTaHaB/MBaeTCA CPOK AEMCTBUA peLenTa B Npeaenax 40 O4HOro roaa.

B cnyyae ycTaHOB/IEHUA CpoKa AEeWCTBUA pelenTa B npegenax 40 OAHOro rofa B peuenTe NpousBoamuTcA
Haanuck: "Mo cneuManbHOMy HasHayeHuto", 0603HaYaeTca CPoK AeNCTBMA peuenTta M NepuoanyHOCTb OTMYyCKa
NeKapCTBEHHbIX NPENapaToB U3 anTeYHOW OpraHM3aunmn AU UHANBUAYANbHBIM NPeanpUHUMaTENEM, UMEHOLLMM
NMLEH3NI0 Ha dapMaueBTUYECKYOD AeATeNbHOCTb <14> (eXeHeAeNbHO, eXeMeCcAYHO W MHble nepuoapl).
[JononHUTeNbHO 3TO YKasaHWe 3aBepsAeTca MOAMUCHbI0 MeAMUMHCKOro paboTHMKA, a TaKKe mneyaTbio
MeAMUMHCKOM opraHmsaumm "Ons peuentoB" (ons peuenta Ha OymarKHOM HocUTene) WAW  YCUJIEHHOW
KBaIMOULUMPOBAHHOW 3NEKTPOHHON MOANUCHI0O MEAULMHCKOrO PaboTHUKA M Anua, YNOJHOMOYEHHOro 3aBepAThb
AOKYMEHTbI OT UMEHWN MeAMULMHCKOM opraHmsaumnm (ana peuenta B Gopme 31eKTPOHHOrO AOKYMEHTa).

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

24. PeuenTbl Ha NeKApCTBEHHble MpenapaTtbl, BKAOYEHHble B nepeyveHb [MKY, ona neyeHua naymeHToB C
XPOHUYECKMMM 3ab0neBaHNAMM MOTyT 0GOPMAATLCA HA KYPC iedeHunsa Ao 60 aHen.

B cnyuae, Koraa Kypc nedyeHus coctaBnser 6onee 30 AHel, AOMNOSHUTENBHO B peLenTax Ha bymaxkHoOM
HocuTene npousBoauTca Haanuch "lMNo cneumanbHOMY HasHavyeHuto", 3aBepeHHas MNoAnuCcblo MeAULMHCKOro
paboTHMKA M nedyaTblo MeAULMHCKOW opraHumsauuu "[Ona peuentos", Ha peuentax B GoOpmMe 3/EKTPOHHOrO
OOKYMeHTa npomusBoguTcs oTmeTka "o chneunanbHOMY HasHayeHul" ¢ MPOCTaB/IEHUEM  YCUJIEHHOM
KBanUOULMPOBAHHOW 3/1IEKTPOHHOM NOANUCU MEAWMLMHCKOro PaboTHUKa U MLa, YNONHOMOYEHHOMO 3aBepATb
OOKYMEHTbl OT UMEHWN MEeAMULMHCKOM opraHmn3aLmu.

25. Peuent Ha 6ymarkHOM HocuTene B popme 3/1IeKTPOHHOrO AOKYMEHTa, 0QOPM/IEHHbIN C HapyleHnem
YCTaHOBAEHHbIX HacToAWwMM Mopsakom TpeboBaHWM, cHUTaETCA HeAENCTBUTEIbHBIM.

Il. Ha3HauyeHne neKapcTBEHHbIX NPenapaToB NpU OKasaHUU
MeAULMHCKOIA NOMOLLM B CTAaLMOHAPHbIX YCNI0BUAX

26. I'IpM OKa3aHun naymneHTy MEAMLLMHCKOﬁ nomouwn B CTAUMOHAPHbLIX YC/I0BUAX HA3Ha4veHue
NNEKapPCTBEHHbIX NpenapaToB Npon3soaunTca 6es Od)OpMJ'IEHI/I‘r'I peuenta megnunHCKNm p360THVIKOM €4UHOJINYHO,
3a UCKNKOYEHNEM CNhyYaeB, YKa3aHHbIX B NMYHKTE 27 HacToALero I'Iopﬂ,u,Ka.

27. CornacoBaHue HasHayeHuA NNEKapPCTBEHHbIX MNpenapatoB C 3aBeaywowum oTgeneHunem uan
OTBETCTBEHHbIM OEXYPHbIM Bpa4Yom nmbo apyrum amuom, ynosHOMOYEHHbIM MNMPUKAa3OM T1aBHOrTo Bpada
Me,D,MLI,VIHCKOVI OopraHunsauunun, a Takxe, Nnpn HaiM4nun, C BPpa4omM - KJIMHNYECKUM d)apMaKOﬂOI'OM HEO6XO,CI,VIMO B
cnyyanax:

1) OAHOBPEMEHHOIO Ha3dHa4YeHnA NATU n 6onee NNEKAPCTBEHHbIX NPENapaToB O4HOMY NaUuMNeEHTY;

2) Ha3Ha4YeHUA NEKAPCTBEHHbLIX NpenapatoB, He BXO4AWWUX B NepedYeHb MU3HEHHO HEO6XO,CI,VIMbIX n
BaXKHEMNLWmnX NNEKAPCTBEHHDbIX NMPenapaTtoB <15>, npn HETUMNHHOM TE€YEHUU 3a6OJ'IEBaHMFI, Ha/IMYMU OCNIOKHEHW
OCHOBHOro 3abosieBaHMA U (MﬂM) conyTcreytownx 3a6OHEBaHMﬁ, NP1 HAa3HaA4Ye€HUU NEeKaPCTBEHHbIX NPenapaTos,
ocobeHHocTH B3aMMOAeﬁCTBMﬂ N COBMECTUMOCTUN KOTOPbIX COrNaCHO UHCTPYKUMNAM MO UX NTPUMEHEHUIO NPUBOAAT
K CHUXXEHUIO 3¢¢eKTMBHOCTM n 6esonacHocTM d)apmaKOTepanvwl n (VIJ'IVI) CO344al0T NOTEHLUMA/IbHYHO ONACHOCTb AN1A
KU3HU N 300Pp0BbA NaLUEHTA.

<15> Yactn 1 cratbu 60 dPepepanbHoro 3akoHa N 61-P3 (CobpaHue 3aKoHodaTenbcTBa PoccuiicKoi
depepauum, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX CAy4aAX HasHaYeHWe NIEKApPCTBEHHbIX MpenapatoB OUKCMpyeTca B MeAUUMHCKOM
AOKYMEeHTaUMKM nauMeHTa M 3aBepaeTca NoANUCbI0 MeAMUMHCKOro paboTHMKA W 3aBeAyloLLero oTAaesneHnem
(oTBETCTBEHHOrO AEKYPHOrO Bpaya UaM ApYyroro ynoJiHOMOYEHHOIo Anua).

28. MeaMUMHCKMI  paboTHUK MeAMLMHCKOM oOpraHu3aumMm (ee CTPYKTYpPHOro noApasgeneHus),
pacnonoXeHHOW B CEMbCKOM HaceNeHHOM MYHKTE, OCYLLeCTBAAET HasHayeHMe fIeKapCTBEHHbIX NpPenapaToB B
CNly4anx, yKasaHHbIX B MyHKTax 27 1 29 HacToAwero NopagkKa, e AMHOANYHO.

29. Mo peweHNo BpavyebHON KOMMUCCUM NaUMEHTaM MNPU OKa3aHMM UM MEeOMLMHCKON NOMOLWM B
CTaLMOHapPHbIX YC/I0OBMAX HA3HaYyaloTCA JIeKapCTBEHHble MpenapaTthl, HE BK/OYEHHble B NepeyveHb KU3HEHHO
HEOBXOAMMbBIX W BaKHEMLIMX JIeKapCTBEHHbIX MpenapaTos, B C/yYae WX 3aMeHbl M3-3a WHAUBUAYaNbHOM
HenepeHoCMMOCTH, MO XU3HEHHbIM NOKa3aHUAM.

PeweHne BpayebHON KoOMUCCUU GUKCUPYETCA B MEAMLMHCKOM OOKYMEHTAUMM MauMeHTa W KypHane
BpayebHOM KOMUCCUMN.
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30. B cayyaax obcnepoBaHMA M NleYEHMA  TPaKOaHWMHA B CTALMOHAPHbIX YCAOBMAX B pamMKax
npenocTaBieHUA MeAULMHCKUX YCAYr Ha BO3ME34HOM OCHOBE 33 CYET JIMYHbIX CPeACTB rpaKaaH, CpeacTts
IOPUANYECKUX NIML, U WHbIX CPEeACTB Ha OCHOBAHMM [AOrOBOPA, B TOM 4YMC/Ae AoroBopa A06pOBOAbHOMO
MeMUMHCKOrO CTpaxoBaHuA <16>, emy MoryT ObiTb Ha3HayeHbl IeKapCTBEHHbIE MpenapaTbl, He BXoAAlue B
nepeyeHb KM3HEHHO HEOOXOAMMbBIX W BaKHEMLWIWX NeKapCTBEHHbIX MPEenapaToB, €CAUM WX HasHayYeHne WU
npumeHeHne 06ycnoBAEHO MEAULIMHCKMMM MOKa3aHUAMMU.

<16> [MocTtaHoBneHue [IpaBuTenbctBa Poccuinickon Pepepaumm ot 4 oktabpa 2012 r. N 1006 "O6
yTBEpKAEHUN [lpaBun npenocTaBAeHUA MEAULMHCKUMU  OpPraHM3auMAMU  MNAATHbIX MeLUUMHCKUX  yeayr"
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepaumm, 2012, N 41, cT. 5628).

1ll. HasHaueHMe neKapCcTBEHHbIX NPenapaTos NP OKasaHUU
NepBUYHOIA MeANKO-CAaHUTAPHOA NOMOLLUY, CKOPON MeAULMHCKOM
NOMOLLU U NANIMATUBHOW MEeAULIMHCKOI NoMOoLum

31. MNpyn oKasaHUM NEPBUYHON MEeLUKO-CAHWUTAPHOM MOMOLLM U NANIMATUBHON MEAULMHCKON NOMOLLM B
ambynaTopHbIX YCI0BUAX Ha3HaYeHMe SIeKapCTBEHHbIX NPenapaToB OCYLLECTBAAETCA MeULMHCKUM PabOTHUKOM
B C/ly4asnx TUMMYHOIO Te4eHMA 3a601eBaHMA NALMEHTA UCXOAA U3 TAXKECTU U XapaKTepa 3aboneBaHus.

32. HasHauyeHMWe JieKapCTBEHHbIX MPEnapaTtoB MO pPeLieHUI0 BPayebHOW KOMMCCUM NPWU  OKasaHUu
NepBMYHON MeOMKO-CaHUTAPHON MOMOLLM, NANNNATUBHOW MEAMLMHCKOW NOMOLM B aMByNaTOPHbIX YC/IOBUAX
NpOV3BOAMUTCA B C/IyYanX:

1) OAHOBPEMEHHOIO Ha3dHa4YeHnA oAHOMY NMAUMNEHTY NATU U bonee NNEKAPCTBEHHbIX NPENapaToB B Te4eHUNE
OAHUX CYTOK UK CBbllle AeCATU HaMMEHOBaHWIN B TEYEHUE TPMUAUATU ,CI,HEVI;

2) Ha3Ha4YeHNA NEKapPCTBEHHbIX NpenapatoB nNpu HETUNMUYHOM TEYEeHUU 3360ﬂeBaHMFI, Haan4dmnm
OC/I0}KHEHWUI OCHOBHOrO 3aboneBaHUs U (MJ'IM) ConyTCTBYHOLWNX 3a6oneBaHm7|, NPU Ha3Ha4YeHUN NEKAPCTBEHHbIX
npenapartos, ocobeHHoCTH BBaMMO,CI,EI\;iCTBMFI N COBMECTUMOCTMU KOTOPbIX COMNMaCHO WHCTPYKUMAM N0 WUX
NMPUMEHEHUIO NPUBOAAT K CHUKEHUIO 3¢¢EI-(TVIBHOCTM N 6e3o0nacHOCTN NleYyeHus nauneHTa m (MIIM) co3aaoT
NOTEHLUMA/IbHYHO ONMNAaCHOCTb AN1A XXU3HU N 300Pp0BbA NAUNEHTA;

3) nepBMYHOro HA3HAYEHMA MNALMEHTY HAPKOTUYECKUX M MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MPEnapaTos
cnuckos 1l u Il MNepeyHsa (B cnaydyae NPUHATMA pyKoBOAUTENEM MEAUUMHCKOM OpraHM3auumM peleHus o
HEeOBbX0AMMOCTM COrNacoBaHMA HasHaUYEHUA TAaKMX IEKAPCTBEHHbIX MPENapaToB ¢ BpayebHOM Komuccumelt).

33. MoBTOpHOE Ha3HaYeHWe HAPKOTUMYECKMX U MCUXOTPOMHbIX E€KAPCTBEHHbIX NpenapaTtoB cnuckos Il v Il
MepeyHa NPOM3BOAUTCA MEAULIMHCKMM PabOTHMKOM CamMoCTOATENbHO MW eAMHOANYHO 6e3 yyacTus BpavebHol
KOMMCCMM MaUMEHTaM C BblpaXKeHHbIM 60/1eBbIM CUHAPOMOM Nto60ro reHesa, HapyLeHWEeM CHa, CYA0POKHbIMM
COCTOSIHUAMM, TPEBOMKHbIMU paccTpoiicTBamm, GobUAMU, MCUXOMOTOPHbIM BO36YKAEHUEM.

34. MNpw 0Ka3aHMM CKOPOI MeANLMUHCKON NOMOLLM NeKapCcTBEHHble npenapaThl Ha3HaYalTcA MeANLUHCKUM
pabOoTHNKOM Bble3aHON Bpuragbl CKOPO NOMOLIM, MeAULIMHCKUM PaBOTHUKOM MeAMLMHCKON opraHM3aLmm npu
OKa3aHWW MeaMLMHCKOM NOMOLLM rpaXkaaHam npu 3ab6o1eBaHUAX, HeCYACTHbIX C/lyYasx, TpaBMax, OTpaBaeHUAX U
APYTUX COCTOAHUSAX, TPEBYIOWMUX CPOHHOTO MeAMLMHCKOro BMeLLaTe 1bCcTaa.

IV. Ha3zHaueHMe neKapcTBEHHbIX NPEenapaTos rpaXkaaHam,
MMeIoLWMM NPaBo Ha 6ecnsiaTHoe NonyyeHUe NIeKapPCTBEHHbIX
nNpenapaToB UK NOJIyYeHUE NeKAPCTBEHHbIX NpenapaTos
CO CKUAKOM, NPpU OKa3aHMM NepPBUYHON
MeAUKO-CaHUTAPHOU NOMOLLM

35. Mpu oKaszaHuu I'IepBVILIHOﬁ Mep,MKo-caHMTapHOﬁ nomouwmn Ha3HavyeHne meaunumMHCKUmMm pa6OTHMKOM Ha
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OCHOBE K/IMHMYECKMX PEKOMEHAAUUN M C Yy4eTOM CTaHAAPTOB MeAMLMHCKOM nomolm <17> nekapCTBEHHbIX
npenapaTtos, OTNycKaemblx 6ecniaTHO WAM CO CKMAKOM, rparkgaHam, MMeElWMm npaBo Ha obecnedvyeHue
NeKapCTBEHHbIMM MpenapaTamy 3a cYyeT CPeacTB OlOAMKETHbIX accuMrHoBaHuit depepanbHoro 6bloaxkerta u
6roaKeToB cybbekToB Poccuiickont degepalmm, ocyLecTBAseTcA Ha pelenTypHom 6aarHke N 148-1/y-04(n).

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

Mpu opopmieHnmn peuenTa Ha 61aHKe popmbl N 148-1/y-04(n) Ha BymaskHOM HocuTeile opOPMAAIOTCA ABa
3K3emMnaApa, O4MH M3 KOTOPbIX OCTAeTCs B anNTeYHOW OpPraHM3auuu, BTOPON - B MEOMULMHCKOM AOKYMEHTALUK
naumneHTa.

36. MNpaBo Ha3HaYaTb IEKAPCTBEHHbIE MPenapaThbl rpaxgaHam, MMeLWwym Npaso Ha becnaaTHoe nosyyeHue
NIeKAaPCTBEHHbIX NPenapaToB UK NoAyYeHMe IeKapPCTBEHHDbIX MPENapaToOB CO CKUAKOM, TaKKe MMEetoT:

1) meamumHcKMe paboTHUKKM, paboTalolme B MEAMUMHCKOW OpraHM3auum Mo COBMECTUTENbCTBY (B
npeaenax cBoen KOMNeTeHLMm);

2) MeAMUMHCKME PabOTHUMKM CTaLMOHAPHbIX OpraHM3auMii COUManbHOrO OBCNYXKUBAHUA MPU HaAUUYUK
NMUEH3UN Ha OCYLIECTBAEHME MEAMLMHCKOW AeATenbHoCcTH <18>, mpeaycmaTpuBalowei BbinosHeHne pabot
(okasaHue ycnyr) no oOKasaHWIO NEPBUYHOM MeAWMKO-CaHWUTApHOM NOMOWM B amMbynaTOpHbIX YCNOBUAX
(He3aBMCMMO OT BEAOMCTBEHHOM NPUHALNEKHOCTU);

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

3) MmeguUMHCKME PaBOTHUKM MEeAMULMHCKUX OPraHN3aLmnii, OKasbiBatOLWMX NEPBUYHYIO MEANKO-CAaHUTAPHYIO
NomoLLb, NOABEeAOMCTBEHHbIX deaepanbHbiM OpraHaMm MCMOAHUTENbHOM BAACTU UAW OPraHaM MCNOAHUTENbHOM
BNacTu cybbekToB Poccuiickon deaepaumu;

4) nHaAnBUayanbHble NpeanpuHnmaTtenm, ocywecrtsaarowme meamumnHCKYO AeATE/IbHOCTb U BK/IKOYEHHbIE B
peectp MmeagnunHCKUX opraHmsauMﬁ, ocyuwecrtBnarwmnx 0eATeNIbHOCTb B cd)epe obaAsaTenbHoro meanumHCKoro
CTpaxoBaHWA.

37. Mpy HasHayeHUM NeKapPCTBEHHbIX MNpenapaToB rpa)XgaHam, UMerWMm npaBo Ha becnnaTHoe
nonyyeHme NeKapCTBeHHbIX NMPenapaTtoB WU NOoayvYeHUe NeEKAPCTBEHHbIX MpenapaTtos CO CKMAKOVI, B peuente
YKa3blBaeTCA HOMEP Te}'led)OHa, no KoTopomy pa6OTHMK anTe4yHomn opraHunsaumm npun HEO6XO,£I,VIMOCTM MOXeT
cornacoesatb C MeaANLMHCKUM paﬁoTHVIKOM 3aMEHY NNIeEKApPCTBEHHOIO Npenaparta.

38. HasHauyeHWe HAPKOTUYECKUX U MCUXOTPOMHbIX IEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHs (3a
WUCK/IIOYEHNEeM NeKapCTBEHHbIX MpenapaToB B BUAE TPaHCAEPMAsbHbIX TepaneBTUYECKUX CUCTEM, a TaKxe
NIeKapCTBEHHbIX NpenapaTos, CoAepKaLUNX HAPKOTUYECKOe CPeacTBO B COYETaHMU C aHTaroOHUCTOM OMMOUAHbIX
peLenTopoB) rpaxgaHam, MMeWMM npaBo Ha 6ecniaTHoe noJiyYyeHMe JIeKAPCTBEHHbIX MPEnapaToB WM
Noy4eHmnn NekapcTBEHHbIX MPEnapaToB CO CKMAKOM, OocyLLecTBAAeTCcA Ha peuenTypHom 6aaHke dpopmbl N 107/y-
HIM, K KOTOPOMY AOMOAHUTENbHO OPOPMAAETCA PeLenT Ha pelenTypHom 6aaHke dopmbl N 148-1/y-04(n) (8 ABYX
aK3emnaapax npu opopmneHnn Ha 6ymarkKHoOm HocuTesne).

39. Ha3sHayeHne HapKOTUYECKUX U MCUXOTPOMHbIX NEKAPCTBEHHbIX NpenapaTtos cnucka Il MNMepeyHsa B Buae
TpaHCAepPMasIbHbIX TEPaANeBTUYECKMUX CUCTEM, HAPKOTMUYECKMX NIeKapCTBEHHbIX npenapaTtos cnucka Il MNepeuHs,
CcoAepKallmMxX HapKOTUYECKOe CpeacTBO B COYETAHMM C aHTAarOHMCTOM OMMOUAHbBIX PeLenTopoB, NCUXOTPOMHbIX
NleKapCcTBeHHbIX Npenapatos cnucka Il MepeyHa, NeKapCTBEHHbIX NPenapaTos, BK/AOYEHHbIX B nepedyeHb [KY,
cofepKalwmxca B noanyHkte 2 nyHKkta 11 HacroAwero lNopaaka, npeAHasHayeHHble OANA NeYeHUA rpaxkaaH,
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MMeLWMX NpaBo Ha becnnaTHoe NOJlyYEHWE NEKAPCTBEHHbIX MPENapaToB WAM MNOJYYEHUE JIEKAPCTBEHHbIX
npenapaToB CO CKMAKOM, OCYLLECTBAACTCA Ha peuenTypHbix 6aaHkax popm N 107-1/y u N 148-1/y-88, K KOTOpbIM
A0NOMHUTENbHO O0dopMAaAETCA peuenT Ha peuentypHom 6aaHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaspax
npu obopmieHUn Ha ByMarKHOM HocuTene).

KOJIMYECTBO

MpunoxeHne N 1

K MopAaaky HazHayeHuA
NleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MwuHucTepcTBa 34paBOOXPaHEHUA
Poccuiickon degepauymm

oT 24 HoAbpsa 2021 r. N 1094H

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

N MekayHapoaHoe HenaTeHToOBaHHOe dopma BbINycKa u Konnuectso
n/n HaMMeHOBaHMe HaPKOTMUYECKOTO U [,031POBKa
NMCUXOTPOMHOrO JIEKAaPCTBEHHOTO
npenapara
1. BynpeHopduH + HanokcoH TabneTku 60 TabneToK
cybnmHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHasa N
0,2 mr 20)
2. bynpeHopduH PacTBOp ANst UHBEKUUIA, 30 amnyn (wnpwu-
0,3 mr/mn 1 mn TI06UKOB)
3. bynpeHopduH TpaHcaepmanbHbIi
nnacTbipb
35 mKr/yac 20 nnacTbipen
52,5 mKr/uac 10 nnactoipent
70 mKr/yac 5 nnacTbipen
4, MopouH PactBop ons MHbEKUUNA,
pacTteop gaA 20 amnyn (wnpwu-
NoJKOXHOro BBeAeHMUA TIOBMKOB)
10 mr/mn 1 mn
5. KopeuH + MopduH + HockanuH + PacTtBop gna
ManaBepuH + TebaunH NOAKOMXKHOIo BBEAEHMA
0,72+5,75+2,7+0,36 + 20 amav
0,05 mr/mn 1 mn y
1,44+11,5+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnauvH TabneTtku 25 mr 50 Tabnetok
7. TpumenepugmH PactBop ons MHbEKUNI 20 amnyn (wnpwu-




10 mr/mn 1 mn TIO6MKOB)
20 mr/mn 1 mn
MopoduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)

NPOSIOHIMPOBAHHOIO 60 TabneTokK (kancyn)

®dnakoH 50 mKr/po3a

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

®dnakoH 100 mKr/no03a

nencreuns 40 Tabnetok (Kancyn)
10 mr 20 TabneTtokK (kancyn)
30 mr 20 TabneTtokK (kancyn)
60 mr
100 mr
200 mr
9. MopdunH Tabnetkn
5mr 100 TabneTok
10 mr 100 TabneTok
10. MopouH Kanau gna npuema
BHYTPb 20 mr/mn 20 mn 4 bnakowa
11. MopduH Pactsop ansa npnema
BHYTPb (MOHOZ03bI)
2 mr/mn 5 mn 100 amnyn n/s
6 mr/mn 5 mn 80 amnyn n/s
20 mr/mn 5 mn 30 amnyn n/s
12. OKcnKoaoH + HanokcoH TabneTku
NPONOHIMPOBAHHOIO
aencrens
5mr+2,5mr 100 Tabnetok
10 mr+5 mr 60 TabneTok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTtok
13. | MponnoHUNbEeHUNITOKCUITUANMNEPUANH | TabneTku 3aledHble 20 50 Tabnetok
Mr
14. deHTaHUN Mnactbipb
12,5 mKr/yac 20 nnacTbipen
25 mKr/yac 20 nnacTbipen
50 mKr/yac 10 nnactoipent
75 mKr/yac 10 nnactbipent
100 mKr/yac 10 nnactoipent
15. deHTaHUN Cnpew Ha3anbHbIN

24 pnakoHa
12 ¢dnakoHoB
6 ¢pnakoHoB




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

dnakoH 200 mKr/no3a

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

12 ¢nakoHoB
6 ¢pnakoHoB
3 pnakoHa

12 ¢nakoHoB
6 ¢pnakoHoB
3 pnakoHa

MpunoxkeHue N 2

K NopaaKy HasHayeHun
JIEKapCTBEHHbIX NPenapaTos,
YyTBEPKAEHHOMY MPUKA30M
MuHKCTEPCTBA 34paBOOXPaHEHNA
Poccuiickon degepauymm

oT 24 HoAGps 2021 r. N 1094H

Cnpaso4Ho

PEKOMEHAOBAHHbIE K NCMNOJ/Ib3OBAHUIO COKPALLLEEHNA
nPU OGOPM/IEHUU PELIENTOB

N CoKkpaleHue NonHoe HanucaHue Mepesop,
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum aspo3o”b

4, amp. ampulla amnyna

5. aq. aqua BOAA

6. aq. purif. aqua purificata BOAa OYMLLEHHAA

7. but. butyrum macno (Teepaoe)

8. caps. capsula Kancyna

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

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




[03bl

13. dil. dilutus pa3BeeHHbIN
14. Div. in p. aeq. Divide in partes aequales Paspenu Ha paBHble YacTn
15. emuls. emulsio amynbcuA
16. extr. extractum SKCTPAKT, BbITAXKKA
17. in enem. in enemas B MUKPOKIN3MaXxX
18. F. Fiat (fiant) MycTb 0bpasyeTca (obpasyroTcs)
19. gran. granulum rPaHy/bl
20. gt., gtt gutta, guttae Kanna, kKanau
21. gtt. peror. guttae peroralis Kanaum gna npMema BHyTpb
22. inf. infusum HacToM
23. inamp. in ampullis B amnysax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 Ta6HETBK:z:or‘I5F;i?AO:|::z;BaHHbIM
. B TabeTKax C NPONIOHIMPOBAHHbIM
2. | " tab(.)E(ronong, in tab(u)lettis prolongatis obductis BbICBODOKAEHNEM, MOKPbLITbIX
' o6010uKoi
27. in tubul. in tubulis B TIHOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KUOKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum nuoAbHaA Macca
32. membr. bucc. membranulae buccales NAEHKN 3alleyHble
33. M. Misce, Misceatur Cmeuwait
(MycTb ByneT cmewaHo)
34. mixt. mixtura MMKCTYpa
35. N. numero yncnom
36. ol. oleum macno (uakoe)
37. past. pasta nacra
38. pil. pilula, pilulae nNUAAA, TUKOAN




39. p. aeq. partes aequales paBHble YacTn

40. ppt., praec. praecipitatus OCaXKAEHHbIN

41. pulv. pulvis NoOpPOLUOK

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

44, Rp. Recipe Bo3bmu

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

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

49, simpl. simplex npocToit

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

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

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

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOUKK

59. STT Systema Therapeutica Transcutanea Tep;-::::vileepc'\:aa:z:iiema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKa

MpunoxkeHne N 2

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMSA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H



®OPMA PELENTYPHOIO B/IAHKA N 107-1/Y

MWHUCTEPCTBO 34paBOOXpaHeHMA Poccuiickom Kog dopmbl no OKY/[,
depepauynm Kog yuperxgenua no OKMO

MeanumMHCKas A0KyMeHTaums

HavmeHoBaHMe (wTtamn) ®opma N 107-1/y

MeAMLMHCKOW opraHu3aLmm YTBEpKAEHa NpUKa3om
MWHKUCTEPCTBA 34paBOOXPaHEHUA
Poccuinckoit depepaumm

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

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

PELIENT
(B3poCAbIl, AETCKUI - HYXKHOE NOAYEPKHYTb)
v 20 .

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

[aTa poxaeHua

damnnuns, MHULMANbl UMEHW M OTYeCTBa (NociegHee - NPU HANNYUK)
Nevyaluero Bpaya (denbawepa, akywepku)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Mognucek M.I.

M neyaTb sievallero Bpaya
(noanuce denbaliepa, akyLiepKku)

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

Ob6opoTHasA cTopoHa

OTMeTKa 0 Ha3HaYeHUN NEKAPCTBEHHOIO
npenapara no pelleHnto BpayedbHon Komuccum

Mpurotosun Mposepun OTnyctun

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

MWHUCTEPCTBO 34paBoOOXpaHeHMsA Poccuiickom Kog ¢dopmbl no OKY/, 3108805
depepauun MeaunumMHCKan OoKyMeHTaums
dopma N 148-1/y-88
HanmeHoBaHue (wtamn) YrBepsAeHa NPUKa3om
MeAMUMHCKOI opraHusaunm MUHUCTepCTBa 34paBOOXPaHEHNA

Poccuinckoit depepaumm
oT 24 HoAbpA 2021 r. N 1094H

HavmeHoBaHMe (WTamn) MHAMBUAYANBHOIO
npeanpuHUMmaTens

(yka3aTb agpec, Homep 1 AaTy AMLEH3UN,
HaMmeHoBaHMe opraHa rocyaapcTBeHHOM
BNACTU, BblAABLUErO INLLEH3UIO)

e | | | ][] Lv0) 0L L L

PELEENT no 20 .

(aaTa obopmneHus-peuenta)

(B3pocCAbii, AETCKUI - HYKHOE NoAYEPKHYTb)

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

[aTta poxaeHua

Appec mecta xutenbctsa mam N MEAMLI,MHCKOﬁ KapTbl aM6ynaTopHoro nayneHTa, noay4yatowiero
MegnuUnHCKYo nomoluib B aM6ynaTopr|x yCcnoBsuAax

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

PeuenT aencreuTteneH B TedeHue 15 aHen

O60opoTHasA CTOpoHa

OTMmeTKa 0 Ha3HaYeHWM IeKapCTBEHHOTO
npenapara no peleHnto BpayebHoi KoMmUccum

Mpurotosun Mposepun OTnyctun

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

MWHWCTEepPCTBO 34paBOOXPAHEHMA YTBEPXKAEHA
Poccuiickon depepauymm MECTO AN npm:as:g\ol;AXM:T'ZTs;:TBa
LUITPUXKOL, APABOOXP
A <*> Poccuinckon ®epepaumm
oT 24 HoAGBps 2021 1. N
1094H
Wramn
Kog,

MeANLMHCKON opraHmn3aumnm

LWTamn
Kog,

UHANUBUNAOYANbHOIO NpeanpuHNmaTena




Kog dopmbl no OKY/, 3108805

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

Kog Kog, Ho3010rnyeckol NCTOYHUK GMHAHCUMpPOBAHMA:
KaTeropum dopmbl (no MKB) (nopuepKkHyTb)
rpa*kgaH % onnarbl:
1. ®epepanbHblil BroaxeT (nogyepkHyTb)
2. BrogxKeT cybbekTa Poccminckoit
dPepepauum
3. MyHuMumMnanbHbIN BlogKeT
1. becnnatHo
2.50%
3. MHO %
PELENT Cepun N [ata obopmnenHus: 20 .

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

[ata poxaeHua

CHUNC

N nonuca

CTpaxoBaHUA:

obAsaTenbHoro
MeAULNHCKOro

Homep Me,D,VILI,VIHCKOVI KapTbl nauneHTa, noayvyarowero meanumnHCKyroO noMmollb B aM6ynaTopr|x

YCNoBuUAX

damnnuns, MHULMANbI UMEHW M OTYecTBa (NociedHee - NPU HANNYUK)
Nevallero Bpaya (denbawepa, akywepku)

Py6.

Kon. o P

MoAanuch 1 NeyaTb Nevallero Bpaya
(noanuce denbaliepa, akyLiepKku)

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

Toprosoe HaMmeHoOBaHWE N [03MPOBKa:

[ata otnycka: " " 20 Kosnunyecrso:
Mpurotosun: Mposepwun: Otnyctun:
(nMHKMA oTpbIBa)
KopeluoK peuenTypHoro 61aHka Cnocob npumeHeHus:
HauMeHoBaHMe MpoJoNKUTENBHOCTD aHen
JIeKapCTBEHHOTrO Npenapara:
Jo3unpoBska: Konnyectso npnemos B AeHb: pa3
Ha 1 npuem: en.

<*> B Ccny4dyae Mm3rotossieHMA peuenTtypHoro 6n1aHKa C WCNo/b30BaHMEM KOMMNbKOTEPHbIX

TEXHOJIOTUN.

O6opoTHasA CTOpoHa

OTmeTKa 0 Ha3HaYeHWM IeKapCTBEHHOIO
npenapara no pelleHnto BpayebHo KOMUCCUK

Mpurotosun

Mposepun

Otnyctun

NoPALOK

MpunoxkeHne N 3

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMUA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H

OPOPM/EHNA PELLENTYPHbIX B/IAHKOB HA IEKAPCTBEHHbIE MPEMAPATDI,

MXYYETA U XPAHEHUA



I. OpopmneHue peuenta Ha GymaxkHOM Hocutene

1. Ha peuentypHbix 61aHKax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBom BepxHem yray
NPOCTaBAAETCA WTAamMN MegULMHCKOM OpraHM3aumnm C yKkasaHMeM ee HauMeHOBaHUSA, agpeca 1 TenedoHa ¢ aaTon
BbINMUCKM (AaTol opopMAeHUNs) peLenTa Ha IeKapCcTBEHHbIN Npenapar.

HdononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasnserca Koh, MeAMLMHCKON
opraHu3aumnu B cootTBeTcTBUMN ¢ OCHOBHbIM rOCYyAapPCTBEHHbIM PErUCTPALIMOHHBIM HOMepPOoM (aanee - OTPH).

Cepusa peuentypHoro 61aHKa ¢popmbl N 148-1/y-04(n) srkatoyaer Kog cybbekta Poccuiickon depepaumu,
COOTBETCTBYIOWMI ABYM nepsbiM Lubpam OB6LLEpOCCUINCKOro KaaccuduKkaTopa o0H6beKToB agMUHUCTPATUBHO-
TeppuTopuanbHoro aenexHus (aanee - OKATO).

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

PeuenTypHble 6naHKku ¢dopmbl dopmbl N 148-1/y-88 M3roTaBAMBAIOTCA MUCKAOYMUTENbHO TUMOrpadCcKknum
cnocobom.

2. Ha peuenTypHbix 6n1aHKax, odopmMasembiX WHAMBUAYASbHbIMU NpesnpUHUMATENAMMU, VMEIOLLMMMU
JMUEH3NIO HA MEAULMHCKYIO AeATe/NbHOCTb, B BEPXHEM JIeBOM Yy TuUnorpadpckMum cnocobom wuau nytem
NPOCTaB/eHNA LWTamna [O/MKEeH OblTb yKasaH afApec MHAWBUAYANAbHOrO MpeanpuUHUMATENs, Homep W AaTa
MUEH3UKN, HAMMEHOBAHME OpPraHa rocy4apCTBEHHOM BIACTH, BblAABLUETO INLEH3NIO.

3. PeuentypHble 6naHKM dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHATCA MeANLNHCKUM
pPaboTHUKOM YEPHUAAMMN NAN LLIAPUKOBOM PYYKOIA.

4. NonyckaeTca opopmaeHne BCEX PEKBM3IUTOB (3a UCKAOYEeHMEM pekBu3uTa "lMognuck nevallero spaya
(noanuch penbawepa, akywepkn") peuentypHbix 6n1aHkoB dopmbl dpopmbl N 107-1/y, dopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) c ucnonb3oBaHUEM NeYvaTatoLmMX YCTPOCTB.

5. OdopmneHune peuenTypHbix 61aHKoB popmbl N 148-1/y-04(n) BKNtoUaeT unmdpoBoe KoanposaHue.
LUndposoe KoamMpoBaHMe yKasaHHbIX PeLenTypHbIX 61aHKOB BK/HOYAET:

1) Koa, meguuMHCKOM opraHmsaumnmn (OTPH) uamn Koa MHANBUAYaANbHOIO NpeAnpuHUMaTENs B COOTBETCTBUM
¢ OCHOBHbIM TOCYAapPCTBEHHbIM PErnucTPauMoOHHbIM HOMEPOM MHAMBUAYaSbHOro npeanpuHumatens (panee -
OTrPHWIM), npoctaBasemblii NPU U3roTOBAEHUMU peLenTypHbIX 61aHKOB;

2) KoZ, KaTeropuu rpaxkaaH, MMetowmx NpaBo Ha NoyYeHWe NeKapCTBEHHbIX NPENApPaToB B COOTBETCTBMM CO
ctatbent 6.1 depepanbHoro 3akoHa ot 17 utona 1999 r. N 178-®3 "O rocyaapcTBeHHOM couManbHOM nomowm"
<1>, u Koa Ho30/10TMYeckon popMbl No MeKAyHaPOAHOM CTAaTUCTUYECKOM KnaccuduKaumm 6onesHen u npobnem,
CBA3aHHbIX cO 3a0poBbem (10-i nepecmoTp) (aanee - MKB), 3anosHaemble AevaliMm Bpavyom NyTem 3aHeCeHUs
KaXaoM umMdpbl B NyCTble AYENKM, NPU STOM TOUKA NPOCTABAAETCA B OTAE/IbHOM AYENKE;

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

3) oTmeTKy 06 MCTouHMKe duHaHcuMpoBaHuA (dbeaepanbHbln brogxeT [1], 6oaXKeT cybbekTa Poccuinckoi
depepauum [2], mMyHMUMNanbHbIY 6loaxKeT [3]) M NnpoueHTe onnathl peuenTa (6ecnnaTHo [1], 50% [2], uHol % [3]);

4) WTPUX-KOA - AONOAHUTENbHBIN PEKBU3UT (B CNyYae U3rOTOBAEHMA Ha TeppUTOpPUKN cybbekTa Poccuinckol
depepaumm peuentypHoro 61aHKa ¢ UICNOAb30BaHUEM KOMMNbIOTEPHbIX TEXHONOTUIA).
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6. B peuenTtypHbix 6naHkax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpade "damumnns, Hmumanbl
MMeHW 1 OTYecTBa (nocaegHee - NPU HaAMYUK) NaumeHTa" yKasbiBatoTcAa Gammana, UHULMaAbI MMEHW W OTYECTBa
(nocneaHee - Npy HaAMYUK) NaUMeEHTa.

7. B peuenTypHbIx 61aHKax ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[ata poxkaeHus"
yKa3blBaeTca AaTa poXKAeHUA naumeHTa (umcno, mecadu, roa).

JononHnuTtensHo B peuentypHbix 61aHKax popmbl N 148-1/y-88 n popmbl N 107-1/y ana aeteir B Bo3pacre
0o 1roga s rpade "data poxKaeHua" yKasbiBaeTCs KOJIMYECTBO MOJIHbIX MECALLEB.

8. B peuentypHbix 6naHkax ¢dopmbl N 148-1/y-04(n) B rpadax "CHUNC" n "N nonvca obAsatesibHOro
MeAMLMHCKOro CTpaxoBaHMA" yKa3blBalOTCA CTPaxoBO HOMEpP UHANBUAYANbHOMO IMLEBOrO CYeTa rpaxaaHuHa B
MeHcMoHHOM ¢oHae Poccuiickoit depepauymm (CHUAC) (npu HanMumm) M Homep nonuca ob6s3aTeNbHOro
MeAMLMHCKOro CTPpaxoBaHus.

9. B peuentypHbix 6aaHkax ¢opmbl N 148-1/y-88 B rpade "Aapec mecta KuTenbCTBa WAM HOMep
MeAMLMHCKOW KapTbl MALMEHTa, MOJyYatoLLero MeaMumHCKyo NomoLLb B aMbynaTopHbIX yca0BUAX", yKasbiBaeTca
MoYTOBbIM afpec MecTa KUTenbcTBa (MecTa npebbiBaHMA UM MecTa GpaKTUYECKOro NPoXKMBaHMWA) NauneHTa Uam
HOMEP MeAUUMHCKOM KapTbl NauMeHTa, NOAYYaoLLEro Meg L MHCKY0 MOMOLLb B aMbBy1aTOPHbIX YCIOBUAX <2>,

<2> Mpwukas MuHucTepcTBa 3gpaBooxpaHenma Poccuinckoin ®Pepepaunm ot 15 aekabpa 2014 r. N 8341 "06
YTBEPXKAEHUN YHUPULMPOBAHHBIX GOPM  MEOMLMHCKOM AOKYMEHTaUMK, WUCNOSb3YeMblX B MeOMULMHCKUX
OpraHM3aumaAX, OKa3bIBAOWMX MEAULMHCKYIO MNOMOLWb B ambynaToOpHbIX YCAOBMAX, M MNOPAAKOB NO MX
3anonHeHuo" (ganee - Npukas N 834H) (3apermucTpmpoBaH MUHUCTEPCTBOM tocTULMK Poccuiickon Peaepaupm 20
¢deBpans 2015 r., peructpaymoHHbii N 36160) ¢ M3MEHEHWAMMU, BHECEHHbIMW MpPUKaszamm MUHUCTEpPCTBa
34paBooxpaHeHus Poccuiickon Pegepauymm ot 9 sHeapsa 2018 r. N 2 (3aperncrpmposaH MUHUCTEPCTBOM HOCTULLUK
Poccuiickonn depepaumn 4 anpena 2018 r., peructpaymoHHbii N 50614), ot 2 Hoabpsa 2020 r. N 1186H
(3apernctpuposaH MuHuctepcTBom toCTUUMM Poccuitckont ®egepaunn 27 Hoabpa 2020 r., perncTpaumoHHbin N
61121).

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

B peuenTypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep megMUMHCKOM KapTbl NaumeHTa,
NoJIYYaloLWero MeauLMHCKYIO MOMOLLb B ambynaTopHbIX YCA0BUAX" YKa3blBAeTCA HOMEP MeOULMHCKOW KapTbl
naupyeHTa, NoNY4YaloLero MegmLMHCKY0 NOMOLLb B aMmbynaTOPHbIX YCIOBUAX <3>.

<3> MNpwukas N 834H.

10. B rpade "dammanma, MHULMANLI UMEHW M OTYecTBa (nocnedHee - MPU Ha/AMuMM) Nevyallero Bpaya
(denbawwepa, akywepkn)" peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) yKasbisatoTcs
NONHOCTbI0O GamMuAWA, UHUUMANbI MMEHM, OTYecCTBa (nocnegHee - NPW HaNMYMU) MeSUUMHCKOTO PaboTHMKA,
Ha3HauYMBLLEro JIeKapCTBEHHbIe NpenapaTbl U 0GOPMUBLLETO PeLenT.

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

1) HaMmeHOBaHMe NeKapCTBEHHOro npenapata (MeXKAyHapoAHOe HenaTeHToBaHHOe HauMMeHoBaHue,
rPyNNMPOBOYHOE WM/IM XMMMWYECKOE HauMMeHOBaHWe, TOProsoe HaMMeHOBaHME) Ha NAaTMHCKOM A3blKe WAM Ha
pyCcCKOM f3blKke, popMa BbiMyCKa, A03MPOBKA, KOAMYECTBO (yKasblBaeTcA MPOMUCHbIO Ha peuenTypHom GaHKe
dopmbl N 107/y-HN);

2) cnocob npuMeHeHMA NeKapCTBEHHOro npenaparta Ha rocyaapcTBeHHOM fA3blke Poccuiickon Peaepaumm
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W/IM Ha rocygapcTBeHHOM f3blke Poccuiickoit ®epepaummn 1 rocygapcTBeHHOM fA3blke pecnyb/IMK U UHbIX A3blKax
Hapogaos Poccuiickoit Pepepaunm <4>,

<4>Yactb 1 ctatbm 15 3akoHa Poccuiickont Pepepaunm ot 25 oktabpa 1991 r. N 1807-1 "O A3biKax HapoaoB
Poccuiickoinn depepauumn" (ganee - 3akoH N 1807-1). (BegomocTn cbesna HapoAHbix aenytatoB PCOCP wu
BepxosHoro Coseta PCOCP, 1991, N 50, c1. 1740; CobpaHue 3akoHogaTenbcTsa Poccuinckoit Pepepaumm, 1998, N
31, cT. 3804).

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

13. Mpu odopmneHnn peLenTypHbix O/JaHKOB 3anpeLlaeTcAa OrpaHMYMBaTLCA OOLWMMMKM YKasaHUAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

14. PeuenT, odopmeHHbIA Ha peuentypHom 6naHke ¢popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
NoANUCbIBAaETCA MeAULMHCKMM PabOTHUKOM M 3aBepAETCA ero neyaTbio.

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

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

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

Ha ogHom peuentypHom 6naHke ¢dopmbl N 107-1/y paspeluaercs OCYLLECTBAATb Ha3HayeHWe TONbKO
O[HOr0 HaMMEHOBaHMA JIEKApPCTBEHHOrO Mpenaparta, oTHocAwerocs no ATX K aHTUNCUXOTMYECKMM cpencTBam
(kog NO5A), aHKcumonuTnKam (kog NO5B), CHOTBOpPHbIM M ceaaTUBHbIM cpeacTBam (Kog NO5C), aHTuaenpeccaHTam
(kog, NO6A) 1 He nognerkallero NPeaMeTHO-KOIMYECTBEHHOMY YYETY, U A0 TPEX HAMMEHOBAHUIN NIEKapPCTBEHHbIX
npenapaTos - 417 UHbIX EKAPCTBEHHbIX MPEnapaToB, HE OTHECEHHbIX K BbllleyKa3aHHbIM ATX.

16. UcnpasneHua B peuenTe He 40NYCKALOTCA.

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

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

Kopelwok oT peuenTa, opOpMAEHHOrO Ha YKasaHHOM peuenTypHOM 6/aHKe, BblgaeTca nauueHTy (ero
3aKOHHOMY MpeacTaBMTeN0) B anTEeYHOW OpraHM3auMu, Ha KOpellKe AenaeTcd OTMETKAa O HaMMEHOBaHMM
NeKapCTBEHHOrO NpenapaTta, 403MPOBKe, KO/MYecTBe, cnocobe NpumeHeHus.

Il. OpopmneHue peuenta B popme 3/1eKTPOHHOTO AOKYMEHTA

19. Peuent B ¢dopme 3N1EKTPOHHOrO [OKYMEHTA, MNOAMNWCAHHOIO YCUMAEHHOW KBannduLMpPOBaHHOWM
3NIEKTPOHHON MoANUCblo, GOPMUPYETCA MEAMUMHCKMM PabOTHMKOM, CBEAEHMA O KOTOPOM BHeCeHbl B
benepanbHbI PETUCTP MEANLMHCKMX PabOTHUKOB <5>, a TaKKe Mpu YCAOBUWU PerucTpauumn MeamnumHCKon
OpraHM3auuMn, B KOTOPON odopmnseTcs peuenT, B deaepanbHOM peectpe MeaULMHCKUMX OpraHu3aumii <6>
eANHON rocyAapCTBEHHOM MHPOPMALMOHHOM cucTembl B cdepe 34paBOOXPaHEHMA W MNOAKNHOYEHMA TaKoM
MEAMUMHCKON OpraHusauum K rocygapCTBeHHOW WMHPOPMAUMOHHON cucTeme B chepe 34paBOOXPAHEHMA
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cybbekTta Poccuinckont Pepepauum <7>.

<5> Yactb 4 crtatbm 91.1 depepansvHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaaTenbcTsa Poccuitckol
depepauum, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

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

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

20. Npn odopmneHumn peuenta B GOpMe 3/MEKTPOHHOrO AOKYMEHTA Ha JieKapCTBEHHble npenaparthbl,
YKasaHHble B NyHKTax 9 u 11 lMopAaaKa Ha3Ha4YeHMA NeKapCTBEHHbIX NpenapaTos, YTBEPXKAEHHOro HaCTOALMM
NPUKa3oM, 1 OTMYCKaemble 33 NOIHYIO CTOMMOCTb, 3aNONHAIOTCA CleAyloLne PEKBUUTDI:

1) Koa cybvekta Poccuiickon depepaumm no  OKATO, onpeaenaiowmini  rocyaapCTBEHHYIO
MHPopMaLMOHHYIO cuctemy B cdepe 34paBooxpaHeHua cybbekTa Poccuiickon depepaunm, B KOTOPO#
chopmmpoBaH peLenT B Gopme 3/1eKTPOHHOTO LOKYMEHTA;

2) HaMmeHOBaHWE MeOMLMHCKOM opraHusaumu, agpec, TenedoH uan Gamuana, MHULMaNbI UMEHU U
oTyecTBa (nocneaHee - NPW HaNUYMK) WHAMBUAYANbHOTO NpPeANPUHUMATENA, WMEIOWEro /IMUEH3UI0 Ha
MeANUMHCKYIO AeATeNbHOCTb, ero aapec;

3) OFPH topuguyeckoro nuua (MeanuMHcKon opraHusaumu) wuam  OFPHUMN  wuHamBuayanbHoro
npeanpuHUMmaTens;

4) paTta opopmaeHua peLenTa (YKasbliBaeTca YMCN0, Mecal, roa);

5) pAata OKoHuyaHusA gencteus peuenta (popmupyeTtca rocygapcTBeHHoOM MHGOPMALUMOHHON CUCTEMOWN B
cdepe 3gpaBooxpaHeHuns cybbeKkTa Poccuiickoit degepaumm B COOTBETCTBUM CO CPOKaMM AelcTBUA peuenTtos: 15
aHen, 30 aHelt, 60 aHel, 90 aHel, go 1 roaa);

6) YHUKaNbHbIN HOMep peuenTta (bopmupyeTca rocygapcTBEHHOW MHPOPMALMOHHOM cuctemon B cdhepe
34,paBoOXpaHeHnA cybbekTa Poccuitickon depepaunm n obecnevmBaet 04HO3HAYHYIO MAEHTUOUKALMIO peLenTa B
dopme 3/1eKTPOHHOro AOKYMeHTa B codeTaHum ¢ OKATO, OFPH nan OTPHUN);

7) otmeTkM "cito" (cpouHo) nnm "statim" (HemeaneHHO) Npyn HEOBXOAMMOCTU CPOYHOTO UAN HEMEAIEHHOIO
OTNycKa NEKAPCTBEHHOrO NpenapaTta NauneHTy;

8) agpec naumeHTa (yKasbliBaeTcA MOYTOBbIM afZpec MecTa »KUTenbCTBa (mecTa npebblBaHWMA WM MecTa
baKTUYECKOro MPOXKMBAHWUA) C YKasaHMEM MHAEKCA, HAaMMeHOBaHUA Kpas, obnactu, pecnyb6anKkn, aBTOHOMHOMO
OKpyra u MHoro cybbekta Poccuiickoit Pegepaumm, HAMMEHOBAHWUA HACEIEHHOTO MYHKTa, HAMMEHOBaHUA YAWLLbI
(npocnekTa, nepeynka, npoesga), Homepa AomMa (C yKasaHMem Kopnyca, NPy HaiMumm), HoMepa KBapTUpbl);

9) Homep 3NEKTPOHHON MeAMLMHCKOM KapTbl MaUMEHTa B rocy4apcTBeHHOW MHGOPMALMOHHON cucTeme B
chepe 3apaBooxpaHeHmsa cybbekTa Poccuiickoli egepaumu;

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

11) pata poKaeHMA nauueHTa (yKasblBaeTcs YMCIO, Mecal, rod), Ana aeteit Ao 1 roga AONOAHUTENbHO
YKa3blBaETCA KOIMYECTBO NOJIHbIX MECALEB;

12) dpammauns, MHUUMANbl MMEHW M OTyecTBa (nocnegHee - NpPU HAAMUYMM) MEAULMHCKOrO paboTHUKa
NONHOCTbIO;
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13) HaMmeHOBaHMe JfieKapCTBEHHOro npenapata (Me)KAyHapoaHoe HemaTeHTOBaHHOe HauMeHOBaHMWe,
rPynnMpoOBOYHOE MAM XMMWUYECKOE HauMeHOBaHWe, TOProBoe HaumeHOBaHWe), A03MPOBKa, Gpopma BbiNycKa,
KO/IMYecTBO (BCe NO3MLLMM YKa3bIBalOTCA HA PYCCKOM A3bIKe);

14) cnocob npMmeHeHMsa eKapCTBEHHOTO NpenapaTa Ha rocysapcTBEHHOM A3blke Poccuiickon Geaepaunn
WX Ha rocyapcTBEHHOM s3blke Poccuiickolt deaepaumm 1 rocyapCcTBEHHOM A3blKe PECnyB/IMK U UHBIX A3bIKaxX
Hapogos Poccuiickoit Pepepaunm <8>;

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

15) pOKyMeHT, noATBeprKAalolMii HasHaYeHWe JIeKapCTBEHHOrO MpenapaTta Mo peleHuo BpayebHol
KOMUCCUN MEeANLMHCKON OpraHmM3auum;

16) oTMeTKa 0 Ha3HaYeHWUM IeKapCTBEHHOrO Npenapara no pelleHnto BpavebHON KOMUCCMM MeANLIMHCKOM
OpraHuMsaumMmM B CAy4YasXx, YKasaHHbIXx B ab3aue BTOpoM MyHKTa 6 [opsAKka HasHAYEHMs JIeKapCTBEHHbIX
npenapaTos, yTBEPKAEHHOTO HACTOALLMM NPUKA30M;

17) oTmMeTKa o cnewLmasbHOM HasHaYeHMM JIeKaPCTBEHHOro NpenapaTa (3anonHAeTca B C/ly4anX, YKa3aHHbIX
B MyHKTax 15 v 24 MopszKa HazHaYeHUs IeKapCTBEHHbIX MPENapaTos, YTBEPKAEHHOIO HACTOALMM NPUKA30M);

18) oTmeTKa O cMeuMaNbHOM Ha3HAYeHMM JNIEKAapPCTBEHHOrO Mpenapata MauMeHTy ¢ 3aboneBaHuem,
TPebyWMM AANTENbHOTO KYPCOBOIO JIeYeHUn (3ano/sHAeTcA B C/yyae, YKasaHHOM B NyHKTe 23 [opsgka
HasHayeHWs JIeKapCTBEHHbIX NPENapaToB, YTBEPNKAEHHOTO HACTOSLMM MPUKA3OoM) C MpocTaBAeHMEM
NepuoaNYHOCTM OTNYCKa IEKAPCTBEHHOTO Npenapara;

19) npu odopmneHun peuenta B Popme 3SNEKTPOHHOTO [AOKYMEHTA Ha JIeKapCTBEHHble NpenapaThbl,
YKa3aHHble B NoAnyHKTax 2 - 5 nyHKkTa 9 mn nyHKte 11 lopAagKa HasHAYyeHMA NeKapCTBEHHbIX MpenapaTos,
YTBEPKAEHHOrO HaCTOAWMM MPUKA3oM, T[pakgaHam, WMelwWMm npaBo Ha becnnatHoe nosyyeHue
NeKapCTBEHHbIX NPENAPATOB WM NOJyYeHUE IEKAPCTBEHHbIX NPENAPaATOB CO CKMAKOW, 3aMONHAOTCA PEKBU3UTDI,
npenycMoTpeHHble noanyHKTamu 1 - 18 HacToALWEero NyHKTa, a TakKe c/iefyolume pekBU3NTbI:

a) KaTeropus rpakaaH, MMeoLWMX NpaBo Ha MOJiyYeHUe /IeKapPCTBEHHbIX MPenapaTtoB B COOTBETCTBUM CO
ctatbent 6.1 depepanbHoro 3akoHa ot 17 utona 1999 r. N 178-®3 "O rocyaapcTBeHHOM couManbHOM nomowm"
<9>;

’

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

6) Koa Ho3onormyeckon popmbl no MKE;

B) UCTOYHMK PpUHaHCKpOoBaHMA (1 - deaepanbHbi BloaxkeT, 2 - 6loaXKeT cybbekTa Poccuiickoit degepauymm,
3 - MyHUUMNanbHbIN 6rogKeT);

r) pasmep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - MHOM %);

[l) CTPaxoBoi HOMEpP MHAMBMAYANbHOIO NNLLEBOrO CYETa rpaxgaHuHa B MNeHcMoHHOM ¢poHae Poccuiickoi
depepauum (npm Hannumm) (CHUNC);

e) HOMepP noanca obA3aTeNbHOro MeaNUNHCKOTO CTpaxoBaHUA.

21. Mpu NpocTaBAeHUN OTMETKM, yKasaHHOM B noAnyHKTe 16 nyHKTa 20 HacToswero MNopagKka, peuent B
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dopme 3/1IeKTPOHHOro AOKYMEHTa MOANUCHLIBAETCA YCUAEHHOM KBanMULMPOBAHHOM 3N1EeKTPOHHOM MNOAMMUCHIO
npeacenatens Uan cekpetapa BpavyebHOM KOMUCCUM MEeANLMHCKOM OpraHu3aumm, Npu nNpocTaBAeHUN OTMETOK,
YKasaHHbIX B noanyHkTax 17 u 18 nyHkTa 20 HactoAuwero lMopsgKa, - YCUAEHHbIMU KBAaJANPULMPOBAHHbBIMM
3/1EKTPOHHbIMW NOAMNCAMM COOTBETCTBYHOLLNX MEANLIMHCKUX PAabOTHUKOB.

22. Mo TpeboBaHMIO NALMEHTA UM €ro 3aKOHHOro npeactaButTens oGopMAsSETCA SK3eMNAsApP peuenTta B
dopMe 3/1IeKTPOHHOIO AOKYMEHTA Ha BymaKHOM HocuTene ¢ OTMETKOM "[lyb6/iMKaT 3/1eKTPOHHOTO A0KYMEHTa".

Ill. YueT peuenTypHbIX 61aHKOB (32 CKAIOUEHUEM peLenTypHbIX
6naHKos no ¢popme N 107/y-HM "CneymanbHblii peuenTypHblii 6naHK")

23. Yyet peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), nsrotaBameBaembix
Tunorpadckum cnocobom (fanee - peuentypHble 6AaHKWM, NoOAAeKalmMe yyeTy), OCYLWeCcTBAAETCA B XypHanax
yyeTa, MPOHYMEPOBAHHbIX, MPOLIHYPOBAHHbIX W CKPEMJAEHHbIX TMOAMNUCbIO PYKOBOAMTENA W  Me4YaTbio
MeAMLMHCKOW OpraHM3aumm uav MNoANMCbI0 UHAMBUAYA/bHOTO NPeAnpPUHUMATENA, UMEIOWEro /IMLEH3MIO Ha
MeAMUMHCKYIO AeATeNIbHOCTb.

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

2) B pasgene "Mpuxoa":

a) AaTa perncTpauuu 4OKYMEHTa, NOATBEPKAAIOLErO NOCTYNAEHWE;

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

I') d)aMMJ'IVIFI, MHUUnanbl MUMeHN MU OTYECTBA (nocnep,Hee - npu HaJ'IM‘-IMVI) M nognmcb OTBETCTBEHHOrIO
MmegununHCKoro paﬁoTHMKa, nonyymseLllero peuenTtypHble 61aHKM OT NoOCTaBLWKA,

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

B) GaMuauA, MHMLMANLI UMEHM U OTYecTBa (NocnegHee - NPW HaAUYMKM) OTBETCTBEHHOTO MEAULIMHCKOro
paboTHUKA, NONYYNBLUETO PELLENTYPHbIE BAAHKM;

I') noanncb OTBETCTBEHHOIO MeAUUUNHCKOIO pa6OTHMKa, nonyynsLllero peuenTtypHbie 6I'IaHKVI,'

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

5) ocTaToK peuenTypHbIX 61aHKOB.

25. ypHan y4yeTta peuentypHbix 6naHKoB dpopm N 148-1/y-88 u N 148-1/y-04(n) coaepxuT cneayolme
rpadbl:

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

a) AaTa perncTtpaunmn goKymeHTa, noarsepxaatowero nocrtynieHune,;



6) HOMep 1 AaTa AOKYMEHTa, MOATBEPKAAIOLLEro NOCTYNAeHNe, HAMMEHOBaHME NOCTaBLLMKA;
B) 0blee KoNMYecTBO NOCTYNUBLLNX PeLEenTypPHbIX 61aHKOB;

r) cepun n Homepa peLenTypHbIX 61aHKOB;

A1) KOIMYeCTBO peuenTypHbIX 6/1aHKOB MO CepUsam;

e) damunusa, MHUUMaNbl MMEHU W oTdyecTBa (mocnegHee - NPU HaAMYMM) U NOANWUCH OTBETCTBEHHOrO
MeAULMHCKOro paboTHUKa, NONYYMBLIErO PeLLENTYPHblE BNaHKM OT NOCTABLLMKA;

3) B pa3aene "Pacxoa'":

a) AaTa BblAa4M pPeLenTypHbIX 61aHKOB;

6) cepum 1 Homepa BblZaHHbIX peLenTypHbIX 61aHKOB;
B) KOJIMYECTBO BblAAHHbIX pPeLenTypHbIX 61aHKOB;

r) damunusa, MHUUMaNbI UMEHM M OTYecTBa (NocnegHee - NPU Ha/MYMK) OTBETCTBEHHOrO MeZULMHCKOro
pPaboTHUKA, NONYYNBLUETO PELEenTypPHble 61aHKK;

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

4) d)ammnvm, MHUUMaAbl MMEHN N OTHECTBA (nocne,u,Hee - npu HaJ'II/IL-II/II/I) n nognmncb OTBETCTBEHHOIO
MmegununHCKoro p360THVIKa, BblAaBLIEro peuenTypHble 6I'IaHKVI;

5) ocTaToK peuenTypHbIX 61aHKOB.

26. YuerT peuentoB, OQPOPM/EHHbIX B QGOPME 3NEKTPOHHOTO [LOKYMEHTa, OCYLecTBAAeTcs B
rocyfapcTBeHHOM MHPOPMALMOHHOM cucteme B cdepe 3apaBooxpaHeHUs cybbekTa Poccuiickon Pepepauunm
nocpesCcTBOM BeAeHUn eauHOro peectpa peuentos, odopMaeHHbIX B OpMe 3/1eKTPOHHbIX AOKYMEHTOB.

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

27. MepMUMHCKME OpraHM3auMu MojyyaloT Heobxoaumble peuenTypHble 61aHKM, 0dQOpMAEHHbIE
TMNorpadCckUm cnocobom, Yepes TeppUTOpPUasbHbIE OpraHbl YNpPaBAeHWUsa 34paBOOXPaHEHUEM UIN OpraHMU3aL iy,
YNO/HOMOYEHHbIE Ha 3TO OpraHaMu UCMONHUTENbHOM BNacTh cybbekToB Poccuitickoit depepaumu.

28. PeuenTypHble 61aHKKM, nogneKalme YyeTy, XPaHATCA OTBETCTBEHHbIM /IMLOM, HasHayeHHbIM
pykoBoaMTENEM MEAMLMHCKOW OpraHusaumu, B 3alMpaemMom MeTaNAMdeckom WwKady (celide) umam
METaNIIMYECKOM ALLMKE.

29. UHauBuayanbHbli npegnpuHMmMmaTtesb, UMeoLWMn NLEH3NI0 HA MEAULMHCKYIO AeATeNbHOCTb, XPaHUT
peuLenTypHble 61aHKK, NoaaeKallme yyeTy, B 3annMpaemom MeTaIndeckom WKady (ceide) nanm metanimyeckom
AWMKe.

30. MNpoBepKa COCTOAHMA XpaHEeHWA, ydeTa, GAKTUYECKOro HaAMuMA M pacxofa peuenTypHbiX 61aHKOB,
noAferKalmx y4yeTy, OAuH pas B KBapTas OCYLLECTBAAETCA KOMUCCUEN, CO34aHHON B MeANLMHCKON opraHn3aLumu.

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

MonyyeHHble peuenTypHble 61aHKM Ha 6yMa)KHbIX HOCUTENAX XPaHATCA MeANUNHCKUMU pa6OTHMKaMM B
nomeuwieHunAx, O6eCI'Ie‘-IVIBaIOLLI,VIX MUX COXPaHHOCTb.



32. T[porpaMmHO-TEXHUYECKME CPeAcTBa FOCYAAPCTBEHHLIX WHPOPMAUMOHHBIX CcUCTemM B cdepe
3[paBOOXPaHEHMA, MEAUUMHCKMX MHOOPMALMOHHBIX CUCTEM MELMULMHCKMX OpraHM3auuii obecnevmsatoT
XpaHeHWe 3NeKTPOHHbIX peLenToB, 0POPMIEHHbIX B POpPMe 3MEKTPOHHbIX AOKYMEHTOB B TEYEHME CPOKOB,
YCTAaHOBNEHHbIX 418 XPaHEHUA peLenToB, 0pOPMIEHHbIX HA COOTBETCTBYHOLWMX GOopMax peLenTypHbIX 61aHKOB Ha
6ymaxkHom HocuTene <10>.

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

MpunoxkeHne N 4

K NpMKasy MUHKUCTepCTBa 34paBOOXpPaHEHMUA
Poccuiickon degepauymm

oT 24 HoAGps 2021 r. N 1094H

®OPMA CNELIMANIBHOIO PELEENTYPHOIO B/TAHKA N 107/Y-HI

MWHUCTEPCTBO 34paBoOOXpaHeHMA Poccuiickom Kog dopmbl no OKY/
Pepepauum MeAanumHCKasa AOKyMeHTaumA
dopma N 107/y-HN,
YTBEPKAEHHAsA MPMKa3om
MwuHMCcTEpCTBA 34paBOOXPAHEHNA
Poccuinckoit Depepaumm

0T 24.11.2021 N 1094H

wrTamn MeAMLLMHCKOVI opraHunsauuun

PELLENT

Cepuna N

" 20 .
(paTa BbINMCKM peyenTa)

(B3pocCAbiii, AETCKUIA - HYXKHOE NoAYEPKHYTb)

damnnuns, ums, oTyecTso (NociegHee - NPU HaaMuum)
nauueHTa

Bospact

CepMﬂ M HOMEP nosunca o0b6A3aTeNbHOro MeaJULMHCKOro CTpaxoBaHuA

Homep meanuUMHCKON KapTbl

damnnuns, Mma, oTyecTso (NociegHee - NPU HaAMuUK)
Nevalero Bpaya (benbawepa, akywepku)
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2 o TP PP PP PPOPPPIRN

MoAanuck 1 INYHaA neyaTb Bpaya
(noanucb dpenbawepa, akywepKku)

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

M.MN
OTmeTKa anTe4yHoi opraHusauumu ob oTnycke
damnnus, Ums, oT4ecTBo (MocieaHee - NPU HAIMYMK) U NOANUCL PABOTHMKA anTeYHOM
opraHu3aumm

M.M.

Cpok gevicteua peuenta 15 gHet

MpunoxkeHne N 5

K NpMKaszy MUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuiickon degepauymm

oT 24 HoAb6ps 2021 r. N 1094H

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

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

1. OpraHuM3aumio M3roToBAEeHMA W pacnpefencHus peuentypHbiXx 6naHkos no ¢opme N 107/y-HIM
"CneunanbHbii peuenTypHbii 6iaHK" (ganee - cneuyanbHblI peuenTypHbIi 6aaHK) ocyuwecTenseT MUHUCTEPCTBO
34paBooxpaHeHuna Poccuiickot ®eaepaunn (ganee - MUMHUCTEPCTBO).

2. CneumanbHble peuenTypHble BJaHKM ABAAIOTCA 3aWMLLEHHOM noavrpaduyeckor NpoayKumen ypoBHsA
"B", usrotaBnmeaemon Ha bymare po3oBoro LgeTa pasmepom 10 cm x 15 cm, AOKHBI UMETL CEPUIO U HOMEP, a
TaK)Ke COOTBETCTBOBATb TPeHOOBaHUAM, YKa3aHHbIM B NpuKkase MuHucTepcTBa puHaHCOB Poccuinckon Pepepaumm
oT 29 ceHTabpsa 2020 r. N 2174 "O6 yTBepKAeHUN TexHMUYECKUX TpeboBaHWM U YCNOBMIA U3rOTOBNEHUA
3alMWEHHON OT noaAenok noavrpadpuyeckon npoaykumm" (3apernctpuposaH MUHUCTEPCTBOM  HOCTULMK
Poccuiickoin depepaumm 16 Hoabpa 2020 r., pernctpaumoHHbii N 60930).

3. B uenax OpraHun3auun Un3rotTosneHMA W pacnpegeneHna cneumanbHbIX peuenTypHbIX 61aHKOB
MmegnunHCKmne opraHmsaummn, Mmeroulme npaBo OCyLWEeCTB/IATL BblAa4vy peLLenToB Ha HAPKOTUYECKMNE CpeacTea Unn
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NCUXOTPOMNHbIe BelecTBa crnuncka Il MepeyHa n 3apernctpupoBaHHble B Poccuiicko Pepepaunm B Kayvectse
NIEKapCTBEHHbIX MpenapaTtoB A4 MeOMLMHCKOTO MNPUMEHeHUa (Jasee COOTBETCTBEHHO - MeAMUMHCKas
OpraHM3aums, HapPKOTUYECKUIA (NCUXOTPONHBI) IEKAPCTBEHHDIM NpenapaT), COCTaBAAIOT 3asBKM Ha peLenTypHble
H61aHKMN.

4. B cpoK 80 1 okTAGpA TEKyLero roga 3asaBKM MeANUMHCKMUX OpraHM3aumMii Ha cneunasbHble peuenTypHble
6/1aHKM NpeacTaBAATCA:

1) MeANUMHCKMMW OpraHM3aumamm, Haxo4AaLMMKUCA B BeAeHUU deaepasibHbIX OPraHoB UCMOAHUTENbHOM
BN1ACTH, - B COOTBETCTBYIOLWME deaepanbHble OpraHbl UCNONHUTEIbHOW BNACTH;

2) MeguUMHCKMMM OpraHusauMaMK, HaxoAAWMMUCA B BedeHUUM cybbekToB Poccuiickoli deaepauum,
MEANUMHCKMMM  OpraHu3auMamMu  MYHUUMNAAbHOM UM 4YacTHOM CUCTEM 34paBOOXPaHEHWA - B OpraHbl
WUCNONHUTENbHOM BnacTn cybvektoB Poccuiickon Pepepaumm B chepe OxpaHbl 340pOBbA rparkKAaH, Ha
TEPPUTOPUN KOTOPbIX OHW PACMO/IOKEHbI (Aanee - opraHbl MUCMONHUTENBHOW BAAacTU CybbeKkToB PoccuiicKoit
depepauunm).

5. B 3aABKe MeAMLMHCKOM OpraHM3aumMmn Ha CneLmasbHble peuenTypHble 61aHKM yKa3biBaloTca creaytolpe
cBefeHuA:

1) cBefeHMAa 0 MegMUMHCKOW OpraHuM3auuu, nofaslleit 3asaBKY Ha creuuasbHble peuentypHble 6aaHKu
(nonHoe HaMmeHoOBaHMe, aapec MecTa HaxoXaeHusa);

2) KONMYecTBO crneuMasnbHbIX peLenTypHbIX 61aHKOB, M3PacXoA0BaHHbIX MeAULNHCKOWM opraHusaumen Ha 1
AHBaPA NpeaLecTBYIOLWEro roaa;

3) Konu4yecTBO cneumanbHbIX peuenTypHbiX 6/1aHKOB, HEOBXOAMMbIX MeAUUMHCKON opraHM3aumMm Ha
cnepylowmii rog,

3anaBKa MeAMLLMHCKOVI OopraHnsaumMm Ha cneymnasibHble peuentypHblie 61aHKK noanucbiBaeTcAa
pyroBoautTenem MeAMLLMHCKOVI OopraHunsauuu, KOTOprﬁ HeCeT nNnepCoOHAa/IbHYHO OTBETCTBEHHOCTb 34
060CHOBAHHOCTb U AO0CTOBEPHOCTb YKa3aHHbIX CBE,CI,EHVIVI.

6. denepanbHble oOpraHbl WMCNONHUTE/NbHOW BNAcTW, B BeAEHWM KOTOPbIX HAXOAATCA MeAWLMHCKUE
opraHusaumu (nanee - depepanbHbie OpraHbl UCMOAHUTENbHOM BAACTU), U OpraHbl UCNONHUTENbHOW BAACTU
cybbekToB Poccuiickon deaepauum Ha OCHOBaHUM 3asABOK MEAMLUMHCKMX OpraHvM3auMii Ha cneumasnbHble
peuenTypHble 61aHKM GOPMUPYIOT CBOAHbIE 3asiBKM Ha creumasbHble peuenTypHble 6JaHKM M B cpok go 1
AeKabps Tekywero roga NnpeacTasastoT ux B MUHUCTepCTBO.

7.B CBOAHOVI 3aABKe Ha CneuunanbHble peuenTypHble 61aHKK YKa3blBalOTCA chegyroume ceeaeHna:

1) cBepeHus o deaepanbHOM OpraHe UCMONHUTENBHOW BAACTU (OpraHe UCMOAHUTENbHOW BAAacTU cybbeKTa
Poccuiickoin depepaumm), NpeacTaBUBLLIEM CBOAHYIO 3asiBKY Ha crneuManbHble peuenTypHble 61aHKM (nonHoe
HaMMeHOBaHMe, agpPec MecTa HaxoXKaeHun);

2) KO/IMYECTBO cheumasnbHbiX peuenTypHbiX 61aHKOB, pacnpegeneHHblXx deaepanbHbiM  OpraHom
WCMNONHUTENBHON BAacTM (OpraHOM MCMOAHUTENbHOM BAacTM cybbekTa Poccuiickoit Peaepaumm) Ha 1 AHBapA
npeALWecTBYIOWEro roga Mexay MeauLMHCKMMU OpraHu3aumamm;

3) KO/IMYeCTBO cneuuanbHbiX PeLenTypHbiX 61aHKOB, HeobXxoAMMbIX deaepanbHOMY — OpraHy
NCMNONHUTENBHOM BNACTM (OpraHy UCNOMHUTENbHOM BAacTM cybbekTa Poccuiickon degepaumnn) Ha cneayowmii
rog ANs pacnpegeneHus mexay MeanumHCKMMM opraHu3aumMamm;

4) cBedeHMs O MOABEAOMCTBEHHOM OpraHM3auuu, YNOSHOMOYEHHOW dedepanbHbiM  OpPraHoM
NCMNONHUTENbHOMN BNAacTU (OpraHoOM MCNOAHUTENbHOM BnacTu cybbekTa Poccuiickoinn deaepalmmn) ocywecTBaATb
noyYyeHne cneumanbHbIX peuenTypHbiX 61aHKOB OT MWHMUCTEPCTBA, WX XpaHeHWe W Bblgadyy MeaUUMHCKUM
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opraHusaumam (nosHoe HaMMeHOBaHWe, agpec mecTa HaxoxaeHusa, WMHH/KNMN, OKTMO opraHu3auuu,
baKTMYeCKMIA agpec NOCTaBKM).

8. Ha ocHOBaHWW NONYyYEHHbIX CBOAHbLIX 33aBOK Ha CreuuMasnbHble peuenTypHble 61aHKM MuHKUCTEPCTBO
€XeroAHo B Cpok A0 15 sHBapa cieayoulero roga opMmmnpyeT U yTeepaaeT NaaH pacnpeaeneHmsa cneumanbHbIX
peuenTypHbiXx 6/1aHKOB, B KOTOPOM OTpPa*KaeTcs rogosas notpebHocTb Poccuiickon ®epepaumm B cneumnanbHbIX
peuenTypHbIx 61aHKax (ganee - naaH pacnpegeneHns MuHucTepcTsa).

9. B nnaHe pacnpegeneHna MMHUCTEPCTBA YKA3bIBAOTCA Ceaytolme ceegeHmns:
1) nopsAKoBbLI HOMEp 3annUcK;

2) HaumeHoBaHMe ¢eaepanbHOro opraHa WCNOJHUTENbHOW BAacTM (opraHa WCNONHMTENbHOW BAACTU
cybbekTa Poccuiickoli ®egepaunn), npeacTaBUBLLIEro CBOAHYIO 3aABKY Ha crieuuabHble peuenTypHble 61aHKy;

3) HeobX0AMMOE KONNYECTBO CreLmnasbHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHuWe cneumanbHbiX peLenTypHbiX 61aHKOB ¢esepanbHbIM OpraHam UCNOAHWUTEIbHOM BAacTy,
opraHam WCMOJIHUTENbHOM BAAcTM cybbekToB Poccuiickoit depepaumm ocylwectsasetcds MUHWUCTEPCTBOM B
Ko/iMyecTse, NpeayCcMOTPEHHOM MNJIaHOM pacnpegeneHmsa MuHucTepcTBa.

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

12. B cnyyae yBennuyeHus MnoTpebHOCTM B CMeuMainbHbiX peuenTypHbiXx 61aHKax deaepasibHble OpraHbl
WUCNONIHUTENbHOM BAIacTM (opraHbl UCMOMHUTENbHOM BAacTM cybbekToB Poccuitickoit degepaumm) HanpasaawoT B
MUWHUCTEPCTBO CBOAHbIE 33sBKM Ha AOMOJHUTE/NbHOE KOJIMYECTBO CreuMasbHbIX pPeuenTypHbix 61aHKoB (cC
060CHOBaHWEM yBENNYEHMSA MOTPEBHOCTU B CMELMabHbIX PeLenTypHbiX 61aHKax), KOTopble NpesocTaBAATCA
MUWHUCTEPCTBOM U3 PE3ePBHOTO 3anaca CrneLyManbHbIX peuenTypHbIX 6/1aHKOB.

13. ®depepanbHble OpraHbl WCNOJHUTENbHOM BAAcTU (OpraHbl WMCMNONHWUTENbHOW BNACTU CyObEKTOB
Poccuiickoit  depepaunn) pacnpegenstoT MNoAyyYeHHble chneuuanbHble peuentypHble 6naHKuM  Mexay
MeAMLMHCKMMM OpraHM3aLMsMM Ha OCHOBaHMM MIAHOB pacnpeneneHus, cGopPMUPOBaAHHbIX B COOTBETCTBMM C
3a5BKaMM MeAMUMHCKMUX OpraHM3aumii Ha cneumasbHble peuenTypHble 61aHKK.

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

14. MuHWCTEpPCTBO, MHble ¢deaepanbHble OpraHbl UCNOAHUTENbHOM BAACTUM M OpraHbl UCMOAHWUTENbHOM
BNAcTU CybbeKToB Poccuiickoli degepaumy OpraHM3yloT XpaHeHWe CrneuManbHbIX PeuenTypHbiX 61aHKoB B
NoABeAOMCTBEHHbIX OpPraHM3auMax, YNOJHOMOYEHHbIX OCYLECTBAATb MOJyYeHWe CneLManbHbiX peuenTypHbIX
61aHKOB OT MUWHMUCTEPCTBA, MX XPaHEHWE W BblAavyy MeAUUMHCKUMM OpraHuM3aumam (ganee - ynosHOMOYEHHas
opraHusaums).

15. B ynNOAHOMOYEHHOM OpPraHUs3aUMM U MEeAUUMHCKON OpraHusauumn, nNoAy4YMBLUEM CrneuManbHble
peLenTypHble 61aHKM, OPraHU3YeTCa perncTpaumsa, y4eT U XpaHeHue cneumanbHbIX peuenTypHbiX 61aHKOB.

Perncrpauua, yyet n xpaHeHue pe3epBHOrO 3anaca crneymanbHbIX peLenTypHbIX 61aHKoB MwuHucTepcTBa
OCyLlecTBnAeTcA d)ep,epaanblM rocyaapCTtBeEHHbIM 6I-OA)KETHbIM ydypexgeHnmem, HaxogawmmcAa B BeAeHUU
MuHucTepcTBa (,a,anee COOTBETCTBEHHO - pe3epBHbIl\;1 3anac, nogseaoMCTBEHHOe yqpem,qume).

16. PaboTHMK, HasHa4YeHHbI NPMKA30M PYKOBOAUTENA YNOJIHOMOYEHHON opraHmn3aumm (YynoaHOMOYEHHOM
opraHusauuMn, nNoABEAOMCTBEHHOIO Yy4YpexaeHua) OTBETCTBEHHbIM 3a pPerncTpauuio, XpaHeHue W ydyer
cneumnanbHbiX peuenTypHbiX 6naHKOB (Aanee - OTBETCTBEHHbIM PabOTHWMK), Ha OCHOBaHWM AOBEPEHHOCTH,
opopmieHHON B nopAgKe, YCTaHOBJAEHHOM 3aKoHoZaTenbCcTBOM Poccuitickoir degepauumn (c  nognucblo



pyKOBOAUTENA  YMNOJHOMOYEHHOM OpraHM3auun (YynosIHOMOYEHHOW OpraHM3auMM, noaBesOMCTBEHHOIO
yyYperKaeHus), rnaBHoro byxrantepa, 3aBepeHHbIX KPyr/0oM Me4yaTbio), MosyyaeT crneuuanbHble peuenTypHble
6NaHKM M OCYLLECTBAAET BeAEHME KypHana pPernctpaumm u ydyeTa cneumasnbHbIX peuenTypHbiX 61aHKOB, K
KOTopomy npuobuiaer ¢oTo- n (MaM) BuaeomaTtepuansl, noaTeep:aatolme Gakt obopmMNeHUs peLenTypHbIX
61aHKOB Ha gomy (Npu Hannuum).

17. ¥ypHan peructpauum u yyeta cneumanbHbIX peuenTypHbiX 6/1aHKOB A0/MKEH ObiTb MPOHYMEPOBaH,
NPOWHYpPOBaH, WMETb Ha MocaegHelt CTpaHWUe 3arnucb, COAEPKALLY KOJIMYECTBO CTpPaHWL, MoJHoe
HaMMeHOBaHME  YNOJIHOMOYEHHON  opraHusaumMmM (MeguUMHCKOM  OpraHM3auuun, MoABeAOMCTBEHHOro
YUPEXKAEHUA), a TaKKe CKpensieH MnoAnucblo PYKOBOAUTENA U NedyaTbio YNOJHOMOYEHHOW OpraHusauum
(MmeaunumMHCKOM opraHnsauum, NoABEAOMCTBEHHOIO YUPEXAEHUSA).

KypHan peructpaumm 1 yyeTa crneuumanbHbIX peLenTypHbiXx 61aHKOB pe3epBHOro 3anaca MuHucTepcTBa
CKpen/ifeTcs TaKKe MOAMMUCLIO AMPEKTopa (B Clyyae ero OTCYTCTBUS - 3aMeCcTUTeNa AupekTopa) [enapTtameHTa
peryanmpoBaHma obpalleHns NeKapCTBEHHbIX CPencTB U MeAUUMHCKUX u3genuih MuHucTepcTtBa M Ne4vaTbio
MwuHucTepcTBa.

18. B KypHane peructpaumu v ydyeTa CrneumanbHbiX PeLenTypHbiXx GAaHKOB YKas3blBalOTCA cieayolime
cBEAEHMSA:

1) nopsAKoBbIY HOMEp 3anucy;

2) NpUXoZ crneunanbHbIX peLenTypHbIX 61aHKOB:

a) PEKBU3UTBI U AaTa PerncTpaLLmMm NpUxXogHOro 4OKYMEHT];

6) obLiee KOMYECTBO NOCTYNMBLUMX CeLnasbHbIX peLenTypHbIX 6/1aHKOB;

B) CEpPUA 1 HOMEP CNeLnasbHOro peLenTypHoro 6,1aHKa;

r) KONMYECTBO CreumnasbHbIX PeLenTypHbIX 61aHKOB MO KaXKaol cepuu;

4) damunua, umsa, oT4ecTBo (NocnesHee - NPU HaAMYUKU) U NOANMUCL OTBETCTBEHHOIO PabOTHUKA;
3) pacxog cneumanbHbIX peLenTypHbIX 61aHKOB:

a) AaTa Bbl4aun CNeLmanbHbIX PeuenTypHbiX 61aHKoB;

6) cepun 1 Homepa BblAaHHbIX CeLManbHbIX peLenTypHbIX 61aHKOB;

B) KO/IMYECTBO BblAaHHbIX CneunasibHbIX pPeuenTypHbIX 61aHKOB C YKasaHnem B CKOBKax Ko/an4yecTBa
cneunanbHbIX peUenTYpPHbIX 6}'IaHKOB, BblAaHHbIX ONA Od)OpMJ'IEH nAa Ha Aomy,;

r) damunmsa, uma, oTyecTBo (NocnegHee - NPU HaAMUYUKU) U NOANWUCL ML, NOJYYMBLLErO CreunanbHble
peuenTypHble 61aHKK;

A1) KOAMYECTBO cneunanbHbIX peLenTypHbIX 61aHKOB, 0POPMIEHHbIX Ha AOMY;

e) dbamuauma, uma, oT4ecTBo (NocnegHee - NPU HaAUYMK) U NOANUCH AMLA, OGOPMUBLLIETO CneunasbHble
peuenTypHble 61aHKM Ha ZoMy;

4) pammnus, uma, oT4ecTBo (nocnegHee - NP HAANYUKM) M NOANUCL OTBETCTBEHHOTO PabOTHUKA;
5) oCTaToOK crneuunanbHbIX peuenTypHbiX 61aHKOB.

19. CneumanbHblli peuenTypHbI 61aHK ABAAETCA AOKYMEHTOM CTPOroi OTYEeTHOCTW. 3anac cneumanbHbIX
peLenTypHbIX 61aHKOB B MeANLMHCKON OpraHn3aumnm A0MXKEH XPaHUTLCA B CieumanbHbIX NOMeLeHUsX, ceridax



nnn B cneunmaaibHO U3FrOTOBNEHHbIX LUKad)aX, 0bUTbIX OUMHKOBAHHbIM *ene3om, C HageXHblM BHYTPEHHUM UIn
HaBeCHbIM 3aMKOM.

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

20. B MeANLMHCKMX OpraHM3aumax 3anac creumnanbHbiX peuenTypHbIX 61aHKOB He A0/KEeH MpeBbllaTb
rofo0Bon noTpebHocTH.

21. PaspelwaeTtcs BblAaBaTb MEAULMHCKOMY PabOTHUKY, MMeloWeMy MpPaBo Ha3HayaTb HapKOTMYEecKue
(ncuxoTponHble) nekapcTBeHHbIe NpenapaThl, eAMHOBPEMEHHO He 6onee ABaALLATU cnelManbHbIX pPeLenTypHbIX
6.1aHKOB.

MeanumHckme paboTHUKM, BbINMUCbIBAOLWME PELEenTbl Ha HapKoTUYECKMe (NCUXOTPOMHbIE) IeKaPCTBEHHbIE
npenapaTtbl, Ha OCHOBAHUWN NPMKa3a PyKOBOAMTENA MEAULMHCKON OpraHM3aUmmn HeCyT IMYHYIO OTBETCTBEHHOCTb
32 COXPaHHOCTb MOJYYEHHbIX CMeLManbHbIX peuenTypHbiXx 6aaHKoB. ChneuuancHble peuenTypHble 6aaHKK,
NnoflydYeHHble MeAMLMHCKUM PaboTHUKOM, XPaHATCA MOA 3aMKOM B ceidax, MeTalMYyeckux wkKadpax uau
MEeTaNINYECKMX ALLMKaX.

22. B meauMUMHCKOM OpraHM3aummn co3gaeTcs NOCTOAHHO AeNCTBYOWAan KOMUCCKUA, KoTopasa He pexe 1 pasa
KBapTan (Mo pelleHuIo PyKOBOAUTENA MEAMLMHCKOW OpraHM3aumm BO3MOMKHO Yallle) ocywecTBAAeT NpPOoBepKyY
COCTOAHMSA PerucTpaumm M yyeTa crneumanbHbiX peuenTypHbiX 61aHKOB, B TOM 4YMCae MyTeM CBEPKU 3anucei
ypHana perucTpaumm u ydyeta crneumanbHbIX peuenTypHbiX 61aHKOB, C GaKTUYECKMM HaandMem cneumnanbHbIX
peuenTypHbiX 61aHKOB, a TaK}Ke NPOBEPKY COCTOAHUA XPaHEHUA cneuunanbHbIX peLenTypHbIX 61aHKoB.

Mo pesynbTaTam NPOBEPKM B }KYPHaIe PerncTpaumm 1 yyeTa cneLmanbHbiX peuentypHbix 61aHKoB genaetca
3anMcb O pesysbTaTax MPOBEAEHMS CBEPKM AAHHbIX, 3aKpernseHHas NoAnucAMM BCEX Y/IEHOB KOMMCCUM, UK
CO343aeTcs cneumasnbHbli akT MPOBEPKMY.

23. ®depepanbHble OpraHbl UCMOJHWUTENbHOM BNACTM M OpraHbl WCNOJMIHUTE/bHOW BAAcTU CybbekToB
Poccuiickoin depepaumy  OCYWECTBAAIOT KOHTPO/b 33 OpraHusaumen perucrpaumu, ydeta W XpaHeHus
CneumnanbHbiX PeLenTypHbiX 61aHKOB B YNOJIHOMOUYEHHbIX OPraHM3aumax 1 MeanLMHCKMX OpraHn3aumsax.

24. Bblgaya crneumanbHbIX peuenTypHbiX 6/J1aHKOB M3 pe3epBHOro 3anaca MuHWcTepcTBa denepasnbHbIM
OpraHam MCMNONHWUTENIbHOM BAAcTU WM OpraHam WCMNOJIHUTENbHOW BAacTM cybbekToB Poccuiickoli deaepauun
OCYLLECTBNAETCA OTBETCTBEHHbIM PABOTHMKOM NOABEAOMCTBEHHOMO YYPENXKAEHMA HAa OCHOBaHWWU pelueHus o6
OTNyCKe CneuuanbHbiX peuenTypHbiXx 61aHKoB, 0GOPMAEHHOIO B BMAE NUCbMA, NOANUCAHHOTO AUPEKTOPOM (B
C/lyyae ero OoTCyTCTBMA - 3aMeCcTUTENEM AMpPeKTopa) [lenapTaMeHTa peryanpoBaHMa obpalleHmsa eKapcTBEHHbIX
CPeacTB U MeaULMHCKUX u3gennin MuHuctepcTaa.

MpoBepka AeATeNbHOCTM MOABEAOMCTBEHHOIO Y4YpeXKAeHMA Mo pernctpauuu, ydeTy W XpaHeHuio
pe3epBHOro 3anaca ocyulectsasetca [enapTamMeHTOM peryiMpoBaHuA obpalleHUs NeKapcTBEeHHbIX CPeacTs M
MeANUMHCKUX n3gennit MuHucTepcTsa 2 pasa B rof He nosgHee 20 yMcna mecaua, Cneayiollero 3a UCTeKWnm
nosyroanem.

MpunoxkeHne N 6

K NpMKasy MUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1094H



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

. OpopmneHue peuenta Ha bymaKHOM HocuTene

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

PeuenTypHble 61aHKK dopmbl N 107/y-HI M3roTaBAMBaIOTCA UCKAOUUTEbHO TUMOrpadCKUM cnocobom.

2. Ha peuenTtypHbix 61aHKax, opopmnsiemMbix WHAMBUAYANbHBIMWA MpesnpUHMMATENAMWN, UMEIOLLMMMU
JMLEH3NI0 Ha MEAULUMHCKYI0 AeATeNbHOCTb, B BEPXHEM JIEBOM Yray TunorpadpckMm cnocobom uan nytem
NPOCTaB/eHNs WTamna AO/KEeH ObiTb yKasaH agpec WHAMBUAYaANbHOrO MNpeanpuHMMaTens, Homep W Aaarta
JIMLEH3UKN, HAMMEHOBaHWEe OpraHa rocy4apcTBEHHOM B1acTH, BblAaBLLEro NLEH3UIO.

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

4. Jonyckaetcs opopmieHUe BCEX PEKBMIUTOB (33 MCKAOYeHMeM pekBusuTa "MoAnvcb nevawero Bpaya
(nognuce denbawepa, akylwepkn)") peuentypHbix 61aHkos popmbl N 107/y-HI ¢ ncnosb3oBaHMeM nevaTalomx
YCTPOMCTB.

5. B peuentypHom 6naHke ¢opmbl N 107/y-HI B cTpokax "dammana, uma, otdectso (nociegHee - npwu
Hannumm) naumeHTa" n "Bo3pact” yKasblBatOTCA NOAHOCTbIO GammInA, UMA, OTYECTBO (NocaeaHee - NpU HaANYum)
nauMeHTa, ero Bo3pacT (KOANMYecTBO NOJHbIX NeT).

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

1) B cTtpoke "Cepua n Homep nosmca oba3aTeNlbHOroO MeAMUNHCKOrO CTpaxoBaHUA" yKasbliBaeTcs Homep
no/snca 06s3aTeIbHOro MeANUMHCKOIO CTPAaXx0BaHUA NauMeHTa (Npu Hannuum);

2) B cTpoke "Homep MegMUMHCKOM KapTbl" YyKasblBaeTcs HOMEpP MeAMUMHCKOM KapTbl MNaLMEHT],
NONYYalOWero MegUUMHCKYIO MOMOLb B amMbynaToOpHbIX YCAOBMAX, WAM UCTOpUWM 6oNe3HM nauumeHTa,
BbIMMCbIBAEMOT0 13 MEANLMHCKON OpraHusauuu;

3) B cTpoke "®amunusa, MmsaA, oTyecTBO (mocnegHee - MpPW HaAMuMK) fedalero Bpada (penbawepa,
aKywepkKK)" yKasbiBaeTca NoAHOCTbIO GamMnaMA, MMA, OTYECTBO (NocieaHee - NPU HaAnuMK) Bpada (denbawepa,
aKyLepKK), BbINUCABLLETO PELLENT Ha HAPKOTUYECKUIA (NCUXOTPOMHbIN) NeKapCcTBEHHbIM Npenapar.

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

1) HaMmeHOBaHMe NeKapCTBEHHOro npenapara (MeAayHapoaHOe HemnaTeHTOBaHHOe HauMMeHoBaHue,
rpynnMpPoBOYHOE WM XMMMYECKOe HauMeHOBaHWe, TOProsoe HaMmMeHOBaHMEe) Ha NAaTMHCKOM A3blKe WAWM Ha
pycckom f3blke, popma BbiMyCKa, 403MPOBKA, KOAMYECTBO (yKasbiBaeTcA MPOMUCHbIO Ha peuenTypHom GiaHKe
dopmbl N 107/y-HN);

2) cnocob npMmeHeHUA NeKapCTBEHHOro NpenapaTta Ha rocyaapcTBeHHOM A3blke Poccuiickot deaepaumm
WU Ha rocyaapcTBeHHOM A3blike Poccuiickoin deaepauunm n rocyapcTBEHHOM A3blKe Pecnyb/IMK U UHbIX A3blKax
HapogaoBs Poccuiickoit Pepepaunm <1>,




<1>Yactb 1 ctatbm 15 3akoHa Poccuiickoit Pepepaunn ot 25 oktabpa 1991 r. N 1807-1 "O a3blkax HapoaoB
Poccuiickonn depepauumn" (ganee - 3akoH N 1807-1). (BegomocTu cbesna HapoAHbix aenytatoB PCOCP wu
BepxosHoro Coseta PCHCP, 1991, N 50, cT. 1740).

8. Mpu odopmaeHnn peuenTypHbiXx ONAHKOB 3anpellaeTcs OrpaHMYMBaATbCA OOLWMMM  yKasaHUAMM,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

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

1) nognucbio U IMYHOM NeYaTbio Bpada IMbo noAanucbio dpenbaliepa (akywepKu);

2) nevyaTblo MeAULMHCKON opraHmM3aumnmn, NMbo CTPYKTYPHOro noapasgeneHma MeavuumMHCKOW opraHusaumm
"Ona peuenTtoB"”, KOTOpas MPOCTaBAAETCS JIMLOM, YMNOJHOMOYEHHbIM PYKOBOAUTENEM  MEeAMLMHCKON
OpraHM3auMmn C ykasaHuem Gamuanu, UMeHW, oT4ecTBa (mocnesHee - MPU HaAMYMKU) U MNPOCTaBNEHUEM €ro
JIMYHOM nognucu.

B cnyyanx HeobxoAuMOCTM 0POPMIEHUA peLenTa HAa HapPKOTUYECKUI (NMCMXOTPOMHbLINA) JIeKAPCTBEHHbIN
npenapaT Ha AOMY B PaMKax OKasaHMWS Na//IMaTUBHON MEAMUMHCKON MOMOLLM AOMYyCKaeTca npeasapuTesibHoe
3aBepeHue peuenTa WTaMNoOM MEeAMUMHCKOM OpraHu3aumMu, neyatblo MeAWLMHCKOW opraHusaumn ambo
CTPYKTYPHOTrO nogpasaeneHus mMeauuMHCKOW opraHusauuun "[na peuentos”, KOTopas MPOCTaBAAETCA JIMLOM,
YMNO/IHOMOYEHHbIM PYKOBOAMUTENIEM MEAWMUMHCKON OpraHusauum, C ykasaHuem ¢amuavMu, MMeHM, OTYecTBa
(nocnenHee - Npy HaNMYMK) M NPOCTABJEHMEM €0 IMYHOWN NognucK. Mpu 3TOM B JKypHane perucrpaumm u yyeta
peLenTypHbIX 61aHKOB B COOTBETCTBMM C [OPAAKOM PerncTpaLmm, y4ieta U XpaHeHus creLmanbHbiX peLenTypHbIX
671aHKOB Ha HapKOTMYECKMEe CPeaCTBa MM MCUMXOTPOMHbIE BELLEeCTBA, YTBEPHKAEHHbIM HACTOALMM MPUKA3oMm,
Aenaetca OTMeTKa O ero Bblgaye g1 ohoOpMIEHUS Ha AOMY, A TaKKe OTMETKA, YA0CTOBEPEHHAs NOAMNUCHIO Bpaya
nmbo denbglepa (akywepku), opopmmeiero peuent, o ¢akte ero odopmeHMUA, KOTOpbI MOXKeT 6bITb
[ONONIHUTENBHO NOoATBEpPKAEH GOTOo- U (MNK) BUAEOMaTEPUANAMM.

B cTtpoke "OTmeTKa anTeyHolM opraHusauum ob oTnycke" cTaBMTCA OTMETKAa anTeyHon opraHusaumm ob
OTNyCKe HAPKOTMYECKOro (MCMXOTPOMHOrO) JIeKapCTBEHHOro npenapaTta (C  yKasaHMemM HaWMeHOBaHWs,
KO/IMYECTBA OTMNYLLEHHOIO HAapPKOTUYECKOro (MCUMXOTPOMHOrO) IeKapcTBEHHOro npenapaTa W AaTtbl ero OTnycKa),
KOoTOpas 3aBepseTcs Nognucbio  pPaboTHMKA anTeYyHoOW OpraHus3auuKn, OTMYCTMBLIETO  HapKOTUYECKWUM
(ncuxoTponHbIl) NeKapcTBeHHbIV NpenapaTt (C yKkasaHuMem ero ¢pamMuanmn, MMeHM, oT4ecTBa (nocnesgHee - npu
HaAMuMK), a TaKKe KpyrnoW MeyaTblo anTeyHol OpraHusaumm, B OTTUCKE KOTOPOW [O/MKHO 6biTb
NMAEeHTUPULMPOBAHO NOJHOE HaMMEHOBAHME anTeYHON OpraHn3aLUnm.

10. Ha ogHom peuenTtypHom 6naHke dpopmbl N 107/y-HIM paspeluaetca ocywecTBAATb HasHaYeHUe TONbKO
04HOro HaMMEHOBaHMA IeKapPCTBEHHOrO Npenapara.

11. UcnpasneHunA B peuenTe He A0ONYCKAOTCA.
Il. OdpopmneHue peuenta B popme 3/IeKTPOHHOTO AOKYMEHTA

12. Peuent B ¢dopme 3NEKTPOHHOrO [OKYMEHTA, MNOAMNWCAHHOIO YCUAEHHOW KBannuLMPOBaHHOWM
3/1EKTPOHHON MoANUCblo, GOPMUPYETCA MEAMUMHCKMM PabOTHUMKOM, CBEAEHMS O KOTOPOM BHECEHbl B
benepanbHbI PETUCTP MEAULMHCKMX PabOTHUKOB <2>, a TaKXe MpU YCNOBUU PeructTpaumm meauumMHCKOM
OpraHM3aunMn, B KOTOpPoN odopmnseTcs peuenT, B deaepanbHOM peectpe MeaULMHCKUMX OpraHu3aumii <3>
eANHON rocyAapCTBEHHOM MHPOPMALMOHHON CUCTEMbl B cdepe 34paBOOXPAHEHMA W MNOAK/IOYEHMA TaKoM
MEAMUMHCKON OpraHusauum K rocygapCTBeHHOW WMHPOPMAUMOHHOW cucteme B cdepe 34paBOOXPaHEHMUSA
cybbekTa Poccuiickoit Pegepaunu <4>.
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<2> Yactb 4 crtatbu 91.1 depepansbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuitckol
depepauum, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crtatbu 91.1 depepansvHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaaTenbcTsa Poccuitckol
depepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

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

13. Mo TpeboBaHMIO NaUMEHTa UAN ero 3aKOHHOro npeacTaBuTens oGOPMIAETCA IK3EMNAAP peuenta B
dopMe 3/1IeKTPOHHOTO AOKYMEHTA Ha ByMaXKHOM HocuTesle ¢ OTMETKOM "[lybanKaT 3/IeKTPOHHOro I0KyMeHTa" .
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