[JokyMmeHT npegoctasneH KoHcynbTaHTIoC

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

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN

MPUKA3
OT 24 HOAb6pA 2021 r. N 1094H

Ob YTBEPXAEHUU NOPAAKA
HA3HAYEHWUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELENTYPHbIX
B/IAHKOB HA NNIEKAPCTBEHHbIE NMPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, X YYETA U XPAHEHUA, ®OPM BJ/IAHKOB
PELLENTOB, COAEPHALLNX HASHAYEHUE HAPKOTUYECKMX CPEACTB
UN NCUXOTPOMHDbIX BELLLECTB, MOPAAKA UX USTOTOB/IEHUA,

PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA,

A TAKXKE NPABU1 O®OPMJIEHUA B/IAHKOB PELIENTOB,

B TOM YUCNE B POPME I/IEKTPOHHbIX JOKYMEHTOB

B cooTBeTcTBMM € NyHKTOM 16 yacTtm 2 ctaTbM 14 deaepanbHoOro 3akoHa ot 21 Hosbps 2011 r. N
323-®3 "O6 ocHOBax OXpaHbl 340pOBbs rpaxkgaH B Poccuitckor Pepepauun” (CobpaHue
3aKoHogaTtenbcTBa Poccuinckoint ®epepaummn, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791), NnyHKTOM 2
ctatbk 26 ®depepanbHoro 3akoHa oT 8 saHBaps 1998 r. N 3-d3 "O HapKOTMYECKUX cpeacTBax M
ncuxotponHbix Bewecrsax" (CobpaHune 3akoHogaTenbcTsa Poccuiickon ®epepaumm, 1998, N 2, ct. 219;
2017, N 31, cr. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179 nyHKTta 5 NMonoxeHuns o MuHuctepcree
34paBooxpaHeHus Poccuiickoit degepauuu, YTBEPXKAEHHOro mnocraHoBneHnem [lpaBuTenbCTBa
Poccuiickon ®epepaummn ot 19 uioHa 2012 r. N 608 (CobpaHue 3akoHozaTenbCTBa Poccuitckol
depepauum, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
NpuWKasbIBato:

1. YTBEpauThb:
MopAafoK HazHaYeHMA NeKapCTBEHHbIX MPenapaToB COrIacHO NpuaoxeHuo N 1;
bopMmbl peLenTypHbIx 6/1aHKOB HA IEKAPCTBEHHbIE NPEnapaTbl COrNacHo npuaoxeHuto N 2;

MopsfoK odopmaeHUs peuLenTypHbiX 61aHKOB Ha JIeKapCTBEHHble Mpenapatbl, UX ydyeTa U
XpaHeHWA cornacHo npunoxKeHuo N 3;

CI)OprI 61aHKOB peuentoB, cogepXawnx Ha3HadyeHne HapKOTUYeCKux cCcpeacrts wan
NCUXOTPOMHbIX BELLECTB, COrNacHo npuaoxeHuio N 4;

MopAafoK W3roTOBAEHMA, pacnpefeneHunsn, pPerncTpaunm, ydvyeta W XpaHeHUA peuLenTos,
coAepKalmMx HasHaYeHMUe HAPKOTMUYECKMX CPEACTB UM MCUXOTPOMHbIX BELWECTB COrNMAaCcHO NPU/IOKEHUIO
N 5;

Mpasuna Od)OpM/'IE‘HMFI peuenTtos, coaepXawunx Ha3HaYeHne HapPKOTUYeCKUX cCpeacrts wan
NCUXOTPONHbIX BELWLECTB, B TOM YNC/ie B d)opN\e 9NEKTPOHHbIX LOKYMEHTOB COrNacHO NpunoxKeHuo N 6.

2. Mpu3HaTb YTPaTUBLLIMMM CUAY:

npukas MuHucTepcTBa 3apaBooxpaHeHma Poccuiickont ®eagepaumm ot 1 aBrycta 2012 r. N 541 "06
yTBEpPXKAEHUN opmbl H6NaHKOB pPeLenToB, COAEPKALMX HAa3HAYEeHWe HaAPKOTMYECKUX cpencTs uau
NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3FOTOBNEHUA, pacnpeneneHuns, permcTpaLmm, ydeta n xpaHeHums,
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a Takxe npasun opopmneHua" (3apermctpmposaH MUHUCTEPCTBOM tOCTMLIMK Poccuinckoit deaepaumm
15 aBrycra 2012 r., peructpaumoHHbiii N 25190);

npukas MuHucTepcTea 34paBooxpaHeHunsa Poccuiickon ®eapepaumm ot 30 nioHA 2015 1. N 385H "O
BHECEHMM U3MEHEHMI B NPUKa3s MUHUCTePCTBA 34paBooxpaHeHna Poccuiickon ®epepaumm ot 1 asrycra
2012 r. N 541 "0O6 yTBepxaeHun popmbl 6/1aHKOB PELLENTOB, COAEPKALUNX HA3HAYEHNE HAPKOTUYECKUX
CPeacTB UM NCUXOTPOMNHbIX BELLECTB, MOPALKA UX U3FOTOB/EHUA, pachpesesieHunsa, PerncTpaumnm, ydeta
W XpaHeHus, a TakKe npasun opopmaeHuna"” (3apernctpuposadH MUHUCTEPCTBOM OCTULIMK PoCCUIACKOM
depepaymnm 27 Hoabpa 2015 r., pernctpaumoHHbI N 39868);

npukas MuHucTepcTBa 34paBooxpaHeHmna Poccuiickon ®egepaunn ot 21 anpena 2016 r. N 254H
"O BHeceHMM M3MeHeHWI B NpuKka3z MuHUCTepCTBa 34paBooxpaHeHma Poccuiickon Pegepaummn ot 20
Aekabpa 2012 r. N 1175H "O6 yTBepAeHWM MopsaKa HAazHAYeHMA U BbIMUCbIBAHWUA JIEKAPCTBEHHbIX
npenapaTtoB, a Takxe ¢opm peuenTypHbix 6/1aHKOB Ha /NeKapCTBEHHble MpenapaTtbl, NopAfKa
obOopMNEeHUA yKasaHHbIX 61aHKOB, UX yyeTa U xpaHeHna" n npunoxeHmne N 2 K npmkasy MuHuctepcrea
34paBooxpaHeHusa Poccuinckoit Pepepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepKaeHun dopmbl
61aHKOB peLenToB, COAEPKALLMX HA3HAYEHME HAPKOTUYECKUX CPEeACTB WAM NCUXOTPOMHbLIX BELLECTB,
nopagKa WX W3roTOBAEHWA, pacnpefeneHun, perucTpaumu, yvyeta U XpaHeHWA, a TaKkKe npasBun
odopmneHuns" (3apernctpuposaH MuHUCTEPCTBOM tOCTULMK Poccuiickoit Geaepaumn 18 niona 2016 r.,
perucTpaumnoHHbliii N 42887);

NYHKT 4 U3MEHEHWI, KOTOPble BHOCATCA B HEKOTOpPble NpuKasbl MUHUCTEPCTBA 34 paBOOXPAHEHUSA
W coumanbHoro passutma Poccuiickoit ®egepaummn M MUHUCTEPCTBA 34,paBOOXpPaHeHMA Poccuiickoit
depepaunm no Bonpocam 0b6paLLeHWA NEeKApPCTBEHHbIX MPEnapaToB, COAEPNKALLUMX HAPKOTUYECKue
CcpencTBa, NCUXOTPOMHbIE BELWECTBA M MX MPEKYpCopbl, M /IEKAaPCTBEHHbIX CPeACTB, MNOoAJeXKalinx
npegMeTHO-KO/IMYECTBEHHOMY y4eTy, YTBEPXKAEHHbIX NpuKazom MwuHucTepcTBa 34pPaBOOXPaHEHMA
Poccuiickon Pepepaumnm ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuiickon depepaumm 9 aHBapsa 2018 r., pernctpaunoHHbii N 49561);

npukas MuHuUcTepcTBa 34paBooxpaHeHua Poccuiickon degepaumm oT 11 aekabpa 2019 r. N
1021H "O BHeECEHMU M3MeHeHUN B npuaoxKeHua N 2 un 4 K npuKkasy MUHUCTEPCTBA 34pPaBOOXPaHEHMUA
Poccuiickonn depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepaeHUM dopmbl 6I1aHKOB pPeLLEenTos,
cogepalmx HasHayeHMe HaAPKOTUYECKMX CPeacTB WAM  MCUXOTPOMHbIX BELLeCTB, MNopAdKa UX
W3roTOBNAEHWA, pacnpeseneHun, PerucTpaummn, ydyeta U XpaHeHusa, a Takke npasun odopmneHus"
(3apernctpuposaH MwuHUcTepcTBOM tocTuumMKM  Poccuiickot  depepaumm 28 sHBapa 2020 .,
perncrtpaunoHHbiii N 57293);

npukas MuHUcTepcTBa 3apaBooxpaHeHma Poccuinckoint deaepaumm ot 8 okTabpa 2020 r. N 1076H
"O BHeceHWW M3MeHeHUI B MMOPALOK PerucTpaumm, yyeta M XpaHeHUA CheumanbHbIX peuenTypHbIX
61aHKOB Ha HAPKOTUYECKME CPeacTBa WM MCUXOTPOMHbIE BELLECTBA, YTBEPMKAEHHbIN MpPUKA3OM
MuHUCTepCTBA 34paBooxpaHeHus Poccuiickon dPegepaumm ot 1 asrycta 2012 r. N 54n"
(3apernctpuposaH MuHUcTepcTBoM toctuumm  Poccuiickon ®depepaummn 13 Hosbpa 2020 r.,
pernctpauunoHHbiii N 60898);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuninckont ®egepaunm ot 14 ansaps 2019 . N 4H "06
YTBEPXKAEHUM MOPAAKA HA3HAYEHMA NIEKAPCTBEHHbIX Mpenapatos, opm peuenTypHbiX 6/JaHKOB Ha
NleKapCTBEHHble npenapaTbl, Nopsaka OpOPMIEHUA YKa3aHHbIX 6NaHKOB, MX y4yeTa WM XpaHeHua"
(3apeructpuposaH MuHucTepcTBOM tOCTUUMKM  Poccuitckont  depgepaummnm 26 mapta 2019 .,
pernctpauunoHHbiii N 54173);

npukas MuHucTepcTBa 3apaBooxpaHeHma Poccuiickon ®epepauum ot 11 aekabpa 2019 r. N
1022H "O BHeceHMM n3MeHeHUI B NpMKas MuUHUCTepCTBa 34paBooxpaHeHna Poccuiickon deaepaumm ot
14 auBapsa 2019 r. N 41 "O6 yTBep*KAEHUN MOpAAKa Ha3HAauYEHWUs JIeKapCTBEHHbIX Npenapatos, ¢opm
peLenTypHbiX 61aHKOB Ha NeKapCcTBEHHbIE NpenapaThbl, NopsaaKka opopmaeHMa yKasaHHbIX 61aHKOB, MUX
yyeTa u xpaHeHua" (3apernctpmposaH MuHUCTEpPCTBOM tOCTULMU Poccunitickoin Pepepaumnmn 28 aHBaps
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2020 r., pernctpaumnoHHbiii N 57292);

npukas MuHucTepcTBa 34paBooxpaHeHmnsa Poccnitckoit Pepepaumm ot 8 oktabpa 2020 r. N 1075H
"O BHECEHMWM W3MEHEHMUI B NOPAAOK HA3HAYEHUA NEKAPCTBEHHbIX MPEenapaToB, YTBEPXKAEHHbIN
npuKkasom MuHUCTepCTBA 34paBoOXpaHeHua Poccuiickoit Pepepaummn ot 14 ansapa 2019 r. N 4n"
(3apernctpuposaH MwuHUcTepcTBOM tOCTULUMKU  Poccuitickoit depepaumm 22 aekabps 2020 r.,
perucTpaumoHHbiii N 61695);

NYHKT 3.8 UHCTPYKUMM O MopAAKe BbIMUCbIBAHWMA NIEKAPCTBEHHbIX NpenapaTtoB M odpopmaeHus
peuentoB U TpeboBaHWIN-HAKNAAHbIX, YTBEPKAEHHOM MPMKA3oM MUHUCTEPCTBA 34PaBOOXPAHEHUA U
coumanbHoro passuTtua Poccuiickoit @egepaumm ot 12 ¢pespana 2007 r. N 110 "O nopaake HasHaYeHUs
M BbINWUCbIBAaHWA  JIEKAPCTBEHHbIX  MNPEenapaTtoB, M34eNMA  MeAMUMHCKOrO  Ha3HayeHua w
CNeumnann3MpoBaHHbIX NPOAYKTOB fieyebHOro nuTaHus" (3apermctpMpoBaH MUHUCTEPCTBOM HOCTULUM
Poccuitckont Pepepauymm 27 anpens 2007 r., peructpaumoHHbin N 9364);

npukas MuWHUCTEPCTBA 34PaBOOXPAaHEHMNA U COLMANbHOrO passuTmua Poccuiickont Penepaumm ot
17 mas 2012 r. N 562H "O6 yTBep:aeHuu lMNopAagKa oTnycka GU3MYECKMM SIMLAM IEKapCTBEHHbIX
npenapaTos A1 MeAMUMHCKOrO NMPUMEHEHMUA, COAEPKALLMX KPOME MAJIbIX KOMYECTB HAPKOTUYECKMUX
CPeAcTB, MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB Apyrne GapmMaKoiormyeckme akTMBHbIEe BellecTsa"
(3apernctpupoBaH MuHucTepcTBOM  OCTUUMKM  Poccuitickoir  Pepepaumm 1 uoHa 2012 .,
perucTpaumnoHHbiii N 24438);

MYHKT 2 U3MEHEHWIN, KOTOPbIe BHOCATCA B HEKOTOpPblE NPUKasbl MUHUCTEPCTBA 340aBOOXPaHEHMA
M couuanbHoro passutuA Poccuiickon ®epepaunu, yTBEpPKAEHHbIX MNpPUKasom MuUHUCTepPCTBa
34paBooxpaHeHusa Poccuitickont degepaumm ot 10 uoHa 2013 r. N 369H (3aperucTpupoBaH
MuHucTepcTBom tocTnumm Pocenitckoit Pegepaunn 15 nronsa 2013 r., pernctpaumoHHsii N 29064);

npukas MuHucTepcTBa 34paBooxpaHeHusa Poccuiickoit ®epgepaunm ot 21 asrycta 2014 r. N 465H
"O BHECEHMM M3MEHEHWUI B NOPALOK OTMYCKa (GU3NMYECKMM NIMLAM NeKapCTBEHHbIX MpenapaToB Ans
MEANUMHCKOTO MPUMEHEHWA, COAEPNKALLUMX KPOME MasblX KONMYECTB HAPKOTUYECKUX CPEeACTs,
NMCUXOTPOMHbIX BELWECTB WM UX MNPEKYPCOPOB Apyrne ¢GapmMaKoJOrMyeckme aKkTUMBHbIE BELLECTBA],
YTBEPXKAEHHbIN NpuKasom MWHUCTEPCTBA 34p3aBOOXPAHEHUA U COLMANBHOTO Pa3BUTMA PoccuiicKol
depepauum ot 17 masa 2012 r. N 562H" (3apernctpupoBaH MUHUCTEPCTBOM tOCTMLMKM Poccuiickon
depepauum 10 ceHTAbpa 2014 r., perucTpaumoHHbin N 34024);

MYHKT 1 U3MEeHEHU, KOTOPble BHOCATCA B HEKOTOpPbIe NpMKasbl MUHUCTEPCTBA 340aBOOXPAHEHUS
W coumanbHoro passuTua Poccuiickoit ®egepaumn 1 MUHUCTEPCTBA 34paBOOXPaHeHMA Poccuiickoit
®epepauum, yTBepKAEHHbIX NpMKazom MuHucTepcTBa 34paBooxpaHeHna Poccuninckon depepaunmn ot
10 ceHTAbpna 2015 r. N 634H (3apeructpupoBaH MuHUCTepcTBOM tocTuumMn Poccuiickoit dPeaepaumnm 30
ceHTabpsa 2015 r., pernctpaunoHHbiii N 39063);

NYHKT 3 U3MEHEHW, KOTOpPble BHOCATCA B HEKOTOpPblE NPUKasbl MMHUCTEPCTBA 34,paBOOXPaHEHUA
M coumanbHoro passutuA Poccuinickont ®epepaumm MU MuHUCTepcTBa 34paBOOXPaHeHUA Poccminckoin
depepaunm no Bonpocam 0b6paLLEHMA NEKAPCTBEHHbIX MPENnapaToB, COAEP)KALLMX HAPKOTUYECKMe
CpencTBa, MCUXOTPOMHbIE BELLEeCTBa U WX MPEKYPCOPOB, M /IEKAapPCTBEHHbIX CPeACTB, MOAJerKallmx
npegmeTHO-KOIMYECTBEHHOMY Y4YeTy, YTBEPXKAEHHbIX NPUKazom MuHUCTEPCTBA 34pPaBOOXPaHEHUA
Poccuiickoint depepauum ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTULIUK
Poccuiickont depepaumm 9 aHeapsa 2018 r., pernctpaumnoHHbii N 49561).

3. PeuentypHble 6naHkM ¢opmbl N 107/y-HI, M3roToBAeHHble A0 AHA BCTYN/JEHUA B CUAY
HaCTOALLErO NPUKasa, MoryT 6bITb MCNOb30BaHbl A0 1 mapTa 2023 roaa.

4. Hactoawumii npuKas BctynaeT B cuay ¢ 1 mapta 2022 r. n gencrteyeT Ao 1 mapta 2028 r.

MuHucTp
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M.A.MYPALLKO

MpunoxkeHne N 1

K NpuKasy MuHMCTepcTBa 34paBOOXPaHEHMA
Poccuiickon depepauymm

oT 24 HoAGpA 2021 r. N 1094H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
I. O6wmne nonoxeHna

1. HasHauyeHMe NeKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOro MNpuMeHeHus (manee -
JIEKapCTBEHHbIE MpPenapaThbl) OCYLLEeCTBAAETCA JleYallMm Bpayom, Gpenbiliepom, aKyLIepKoW B cayyae
BO3/IO’KEHUS HA HUX MONHOMOYMI Jfleyallero Bpaya, MNPV OKa3aHMM MeLWLMHCKOW MOMOLLM B
MeAMLMHCKMX  OpraHusaumax <1>, B nopsAgKe, YCTaHOBJEHHOM MpuKasom MuHUCTepCTBa
3[paBOOXpPaHEHMs M coumanbHoro passutua Poccuitckoit ®epepaumnm ot 23 mapta 2012 r. N 252H "06
yTBEpKAeHUM [lopsaaKa BO3NOMKEHUA Ha denbalwepa, aKywepKy PyKoBOAUTENEeM MeAWLMHCKON
OpraHusauMyM Mpu OpraHvM3aLMM OKasaHWs NepBUYHOM MeLMUKO-CaHWUTApPHOW MOMOLM U CKOPOW
MeAMLMHCKOWM MOMOLLM OTAEeNbHbIX PYHKUMIA fleyawero Bpaya MO HenocpeacTBEHHOMY OKasaHWHo
MeAMLMHCKOM NOMOLLM MaumeHTy B nepuod HabalogeHWa 33 HUM M ero Jie4yeHus, B TOM 4ucie no
Ha3HaYeHWI0 M MPUMEHEHMIO NIEKAPCTBEHHbIX MPEnapaToB, BK/OYAs HAPKOTUMYECKWE JIeKapCTBEHHble
npenapatbl W TMCUXOTPOMHbIE  JIEKAPCTBEHHble  npenapatbl"  <2>,  WHAWBUAYA/bHbIMU
npeanpUHUMaTENAMM, OCYLLECTBAAIOWMMY MEAUUMHCKYIO AeATe/IbHOCTb (Janee - MegMUMHCKMeE
paboTHUKM).

<1> MyHKT 11 cTaTbk 2 PepepanbHOro 3akoHa oT 21 HoAbpa 2011 r. N 323-d3 "0O6 ocHoBax
OXpaHbl 340poBbA rparkaaH B Poccuiickon dPepepaumnmn" (CobpaHue 3aKoHogaTenbcTBa Poccuitckol
depepauum, 2011, N 48, c1. 6724, 2019, N 52, cT. 7796) (ganee - PegepanbHblii 3akoH N 323-93).

<2> 3aperucTpupoBaH MuHucTepcTBOM tocTuumm Poccuinckoit depepauymm 28 anpens 2012 r.,
perncrtpaunoHHbiii N 23971 ¢ usmeHeHMAMM, BHECEHHbIMU NPUKazom MUHKUCTepPCTBA 34paBOOXpPaHEHUA
Poccuiickonn depepauum ot 31 oktabpa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTULIUM
Poccuiickon deaepaumm 9 aveapsa 2018 r., pernctpaunoHHbii N 49561).

MeaMUMHCKMIA pabOoTHUK, OPOPMMBLLMI peuenT C HapyWeHWEM HACTOALLero nopagKa, Wau
pyKoBOAMUTENb MEAMLMHCKOW OpraHusaumm obecneymBaloT CBOEBPEMEHHOe nepeodopmaeHue
Tpebyemoro gna naumMeHTa peuenTa.

2. CBegeHmMa O Ha3HAYEHHOM NNeKapCTBEHHOM npenapaTte (HaVIMEHOBaHVIe NNEKapPCTBEHHOIO
npenaparta, 4031POBKa, cnocob BBeAEeHNA N NPUMEHEHUNA, PEeXNM 003NPOBaAHUA, NPOOONKUTENNbHOCTb
NeyeHma U 0b6BOCHOBaHME Ha3HayeHusn NNeKapCTBeHHOro npenapaTa) BHOCATCA MeAUUNHCKMM
pa6OTHVIKOM B MeANUNHCKYIO OKYMEHTAUNIO NaunNeEHTa.

B cay4asax, yKasaHHbIX B nyHKTax 8 - 11 Hactoawero lopagka, MeAULMHCKMI PaboTHMK,
Ha3HauYMBLUWIA NIeKapCTBEHHbIN NpenapaT, opopmMaseT HasHaYeHMe NeKapCTBEHHbIX NPenapaTtos, B TOM
yncae NoANEXaLMX U3rOTOBAEHUIO M OTMYCKY anTeYHbIMW OpraHusaumMammn (ganee - NeKapcTBEHHblE
npenapaTbl MHANBUAYANbHOTO U3rOTOB/EHUA), HA peLenTypHom 6aaHKe, 0opOpPMIEHHOM Ha ByMarKHOM
HocMTesle 3a CBOel NOoANMUChIo (aanee - peuent Ha BymaskHOM HocuTene), u (Mam) ¢ cornacusa naumeHTa
WM ero 3aKOHHOro NpeacTaBuTens <3> Ha peuenTypHom bnaHKe B Gopme 3N1EKTPOHHOIO AOKYMEHTa C
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MNCNO/Ib30BAaHUEM YCUNEHHOM KBAAUPULMPOBAHHON 3NEKTPOHHON NOANUCU MEAMLMHCKOrO paboTHMKA
(manee - peuent B Gopme 3/1€KTPOHHOTO AOKYMEHTA).

<3> TMlyHKT 2 cTtatbu 20 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbCTBA
Poccuiickont depepaummn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

PeuenT B ¢popme 3N1EKTPOHHOIO AOKYMEHTA, COAEPKalMii HasHaYeHMe HAapPKOTUUYECKMX CpeacTs
WU MCUXOTPOMHbIX BELLeCcTs, MOAMMCLIBAETCA C MCMNO/b30BaHMEM YCUAEHHOMN KBann$uUUMPOBaHHOM
3/7IEKTPOHHOM NOANUCK NeYvallero Bpada uav dbenbaliepa, akywepKu, Ha KOTOPbIX BO3/10XeHbl GYHKLUK
Nleyalllero Bpaya, ¥ COOTBETCTBYIOLLEN MEANLMHCKOM OpraHm3aLnmm <4>,

<4> MyHKT 1 cTatbn 26 PegepanbHOro 3akoHa ot 8 AHBapsa 1998 r. N 3-®3 "O HapKOTUYECKMX
cpeAcTBax M NcuxoTponHbix BewwectBax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickolt deaepaumm, 1998,
N 2, cT. 219, 2017, N 31, c1. 4791) (nanee - degepanbHbiit 3akoH N 3-03).

OdopmneHune peuenTtoB B popme 3/1EKTPOHHbIX JOKYMEHTOB OCYLLECTBAAETCA B C/ly4ae NPUHATUA
YNONHOMOYEHHBIM  OPraHOM  WCMNOAHWUTENbHOM BRactu cybbekta Poccuiickoit  ®Pepepaumn B
COOTBETCTBUM C NyHKTOM 4 cTaTbn 6 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "06
obpalleHnn nekapcTBeHHbIX cpeacTs” <5> peweHua o6 Mcnonb3oBaHUMM Ha TeppuTopuM cybbekTa
Poccuitickonn Pepepaumm Hapsady € peuentaMmyv Ha JIeKapcTBEHHble npenapaTbl, 0GOPMIEHHbIMU Ha
6ymaxKHOM HocuUTene, peuenToB Ha JEeKapCTBEHHble MpenapaTbl, CPOPMUPOBAHHLIX B dopme
3N1EeKTPOHHbIX JOKYMEHTOB.

<5> CobpaHue 3akoHogaTenbcTBa Poccuitckoit ®egepaumm, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Mpu BbINMCKE NauUMEHTa M3 MEAMLMHCKOW OpraHvMs3auMu, B KOTOPOM emMy OKasblBasacb
MeAMLUMHCKas MOMOLLb B CTALMOHAPHbLIX YCAOBUAX, NPU HEOBXOAMMOCTM NPOAO/IKEHUS Npuema
NNeKapCTBEHHOrO NpenapaTa B aMbynaToOpPHbIX YCNOBUAX AaHHOMY NALMEHTY MO PeLeHMI0 PYKOBOAUTENS
MeAMLMHCKOM OpraHM3aLmMm HasHavatoTcs ¢ opopmaeHMeM peLenTa B popme 3/1eKTPOHHOTO AOKYMEHTa
n (unn) Ha BymaxkHOmM HocuTesne (3a MCKAlYeHMem OPOPMNEHMS PeLLenToB Ha JIeKapCTBEHHble
npenapaTbl, Nnoanexkawme oTnycky 6ecnnaTtHO MAM CO CKMAKOW) Anbo BblgatoTca (NauMeHTy Man ero
3aKOHHOMY MpeacCTaBUTEN0) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOpUM 60/1I€3HM JfIeKapCTBEHHbIEe
npenapaTtbl, B TOM YMC/e HAPKOTUYECKME U NMCUXOTPOMHbIE NIEKAPCTBEHHbIE NpenapaTtbl, BHECEHHbIE B
cnvckn Il m Ill nepeyHA HAPKOTMYECKUX CPencTB, MCUXOTPOMHbLIX BELLECTB M WX MPEKYPCOPOB,
noanexawmx KoHTpoao B Poccuiickoit ®eaepaumn, yTBepKaeHHoro MpaBuTenbcTBOM PoCCUIMCKOMN
depepaumm <6> (aanee - lNepeuyeHb), CUAbHOAEWCTBYIOWME NleKAapPCTBEHHbIE NpPenapaTbl, Ha CPOK
npvema nauMeHTom 4o 5 gHe.

<6> MyHKT 2 cTtatbn 2 PepepanbHoro 3akoHa N 3-d3 (CobpaHue 3aKoHodaTeNnbCTBa Poccuinckol
depepauum, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHayeHMe /fIeKapCTBEHHbIX NpenapaToB MNPWU OKasaHUM MeAMLMHCKOW MOMOLM B
CTALMOHAPHbIX  YC/OBUAX MOMET  OCYLLECTBAATLCA MOCPeAcTBOM TpeboBaHMIA  MeaMLUHCKOM
opraHv3aumMn,  HanpasBAsemblX B anTeyHble  OpraHM3auun,  ABAAIOWMECA  CTPYKTYPHbIMU
nogpasgeneHuaMM MeauLMHCKOM opraHusaumm. <7>


https://login.consultant.ru/link/?req=doc&base=RZB&n=466112&dst=100254
https://login.consultant.ru/link/?req=doc&base=RZB&n=440383&dst=390
https://login.consultant.ru/link/?req=doc&base=RZB&n=468406&dst=767
https://login.consultant.ru/link/?req=doc&base=RZB&n=462227&dst=100178
https://login.consultant.ru/link/?req=doc&base=RZB&n=462227&dst=100315
https://login.consultant.ru/link/?req=doc&base=RZB&n=440383&dst=100394

<7> TyHKT 54 ctatbn 4 PepepanvHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "O6 obpaweHun
NekapcteeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickot deaepaummn, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - deaepanbHbit 3akoH N 61-D3).

5. HasHayeHWe NeKapCTBEHHbIX NpPenapaTtoB OCYLLECTBAAETCA MeAMLMHCKMM pPaboTHMKOM Mo
MeXAYHapoAHOMY HEMATEHTOBAHHOMY HAMMEHOBAHWMIO, @ NPU €ro OTCYTCTBMM - FPYNNMPOBOYHOMY MK
XMMUYECKOMY HaMMeHOBaHWIO. B ciyyae  OTCYyTCTBMA — MEMKAYHAPOAHOrO  HEenaTeHTOBAHHOrO
HAaUMEHOBAHMUS U TPYNNMUPOBOYHOIO WMAN XMMMUYECKOrO HaMMEHOBaHMA NeKAapCTBEHHOro npenapaTta
JIeKApCTBEHHbIM NpenapaT Ha3Ha4YaeTcA MegUUMHCKMUM pPaboTHMKOM NO TOProBOMY HAaMMEHOBAHMIO.
Mpy HaAMuUM MEAMUMHCKUX MOKasaHui (MHAMBUAYaNbHAA HenepeHOCMMOCTb, MO KMU3HEHHbIM
NoKasaHMAM) MO PELEHUI0 BPaYebHOW KOMMUCCUU MEAMUMHCKOW OpraHusauum <8> ocyliecTBiseTcs
HasHayeHne M odpopMIeHME Ha3HaAYeHUA NEeKAPCTBEHHbIX MPEenapaToB, He BXOAALMX B CTaHAAPTHI
MeOMLMHCKOM nomoln, pa3paboTaHHble B COOTBETCTBMM C MyHKTOM 14 ctatbn 37 PepgepanbHoOro
3akoHa N 323-P3 <9>, uamM He NPenycCMOTPEHHbIX COOTBETCTBYIOLLEM KAMHUYECKON peKomMeHAaumewn,
nmMbo no ToproBbiIM HaMMeHOBaHMAM. PelleHue BpavyebHOM KOMUCCUM MEeLMUMHCKOW OpraHM3auunm
bUKcMpyeTca B MegULIMHCKOM AOKYMEHTALMM NaLMEHTa U B XKypHaie BpayebHON KoMUCCUm.

<8> MpurKa3z MuHWUCTEPCTBA 34paBOOXPAHEHMA U COLMANbHOrO pa3euTuA Poccuitckon ®epepauun
oT 5 man 2012 r. N 502H "O6 yTBEepKAEHMM NOpALKa CO3L4aHUA U AEATENbHOCTM BPavyebHOM KoMUCCUm
MeOMLMHCKOM opraHusaumnmn” (3apeructpnposaH MUHUCTEPCTBOM tOCTULMKM Poccuiickoit deaepaumm 9
utoHa 2012 r., peructpaumoHHbiit N 24516) ¢ U3MEHEeHUs MU, BHECEHHbIMM NPUKasom MWHUCTEPCTBA
34paBooxpaHeHusa Poccuitickoit depepaumm oT 2 pekabpa 2013 r. N 886H (3aperucTpupoBsaH
MuHUucTepcTBoM tocTuumm Poccuiickoit Pepepaunm 23 gekabpsa 2013 r., pernctpaumnoHHbii N 30714).

<9> CobpaHue 3akoHoaaTebcTBa Poccuiickonnt Pepepaumm, 2011, N 48, c1. 6724.

Ecnrv npu OKasaHMM NaUUEHTY MeAMUMHCKON MNOMOWM B MeAMUMHCKOM opraHusauum B
CTaUMOHapHbIX YCAOBUAX NO pelleHUto BpayebHOM KOMMUCCUM OCYLLECTBAAIOTCA HasHayeHue U
NpUMeHeHne NeKapcTBEeHHOro npenapaTta ¢ KOHKPETHbIM TOProBbIM HaMMeHOBaHMEM, TO NPU OKa3aHUK
AAHHOMY NauMeHTy MeAMLMHCKON MOMOWM B MHOW MeAMUMHCKOM OpraHusauuu B CTalMOHapHbIX
YCNOBMAX, @ TaKKe B amMbynaTopHbIX YCAOBUAX OCYLLECTBAAETCA Ha3HauyeHWe emy JeKapCTBEHHOro
npenapara c TeM e TOproBbiM HanmeHoBaHnem <10>.

<10> MyHKT 2 noctaHoBneHun MpaBuTtenbctBa Poccuiickont deaepauymm ot 30.06.2020 N 965 "O
BHECEeHMM usmeHeHn B MpaBuna GopMmnpoBaHUA NEPeYHSA SIeKapCTBEHHbIX CPEACTB, 3aKyMNKa KOTOPbIX
OCyLLEeCTBAAETCA B COOTBETCTBUM C UX TOPrOBbIMW HAMMEHOBaHUAMM, U O NPUMEHEHUMN NIEKAPCTBEHHbIX
NnpenapaToB C KOHKPETHbIMM TOProBbIMM HanmeHoBaHUAMK" (CobpaHMe 3aKoHOAaTENbCTBA Poccuiickol
depepauum, 2020, N 28, cT. 4422).

6. HasHauyeHWe NeKkapcTBEHHOro MpenapaTta B peuente Ha GyMaKHOM HocUTeNe UAKW peuenTe B
bopme 31EeKTPOHHOrO AO0KYMeHTa opOpMAAETCA Ha MMA NaumeHTa, A0 KOTOPOro npegHasHauyeH
NeKapCTBEHHbIV Npenapar.

Peuent Ha BymaskHOM HocuTene, 0bopMIEHHbI Ha peuenTypHom 6aaHke ¢opm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBepKAEHHbIX HACTOALMM NPUKA3OM, MOMKET BbITb Noay4eH
NaLNEHTOM, ero 3aKOHHbIM NPeACTAaBUTENEM UAWN IULLOM, UMEIOLWMM O0POPMIEHHYO B COOTBETCTBUM C
rpa*kAaHCKMM 3aKOHOZaTenbCcTBOM Poccuitickoit Pepepaumm [OBEPEHHOCTb OT MauMeHTa Ha MpaBo
noJlydeHmsa TaKkoro peuenTa (fanee - ynoNHOMOYEHHOE NLLD).
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MpeacTaBneHne AOBEPEHHOCTM He TpebyeTcsa B C/ydae NOMyYeHUs peuenTa Ha SIeKapCTBEHHbIN
npenapat pgas  WHKypabenbHoro 60/bHOrO Ha 3aBepLIAlOWEM 3Tane ero  XU3HU  JIMLOM,
OCYLLLECTBAAOWMM YXOZ, 33 TaKUM MHKYpabenbHbIM 60bHbIM. B TaKOM cnydae meguLLMHCKUI paboTHUK
BblAAET /UL, OCYLLECTBAAIOWEMY yX04, 338 UHKypabenbHbiM 60/IbHbIM, AOKYMEHT, MOATBEPKAAIOWMNIA
MHKypabenbHOe cocTosHMe 60/bHOrO, coAaepXKaluit ceBedeHMAa O unue, Kotopoe byaeT nonydaTb
NleKapcTBeHHble npenapatbl No peuenty (pamuana, ums, oTyectTso (mocnegHee - NpU HaAMUUK), BUA,
cepua U (MnKn) HoMep AOKYMEHTA, YAOCTOBEPAIOLWEro JMYHOCTb), 3aBEPEHHbI NOANUCbI0 U NevyaTblo
AAHHOTO MeANLMHCKOro paboTHUKA, a TaKXKe NevYaTblo MeguLMHCKOM OpraHu3aLmu.

[JOKyMeHT, noaTBepKAaloWmnii MHKypabenbHoOe cocTosiHne 60/bHOro, OCTaeTcA B anTe4yHOoW
opraHusauum.

Peuent B dopme 3NEKTPOHHOro AOKYMeHTa GOpMUPYeTCA C UCNOb30BAHUEM TOCYAAaPCTBEHHOM
nHPopmaLMoOHHON cuctemMbl B cdepe 3apaBooxpaHeHUa cybbekTa Poccuiickon ®Pegepaumm,
MeLMULNHCKON MHGOPMALMOHHOM CUCTEMbBI MEANLIMHCKON OpraHmM3aumnm <11>.

<11> Cratbu 91 u 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOAATENbLCTBA
Poccuitickont dPepepauymm, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT Bblaa4yn peuenta Ha HEKapCTBEHHbIﬁ npenapatr 3aKOHHOMY npeactasuTento  uaun
YNO/IHOMOYEHHOMY Iy d)MKCMDYETCFl B MEAMLLMHCKOﬁ AOKYMEHTAUMN NaumneHTa.

7. MeauuMHCKMm paboTHMKam 3anpelaeTtca odopMAATb pPeLenTbl NPu OTCYTCTBMM Y MaupmeHTa
MeAMLMHCKMX MOKa3aHWi; Ha He3aperncTpMpoBaHHble JIeKApCTBEHHble mpenapaTbl <12>; Ha
NNleKapCTBEHHbIe NpenapaTbl, KOTOpPble B COOTBETCTBMMU C MHCTPYKLMEN N0 MeAULMHCKOMY NPUMEHEHWIO
npeaHasHayeHbl ANS NPUMEHEHUA TONIbKO B MEAMLMHCKUX OpraHM3aLusax; Ha HapKoTUYEeCKMe cpeacTBa
M MCUXOTPOMHbIe BELLEeCTBA, BHECEHHble B cnucok |l MepeyHsa, 3apernctpupoBaHHble B KayecTse
NIeKapCTBEHHbIX NPEnapaToB, B LEesxX NPUMeHeHWs ANs 1e4eHNs HapKOMaHUM.,

<12> PeweHune CoseTa EBpasminckoit sKOHOMMYECKOM Kommuccum oT 3 Hoabpa 2016 r. N 78 "O
MpaBuaax perucTpaumm n 3SKCNepTUsbl NEKAPCTBEHHbIX CPEACTB ANA MEeOMUMHCKOro npumeHeHus"
(odmumanbHbIA caiT EBpasMiicKOro sKoHoMMYecKoro cotosa http://www.eaeunion.org/, 21 Hoabps
2016 r.). Cratba 13 depepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbCTBa Poccuiickoin
depepauum, 2010, N 16, ct. 1815; 2020, N 14, cT1. 2028).

NHOouBMAOyanbHbIM  NpeanpuHUMaTEeNnsaM, OCYLWECTBAAIWUM  MeAULUUHCKYI0 AeATe/IbHOCTb,
AONONHUTENbHO K TpeboBaHMAM, yKasaHHbIM B ab3ale MepBOM HACTOALLEro MyHKTA, 3anpeliaercs
obopmnATL peuenTbl HA HAPKOTUYECKME CPeaCcTBa M NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CMUCKM || 1
Il NepeyHs (panee - HapKOTUYECKME M MCUXOTPOMHbIE NEKAapCTBEHHble npenapatbl crnvckos I u I
MepeyHs).

8. MNpK Ha3HaYeHUW HAPKOTUYECKUX U MNCUXOTPOMHbLIX NEeKAPCTBEHHbIX npenapaToB cnmcka |l
MepeyHna, 32 MCKAIOYEHMEM NIeKapCTBEHHbIX NPenapaToB B BUAE TPaHCAEPMabHbIX TepaneBTUYeCKnX
CUCTEM U JIEKApCTBEHHbIX MNpenapaToB, COAEpPKaluUX HapKOTUYeCKoe CpeacTBO B COYETaHUUM C
QHTAroOHMCTOM OMWOWUAHbLIX PEeLEenTopoB, PeLenTbl Ha OymarkHOM HocuTesne oPOopPMAAIOTCA Ha
peuenTtypHom 6naHke popmbl N 107/y-HI.

9. PeuenTypHbiit 61aHK popmbl N 148-1/y-88 odopmaserca npu HasHaYEHUU:

1) HapKOTUYECKMX W MCUMXOTPOMHbIX NEKAPCTBEHHbIX MpenapaTtoB cnucka Il MepeyHa B BuAe
TPaHCAEPMA/bHbIX TePaneBTUYECKMX CUCTEM, HAPKOTUYECKMX /NIeKapCTBEHHbIX NpenapaToB cnucka
MepeyHAa, coAepsKalyx HaApPKOTMYECKOoe CPeacTBO B COYETAaHMM C  aHTAarOHUMCTOM  OMMOMAHbIX
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peLenTopoB, NCUXOTPOMHbIX IeKapCTBEHHbIX NpenapaTtos cnucka Il Nepeyns;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAPaToB, COAEPMKALLUX:

a) KogewH unu ero conu (B NepecyeTe Ha YNCTOE BELLECTBO) B Koanyectse A0 20 Mr BK/IOUYUTE/IbHO
(Ha 1 po3y TBepaoIt NekapcTBeHHOM dopmbl) MAK B KoamyecTse o 200 mr BKAOUYMTENbHO (Ha 100 mn
unm 100 r XKuaKom nekapcTBeHHoM Gopmbl AN BHYTPEHHETO NPUMEHEHMUA);

6) ncesgosadenpuHa rMapoxsopua B Koauvectse, npesbiwatowem 30 mr, 1 o 60 mr
BK/IOUMTENBHO (Ha 1 403y TBEPA0i IeKapCcTBEHHOMN Gpopmbl);

B) ncesgoadenpuHa rMapoxsopug B KoaudectBe, npesbiwatowem 30 mr, 1 go 60 mr
BK/IIOYMTE/ILHO B COYETAHUU C AEKCTPOMETOPPaHOM rMApobpOMULOM B KOIMYECTBe, Npesbiliatouem 10
mr, n 8o 30 Mr BKoUMTENbHO (Ha 1 403y TBepAoi NIeKapCTBEHHOW GOpPMbI);

r) pekctpometopdaHa rugpobpomua B Konmyectse go 200 mr BKAOUMTENbHO (Ha 100 ma uaum 100
I }KMOKOWN NEeKapCTBEHHOMN GOPMbI A/151 BHYTPEHHETO NPUMEHEHUA);

4) adeapuHa ruapoxnopug B Koamdectse, npesbiwatowem 100 mr, u 4o 300 Mr BKIOYUTENBHO (Ha
100 mn unm 100 r KUAKOWM NeKapCTBEHHOW GopMbl ANA BHYTPEHHETO NPUMEHEHUSA);

e) adenpvHa rmugpoxnopua B KosauyectBe g0 50 mr BKaouuTenbHo (Ha 1 posy TBepaow
NeKapCcTBEHHOW popMbl);

X) ¢deHunnponaHonaMMH B KosiMyectBe A0 75 Mr BKAuMTenbHo (Ha 1 p[o3y TBepaow
nekapcteeHHon popmbl) uan go 300 mr BrAtounTeNbHO (Ha 100 mn nam 100 r KUAKOM NeKapCTBEHHOM
bopMbl A9 BHYTPEHHETO NPUMEHEHUS);

3) deHobapbuTan B KoAnuyecTBe A0 15 Mr BKAOUYMTENIbHO B COYETAHUM C KOAEWHOM (MM ero
CO/IAMM) HE3AaBUCUMO OT KoainyecTBa (Ha 1 403y TBepaoi NeKapCTBEHHOM dopMbl);

n) ¢deHobapbutan B KosmnyectBe A0 20 Mr BKAKOYUTENbHO B COYETaHUM C 3deapUHOM
rMAPOXN0PULOM HE3ABMCMMO OT KoAnyecTBa (Ha 1 03y TBepAOW eKapcTBEHHOW popMbl);

K) xNlopgmMasenokena B Koanyectse, npesbiwatowem 10 mr, n 4o 20 mr BKAoUMTENbHO (Ha 1 fo3y
TBEPAOW NIeKapCTBEHHOM popMbl);

3) NeKapCTBEHHbIX NPEenapaToB WUHAMBWUAYANbHOIO M3roTOBAEHWSA, COAEPKALLMX HAPKOTUYECKoe
CpencTBo MM NCUXOTPONHOE BelecTBO cnucka Il MepeyHsa, n gpyrme dpapmakonornyeckme akTMBHble
BellecTBa B [J03e, He MNpeBblWaloWwen BbICWYK pPas3osByld [A03y, M NpU YCAO0BUW, 4YTO 3ITOT
KOMOWHWPOBAHHbIN NIEKAPCTBEHHbIN Mpenapat He ABASETCS HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapCTBEHHbIM nNpenapaTtom cnucka Il MepeyHs;

4) NneKapCTBEHHbIX MNPenapaToB, BKAKOYEHHbIX B MepeyeHb JIEKAPCTBEHHbIX CPeAcTB AnA
MEAMLMHCKOrO NPUMEHEHMs, NoAfeKalwmx NpeaMeTHO-KOAMYeCcTBEHHOMY  yyeTy (panee -
NeKapCTBEHHbIEe NpenapaThl, BKAOYEHHble B nepeyeHb MKY) <13>.

<13> NoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHua MpaButenbcTBa Poccuitickoit degepaumnm ot
19.06.2012 N 608 "O6 yTBepxaeHUM MonoxeHns o MUHUCTEPCTBE 34paBOOXpaHeHUs Poccuickol
depepauun" (ganee - NonoxeHue o MuHuctepctee) (CobpaHue 3aKkoHogaTenbcTBa Poccuiickon
depepauum, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. PeuenTypHbIit 6naHK popmbl N 148-1/y-04(n) odopmnseTtca npu HasHauYEHUU NEKAPCTBEHHbIX
npenapaToB rpaxkaaHam, MMeoWwmMM NpaBo Ha 6ecnaaTHoe NoayYeHne NeKapPCTBEHHbIX NPENapaTos MK
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nosly4eHme NeKapCTBEHHbIX NPEnapaToB CO CKUAKOM.
11. PeuenTypHbIit 61aHK dopmbl N 107-1/y opopmasetca npu HasHaYeHUu:
1) nekapcTBEHHbIX NPEenapaToB, He YKa3aHHbIX B MyHKTax 8, 9 HacToAwero MNopsaaka;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENAapPaToB, COAEPMKALLUX:

a) aprotamMmHa rMAPOTapTPaT B KosuuyecTBe A0 5 mr BKAouuTesnbHO (Ha 1 [o3y TBepnoW
NleKapCTBEHHOW GOpMbl);

6) abeapuHa ruapoxnopua B Konndectse A0 100 mr BkAoUMTENbHO (Ha 100 ma uam 100 r skuakom
NleKapCTBEHHOW GOpPMbI A/1A BHYTPEHHETO NPUMEHEHMUSA);

B) nceBpoadenpuHa rmapoxsopus B Konndectse, He npesbiwatowem 30 mr (Ha 1 fo3y Teepaon
NIeKapcTBEHHOMN GopMbl);

r) ncespoadenpuHa rMapoxaopua B Koaudyectse, He npesbiwatowem 30 Mr, B COYETaHMU C
AekctpometopdaHoM rnapodbpomuaom B KonnyecTse, npesbiwatowem 10 mr, u 40 30 Mr BKAHOYUTENBHO
(Ha 1 po3y TBEpPAOM NEKAPCTBEHHOM hOpMbl);

A) hekctpomeTopdaHa ruapobpomma B KoauyecTse, npesblwatowem 10 mr, u go 30 mr
BK/IOYNTENbHO (Ha 1 4,03y TBEPAON NeKapcTBEHHOM GpopMbl);

e) deHobapbuTan B KonuyecTse, npesbiwatowem 20 mr, n go 50 mr BkaouuTenbHo (Ha 1 gosy
TBEPAOM NIeKapCcTBEHHOM popMbl);

X) ¢eHobapbutan B KoAmuvectBe A0 20 Mr BKAOYMTENIBHO B COYETAaHWM C IProTaMUHOM
rMAPOTapPTPaTOM HE3ABMCMMO OT KoanyecTsa (Ha 1 03y TBepAol iekapcTBeHHOM dopmbl);

3) xN0pAnasenoKkecug, B Koimyectee 8o 10 mr BKAHOUMTENbHO (Ha 1 f03y TBEpAON IeKapCTBEHHOWM
dopmbl).

12. |_|pl/1 Ha3Ha4YeHWN NeKapCTBEHHOIO nNpenapata MHOUBMUAYA/IbHOIo U3roTtoBZ1IEHNA B peLenTe Ha
6yMa)KHOM HOocuTene wu (MHM) peuente B d)OpME 9/1IEKTPOHHOIO AOKYMEHTa HauMMeHOBaHWUA
NEeKapCTBEHHbIX CpencTs (BeLLI,eCTB), BK/IIOYEHHbIX B NepeyvyeHb MKy, YKa3blBalOTCA B Ha4dasie peuenta,
3aTeM - BCe OCTa/ibHblE UHIPEONEHTDI.

13. Mpw HasHaYeHUM NeKApPCTBEHHOro npenapaTa B peuente Ha BymaxkHom HocuTene u (Mam)
peuente B popme 31EKTPOHHOIO AOKYMEHTa 3anpeLiaeTcA MNpeBbiWaTb KOIMYECTBO HAPKOTUYECKUX
CPeACTB WM MCUMXOTPOMHbIX BELLECTB, KOTOPOe MOMKeT ObiTb BbIMMCAHO B OAHOM peuenTe,
yctaHoBneHHoe npunoxeHnem N 1 K Hactoawemy MMopAaaKy, 3a UCKAKOYEHMEM Cy4vaeB, YKa3aHHbIX B
nyHKTax 15 n 24 HactoAwero MNopagka.

14. MNpw Ha3HaYeHUWN NEeKaPCTBEHHbIX NPENapaToB, BKAOYEHHbIX B NepedyeHb MKY, no3a KoTopbIx
NpesblWaeT BbICIIMIA OAHOKPATHbIA MNpUEeM, MeOMUMHCKMIA paboTHMK o0603Ha4yaeT p[03y 3TOro
NeKapCTBEHHOro npenapata B peuenTe Ha 6yma)KHOM HoOCUTesne MPOMNUCbI0 C MpOCTaBAeHMEM
BOCK/MLATENbHOMO 3HaKa M (M/M) NPOCTaBAAET BOCKAMLATENbHbIN 3HAK Npu opopmMaeHUN pelenTa B
bopme 3/1eKTPOHHOrO AOKYMEHTa.

15. Konnyectso Ha3HayYeHHbIX IeKapCTBEHHbIX NPenapaToB, BKAOYEHHbIX B nepeyeHb MKY, npu
OKa3aHMW MauMeHTaM, HYXOAWMMCA B O/IMTENIbHOM J1e4eHUU, NepPBUYHON MeaMKO-CaHUTAPHOWM
NMOMOLLM U MANNMATUBHOW MELMLMHCKOW MOMOLLM MOMKET OblTb YBEJANYEHO C YY4ETOM KAMHUYECKUX
pekomeHZaunin He 6osee Yyem B 2 pas3a MO CPABHEHWUIO C KOJIMYECTBOM HAPKOTMYECKUX CPencTB MM
NMCUXOTPOMHbIX BELLECTB, KOTOPOe MOeT ObiTb BbIMMCAHO B OAHOM peulenTe, YCTaHOBAEHHbIM
npunoxeHmem N 1 K HacToAawemy MopagKy.



B cnyyasx, npenycMoTpeHHbIX ab3auem nepBbiM HAaCTOALLErO MYHKTA, HA peuenTax Ha BymaxHoMm
HOocuTene npouseoamTca Hagnuch "lMo cneunanbHOMY HasHavyeHM0", OTAENbHO 3aBEpPEHHAsA NOANUCHIO
MeANUMHCKOro paboTHUKa M neyaTbio MeAUUMHCKOM opraHusauum "[na peuentos", Ha peuenTtax B
dbopme 3MEeKTPOHHOrO [OKYMEHTa MPOM3BOAUTCA OTMeTKa 'lo cneuuanbHOMY HasHavyeHuo" ¢
NPOCTaBAEHNEM YCUNEHHOW KBAaIMPUUMPOBAHHOM SNEKTPOHHOMN NOANUCUM MeANLMHCKOrO paboTHMKa.

16. CoctaB /IeKapCTBEHHOrO NpenapaTta, JIeKapcTBeHHana ¢opma U obpalleHne MeaAnLUHCKOro
paboTHMKA K papmaLeBTUYECKOMY PabOTHUKY 06 OTMNyCKe JIEKapCTBEHHOrO MnpenapaTta Ha bymaxKHom
HocuTesle 0POPMAAIOTCA Ha NATUHCKOM MM PYCCKOM A3blKEe B POAUTE/IbHOM NafexKe, 38 UCK/IIoYEHNEM
odopmneHuns peuentos B GOpmMe 3/1EKTPOHHOIO AOKYMEHTA, OCYLLECTBAAEMOrO Ha PYCCKOM A3bIKE.

Mpu odopmneHnn peuenTypHbiX 6/AHKOB  [OMYCKAETCA  WCMOJ/Ib30BaHME  COKPALLEHUI
(npunoskeHune N 2 K HacToAwemy MNopsaaky).

MpYM Ha3HauyeHWW NEeKapCTBEHHOro npenapaTa He [AOMYCKAETCA COKpalleHWMe HauMeHOBaHWi
WUHIPEeAMEHTOB, COCTaBAAIOWMX JIEKAPCTBEHHbIM npenapaTt, He MNO3BOAAIOWMX YCTaHOBUTb, KaKoM
MMEHHO /IeKapCTBEHHbIN NpenapaT Ha3HayeH.

17. Cnocob npumeHeHUs NeKapcTBeHHOro npenapaTa ob603HavyaeTcs ¢ yKasaHMEM NyTU BBeAEHMUS,
[03bl, YacCTOTbl, BPpEMEHU MNpuema OTHOCUTENbHO CHa (YTPOM, Ha HO4Yb) U ero AJUTeNbHOCTM, a ANA
NIeKapCTBEHHbIX NpenapaToB, B3aMMOAEWUCTBYIOWMX C NULER, - BPemMeHW Uux ynoTpebneHus
OTHOCUTENbHO Npuema Nuwy (40 eabl, BO Bpems efbl, Nocae eapl).

18. Mpyu HEObXOAMMOCTU HEMEANEHHOTO AN CPOYHOrO (B TeyeHMe AByX pabounx AHel) oTnycKa
NleKapCTBEHHOro npenapaTta nauMeHTy B BepxHeld 4acTM peuenta Ha OGymaxHOM HocuTene
npocrtasasatoTcs ob6o3HayeHus "cito" (cpoyHo) unm "statim" (HemeaneHHo). AHanorMyHble 06o3HaveHus
NPOCTaBAAOTCA B BUAE OTMETOK Npu opopmneHnn peuenta B Gopme 31eKTPOHHOTO JOKYMEHTa.

19. Npn opopmeHNN HazHaUYEeHUA FOTOBOIO JIEKAPCTBEHHOTO NpenapaTta B peuenTe Ha ByMarkHOM
HocuTene uan peuente B Gopme 3/1EKTPOHHOrO LOKYMEHTa KOAMYEeCcTBO AeNCTBYHOLWMX BELECTB
YKa3blBAaeTCA B COOTBETCTBMM C MHCTPYKUMEN MO MEeAULMHCKOMY MPUMEHEHUIO JIeKapCTBEHHOIO
npenapata. JonycTMMO yKasblBaTb 403MPOBKY NEKAPCTBEHHbIX NPEnapaToB CUCTEMHOIO AelcTBua (ans
pe3opbTUBHOroO NpMema) B TBepAbIX 1IEKAPCTBEHHbIX popmMax (Hanpumep, TabNeTKK, MOPOLLKK, Kancybl)
KaK cogepykaHuMe OAHOro UM HECKONIbKMX AeNCTBYHLWMX BELWeCcTB B eAMHMLAX Maccbl (B rpammax,
Mmuaanrpammax). JonycTtMmo yKasbiBaTb 403MPOBKY JIEKAPCTBEHHbIX NpenapaToB CUCTEMHOIO AeicTBUA
(&ns pe3opbTMBHOrO NPUMEHEHMA) B KUAKUX NEKAPCTBEHHbIX Gopmax (Hanpumep, pPacTBOPSI,
CYyCneH3Mmn) KaK CoAEpP’KaHUe OA4HOMO UM HECKONbKUX AEWCTBYIOWMNX BELWECTB B eAMHMLAX MacCbl Ha
eanHUULy obbema (Hanpumep, MUATUIPaMM/MUANUANUTP) C YKasaHMem obLwero ob6bema NeKapCTBEHHOM

dopmbl.

Mpu odopmneHnn HasHaYeHUA NEeKAPCTBEHHOrO Npenapata MHAMBUAYANLHOTO M3rOTOBNAEHUA B
peuente Ha Oyma)KHOM HocuTene uAn peuente B Gopme 3NEKTPOHHOrO LOKYMEHTA KOAMYECTBO
TBEPAbIX U Cbinyumx dapmaLeBTUYECKMX cybcTaHUMI yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), *Kuakux -
B MUANIMANTPAX, TPAMMaXx U Kannaax.

20. PeuenTtbl Ha BymaxkHom HocuTene, B GOpMe 3N1EeKTPOHHOIro AOKYMeHTa, 0opOpM/IEHHbIE HA
peuentypHom 6naHke ¢opmbl N 148-1/y-88 M npeAHasHayYeHHble ANA OTNYCKA JIeKapCTBEHHbIX
npenapaTos, NPeAyCMOTPEHHbIX NoAnyHKTamu 1 - 3 nyHKTa 9 HacTtoAawero MNopaaka, AeNCTBUTENbHbI B
TeyeHue 15 gHen co AHA opopmneHus.

21. PeuenTtbl Ha BymaxkHOm HocuTese, B GOpMe 3N1EeKTPOHHOIro AOKYMeHTa, opopM/IEHHbIE HA
peuentypHom 6naHke dopmbl N 148-1/y-04(n) u npegHasHayeHHble ANA OTMYCKa J/IeKapCTBEHHbIX
npenapaToB rpa*kAaHam, yKasaHHbIM B NyHKTe 10 HacToAwero MopAaaka, AeicteutenbHbl B TeyeHue 30
OHel co gHA odopmMaeHMA, 3@ UCKAKOYEHMEM cnyvyaeB OQOPMNEHMA peLenTa B COOTBETCTBUMU C
nyHKTamu 38 1 39 Hactosawero MNopAaaka, Npu KOTOPbIX OH AeNCcTBUTENEeH B TedeHne 15 aHen co gHA



odopmneHus.

22. PeuenTtbl Ha bymarkKHOM HocuTene, B popme 3/IEKTPOHHOrO AOKYMeHTa, 0hOPM/EHHbIE Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) u npegHasHayeHHble A1A OTNYCKa JIeKapCTBEHHbIX
npenapaTtoB rpaxgaHam, AOCTUTLMM MNEHCMOHHOro BO3pacTa, MHBAAMAAM MEPBOW TPYNMbl, AETAM-
WHBANIMAAM, a TaKXKe rpaxgaHam, CTPafalowMm XPOHUYECKMMU 3aboneBaHusmu, Tpebyrowmmu
OJMTENbHOTO KYpPCOBOrO J/ieYeHus, AencTBuTenpHbl B TedyeHue 90 pgHelh co AHA odopmieHus, 3a
UCKNIOYEHUEM C/lydaeB, YKasaHHbIX B nNyHKTax 38 u 39 Hactoawero llopagka, nNpu KOTOPbIX OH
aencrteuteneH B TedeHune 15 aHen co gHA odopmneHus.

Ona neyeHns XpPoOHMYECKMX 3a60neBaHUIM YKa3aHHbIM KaTeropuMam rpakgaH JIeKapCTBEHHble
npenapaTtbl ¢ 0bopMAEHNEM PeLLENnTOB Ha BymaxKHOM HocuTene UAn peuenTos B Gopme 31eKTPOHHOrO
OOKYMEHTa MOryT Ha3Ha4aTbCA Ha Kypc nedeHus go 180 gHeln.

23. PeuenTtbl Ha BymaxkHOM HocuTene, B GOpmMe 31EeKTPOHHOro AOKYMeHTa, 0opOpMIEHHblE Ha
peuenTtypHom 6aaHke popmbl N 107-1/y 1 npegHasHaveHHble A1A OTNYCKa eKapCTBEHHbIX MPenapaTos,
npeaycMoTpeHHbIX NyHKTom 11 Hactosawero MNopAagKka, AelCTBUTENbHbI B TeyeHue 60 gHel co AHS
odopmneHus.

Mpn HasHayeHMW TOTOBbIX JIEKAPCTBEHHbIX MpenapaToB W JIEKAPCTBEHHbIX MNpenapaTos
WHAMBUAYANBHOMO M3roTOBAEHUA NaLMeHTam ¢ 3aboneBaHUAMM, TPebYOWUMN ANUTENBHOFO KYPCOBOTO
neyenus, ¢ odopmneHvem Ha peuentypHom 6naHke ¢opmbl N 107-1/y peuenta Ha BymaskHOM
HocuTene MAn B Gopme 3N1EKTPOHHOTO AOKYMEHTA YCTaHAB/AMBAETCA CPOK [AeWCTBUA peuenTta B
npegenax 4o O4HOro roga.

B cnyyae ycTaHOB/NeHMA CpPOKa AeicTBMA peuenta B npegenax A0 O4HOro roga B peuenTe
npoussoauTca Hagnuck: "Mo cneumanbHOMy HasHayeHUo", o6o3HaYaeTca CPOK AeNCTBMA peuenTa m
NepuoANYHOCTb OTNYCKa IeKapCTBEHHbIX MpenapaTos U3 anTe4yHOo opraHu3aLmMm AN MHANBUAYaNbHbIM
npeanpuHUMaTenemM, UMeLWMM NNLEH3MIO Ha GapMaLeBTUYECKYIO AeATebHOCTb <14> (eKeHeaenbHo,
e¥XemMecsAYHO U MHble nepuoabl). [JoNoNHUTENbHO 3TO YKasaHue 3aBepsAeTcA NOANUCbI0O MeANLNHCKOTO
paboTHMKa, a TaKKe nevyaTblo MeauLMHCKON opraHmsauum "Ons peuentos"” (gns peuenTta Ha GymaxkHom
HoCUTENe) NAU YCUNEHHOM KBanNGULMPOBAHHON 31EKTPOHHOW NOANNCHI0 MeANLMHCKOro paboTHMKa U
Mua, yNosIHOMOYEHHOro 3aBepATb AOKYMEHTbI OT MMEHU MeANUMHCKON opraHmM3aummn (ana peuenTta B
bopMme 3/1eKTPOHHOro AOKYMEHTa).

<14> MyHKT 47 vactn 1 ctatbm 12 depepanbHoOro 3akoHa oT 4 mas 2011 r. N 99-#3 "O
JIMLLEH3MPOBAHUM OTAENbHbIX BUAOB AesTenbHocTH" (aanee - eaepanbHbiii 3akoH N 99-93) (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®epepaumm, 2011, N 19, ct. 2716; 2021, N 27, c1. 5177).

24. PeuenTtbl Ha JfleKapcTBEHHble Mpenapatbl, BK/AlOYeHHble B nepedveHb [MKY, ans nedyeHus
NauneHTOB C XPOHMYECKMMM 3a601eBaHNAMM MOTYT 0POPMAATLCA Ha Kypc AedeHns Ao 60 aHeil.

B cnyyae, Korga Kypc neyeHus coctasnser 6onee 30 gHel, AONOAHUTENbHO B peuenTax Ha
6yMa)KHOM HocuTene npousBoguTca Hagnucb 'Mo  cneumanbHOMy HasHauveHMIo", 3aBepeHHas
NOAMUCbI0 MEAMUMHCKOTO PaboTHMKA M nevyaTbld MeAMUMHCKON opraHusauumn "[na peuentos", Ha
peuenTax B GopmMe 3N1EKTPOHHOIO A0KYMEHTa NPON3BOAMTCA oTMETKa "lMo cneunanbHOMY HasHaYeHuo"
C NPOCTaB/AEHUEM YCUAEHHON KBaANPULMPOBAHHOMN INEKTPOHHON NOANUCU MEeSULMHCKOro paboTHMKa
W INUA, YNOSTHOMOYEHHOTO 3aBEPATL AOKYMEHTbI OT UMEHW MEAULMHCKOM OpraH13aummn.

25. Peuent Ha 6ymaxHOm HocuTene B GOpMe 3/EKTPOHHOro AOKYMeHTa, ODOPMAEHHbIN C
HapyLlleHMeM YCTaHOB/IEHHbIX HACTOALWMM [NopagKkom TpeboBaHMIA, CYMTAETCA HEAENCTBUTEIbHBIM.

1l. HasHaueHMe nekapCcTBEHHbIX NpenapaToB NPU OKasaHun
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Me,qVIU,VIHCKOFI nomoLuim B CTaUMOHAPHbDbIX YCNIOBUAX

26. MNpu OKasaHMM NAUMEHTY MEeAMUMHCKON MOMOLLM B CTALMOHAPHbLIX YCNOBUAX HA3HaYeHue
JIEKapCTBEHHbIX MpenapatoB npoussoauTcs 6e3 odopmneHua peuenta MeauUUMHCKMM pPabOTHUKOM
€AVHO/INYHO, 32 UCKIDYEHNEM CyYaeB, YKa3aHHbIX B NyHKTe 27 HacToAwero MopAaaka.

27. CornacoBaHume Ha3HaYeHMA JIEKAPCTBEHHbIX MPEenapaToB C 3aBeayloWum oTAaeNeHUnem mnu
OTBETCTBEHHbIM AEXYPHbIM BPaYOM MO0 APYIMM NLOM, YNONHOMOYEHHbIM MPUKA30M F1aBHOrO Bpaya
MEOMULUMHCKOM OpraHM3auuu, a TaKKe, NpuM HaNM4MKU, C BPAYOM - KAMHUYECKMM ¢apmaKosIorom
HeobXxo4MMO B CIyYanX:

1) o4HOBPEMEHHOMO Ha3Ha4YeHMA NATU U Bosiee NeKapCTBEHHbIX MPenapaTos OAHOMY NaLUeHTy;

2) Ha3HaYyeHUA NIeKapCTBEHHbIX NPenapaToB, He BXOAAWMX B NepedyeHb KU3HEHHO He0bX04MMbIX
W Ba*KHEMLLMX NIeKapCTBEHHbIX NpenapaTtoB <15>, Npu HETUNMYHOM TedeHun 3abosieBaHUA, HaAUUYUK
OC/IOXKHEHUI OCHOBHOro 3aboneBaHuMs U (MAM) CONMyTCTBYHOLWMX 3abonesBaHWil, NPU Ha3HAYEHUU
JIeKapCTBEHHbIX MNpenapaToB, 0COBEHHOCTM B3aMMOAEWCTBMA U COBMECTMMOCTM KOTOPbIX COMacHO
WMHCTPYKUMAM MO WUX MPUMEHEHUIO MPUBOAAT K CHUXKEHUIO 3bdeKTMBHOCTM M 6e3onacHoCTU
dapmakoTepanuu u (Maum) co3gatoT NOTEHLMANbHYIO ONACHOCTb 414 XU3HM U 340P0BbA NaLUeHTa.

<15> Yactm 1 cratbm 60 PepepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHOZATENbCTBA
Poccuitickont depepauymm, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbIX Cay4aAaX Ha3Ha4YeHWUe NeKapCTBEHHbIX Npenapartos q)MKCMpyeTCﬂ B MeAVILI,VIHCKOl\/‘i
AOKYMEHTaUMMN MNaunueHTa W 3aBepAeTcA noannmcbko MeauuMnHCKOro pa60THVIKa 1M 3aBeayrouwero
oTaeneHnem (OTBGTCTBEHHOI’O AEXYPHOro Bpaya nam 4pyroro ynoJlHomo4eHHoro nmu,a).

28. MeAUUMHCKUIA paboTHUK MeAMUMHCKOW opraHMsauMu (ee CTPYKTYPHOro noapasgaeneHuns),
PacnosioXXeHHON B CE/MIbCKOM Hace/NleHHOM MyHKTe, OCYLLeCTBAAEeT Ha3HayeHue JIeKapCTBEHHbIX
npenapaTtoB B C/ly4asX, YKasaHHbIX B NyHKTax 27 1 29 HacTtoAwero MNopaaka, e4MHOANYHO.

29. Mo pelleHNio BpayebHOM KOMUCCUKN MauMeHTam NpPU OKasaHUM UM MeANUUHCKON MoMOoLM B
CTaUMOHapHbIX YCNOBUAX Ha3Ha4YaloTCA JIeKapcTBeHHble npenapaTtbl, He BK/OYEHHble B NepeyeHb
¥U3HEHHO HeobXoAMMbIX M BaKHEWWMUX NeKapCcTBEHHbIX NpenapaTos, B C/lyd4ae WX 3aMeHbl M3-3a
UHAMBUAYANbHOW HENepeHOCMMOCTU, NO KMU3HEHHbIM NOKa3aHUAM.

PeweHne BpauyebHON KomuccUU OUKCUMPYETCA B MEOMULMHCKOM AOKYMEHTAUMWM MauMeHTa U
}KypHane BpayebHo Komuccum.

30. B Ccnyyvyaax O6CﬂeAOBaHMﬂ N nevyeHunAa rpaxgaHmMHa B CTAUMNOHAPHbLIX YCNOBUAX B pPaMKax
npegocrasneHna MeguunHCKMUX yCcayr Ha BO3ME3AHOVI OCHOBE 3a CYEeT JInYHbIX CPpeacTB rpaxXaaH,
cpeacts wpnanyecknx naumy U UHbIX CPpeacrts Ha OCHOBaHMKM A0rosopa, B TOM 4Yucne A0rosopa
AO6pOBOI’IbHOI’O MegNUNHCKOro CTpaxoBaHUA <16>, emMmy MoryT 6bITb Ha3HaYeHbI NNEKapCTBEHHDbIE
npenapartbl, He BXxogAwwne B nepedyeHb XU3HEHHO HeO6XOAVIMbIX MU BaXKHeMLWwmx NNEKapPCTBEHHDbIX
npenapartos, eC/I X Ha3Ha4YeHne n NnpumeHeHue O6YCJ'IOB}'IEHO MegnunHCKMMUN NOKa3aHNAMM.

<16> MNocTtaHoBneHue Mpasutenbcrea Poccuiickot Pegepaunn ot 4 okTabpa 2012 r. N 1006 "06
yTBepKaeHun Mpasua npeaoctaBieHns MeaUUMHCKMMU OPraHU3aLMAMM NAATHbIX MeANUNHCKUX yeayr"
(CobpaHue 3akoHogaTenbcTBa Poccuinckont depepaumm, 2012, N 41, cT. 5628).

1ll. HasHayeHMe nekapCcTBEHHbIX NpenapaTos NP OKasaHUU
NepBUYHO MeANKO-CAaHUTAPHOM NOMOLUU, CKOPO MeAULMHCKOMK
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nomowm n nannnaTMBHOM MeAMLI,MHCKOﬁ nomoum

31. MNpK OKasaHMKU MNEPBUYHON MeAMKO-CaHUTAPHON MOMOLLM W MNANINATUBHON MeAULIMHCKON
nomowy B ambynaTopHbIX YCAOBUAX HA3HaYeHMEe JIEKAPCTBEHHbIX MpPenapaTtoB OCYLLEeCTBASETCA
MeANLMHCKMM PabOTHMKOM B C/Ty4asX TUMUYHOTO Te4eHMA 3aboeBaHMA NauMeHTa UCXOAS U3 TAXKECTU U
XapakTepa 3aboneBaHus.

32. HasHa4yeHue /IeKapCTBEHHbIX NpenapaToB Mo PeLleHuto BpavyebHoM KOMUCCUM NMPU OKas3aHUK
NepBUYHON MELMKO-CAaHUTAPHOW MOMOLLM, NANMATUBHOW MELMLMHCKON MOMOLUM B amMbOyNaToOpPHbIX
YC/IOBUAIX NPOU3BOAMUTCA B CAyYanX:

1) ogHOBPEMEHHOrO Ha3HaYeHUA OAHOMY NaUMEHTY NATU U 6onee NeKapCTBEHHbIX NPenapaTos B
TeYeHne OAHNX CYTOK UM CBbllLe AecATM HaMMEHOBaHMIA B TeYeHNe TPNALATH AHEN;

2) Ha3HaYeHMA NeKapPCTBEHHbIX MPENapaToB MPU HETUMUYHOM TedeHUW 3aboneBaHusA, HaMuyum
OC/IOXKHEHUI OCHOBHOro 3abosieBaHUs U (MIM) COMYTCTBYIOWMX 3aboneBaHWiA, NPU Ha3HAYEeHUM
JIeKapCTBEHHbIX NpenapaToB, 0COBEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COr/acHO
WMHCTPYKLUMAM MO MX MPUMEHEHUIO NPUBOAAT K CHUMKEHUIO 3PPEKTMBHOCTM U 6e30MacHOCTU NedyeHus
nauyeHTa v (M) co3atoT NOTEHLMANbHYIO ONACHOCTb A1S }KU3HW U 340P0BbA NauUeHTa;

3) nNepBMYHOro Ha3HAYEHMA MAUMEHTY HAPKOTUMYECKMX U  TMCUXOTPOMHBIX JIeKAaPCTBEHHbIX
npenapatos cnunckos Il u lll MepeyHs (B cnyyae NPUHATUS pyKOBOAMTENEM MeAMULMHCKON OpraHu3aumnm
pelleHua 0 HeobX0AMMOCTM COrNacoBaHMA Ha3HAYEHUA TAKUX JIEKAPCTBEHHbIX NPenapaTos ¢ BpayebHom
Komuccuen).

33. MNoBTOpPHOE Ha3Ha4YeHWEe HAPKOTUYECKUX M MNCUXOTPOMHbIX JIEKAPCTBEHHbLIX MNpPenapartos
cnuckos Il u Il NepeyHa nponsBoaUTCA MeULUHCKMM PabOTHUKOM CaMOCTOATE/IbHO UAU €ANHONNYHO
6e3 yyacTus BpauyebHOM KOMMUCCUM NaLMEHTaAM C BbipaxKeHHbIM 60/1eBbIM CUHAPOMOM NHO6Oro reHesa,
HapyWeHMeM CHa, CYOOPOXNHbIMW  COCTOAHMAMMW, TPEBOXNHbIMW  paccTpoicTBamu, ¢obusmuy,
NCUXOMOTOPHbIM BO3bYXKAEHMEM.

34. MNpu OKasaHWN CKOPOM MeAMLMHCKON MOMOLLM NeKapcTBeHHble npenapaTbl HasHavatoTcA
MeANUMHCKMM paboTHUMKOM Bble3aHOW 6puragbl CKOPOW MOMOLWM, MeAUUMHCKUM PaboTHUKOM
MeANLUMHCKON OpraHM3aumMmM Npu OKasaHWUM MeAMLMHCKOM NOMOLUM rpaxgaHam npu 3aboneBaHUsX,
HECYaCTHbIX CAy4YasX, TpaBmax, OTPaBAEHUAX U APYITUX COCTOAHUAX, TPebyloWwmnx CPOYHOro
MeANLMHCKOro BMellaTeNbCTBa.

IV. HasHaueHMe neKapcTBEHHbIX NPEenapaTos rpaXkaaHam,
MMeIoLWMM NPaBo Ha 6ecnsiaTHoe NoayyeHUe IeKapPCTBEHHbIX
NpPenapaToB UK NoJlyYeHUe 1eKapCTBEHHbIX NpenapaTos
CO CKUAKOM, NPpU OKa3aHMM NepPBUYHON
MeAUKO-CaHUTAPHOWU NOMOLLU

35. Mpu OKasaHMM MEepPBUYHON MEAMKO-CAaHUTAPHOW MOMOLUM HaA3HAYeHUe MegULMHCKUM
PabOTHMKOM Ha OCHOBE KAMHWYECKMX PEKOMEHAAUMA M C YYEeTOM CTaHAAPTOB MeAMLMHCKON NOMOLLM
<17> neKapcCTBeHHbIX NpenapaTos, OTNyCKaeMblx 6ecnaaTHO WAM CO CKMAKOM, rparKaaHam, MMeroLWwmm
npaBo Ha obecneyeHWe NeKapcTBEHHbIMM MpenapaTtaMy 3a CYeT CPeacTB BAMKEeTHbIX acCMrHOBaHWIA
denepanbHoro 6loaxketa M 6loaxKeToB CybbekToB Poccuiickolt depepaunn, OCyLLeCTBAAETCA Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> CraTtba 37 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaTenbCTBa Poccuiickol
depepauum, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).
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Mpu odopmneHnn peuenta Ha 6naHke ¢opmbl N 148-1/y-04(n) Ha 6ymaxkHom HocuTene
obopmNATCA ABa 3K3eMNAsApa, OAMH M3 KOTOPbIX OCTAEeTCA B aNTEYHOW OpraHusauuun, BTOPOM - B
MeAMULNHCKOM AOKYMEHTAUMKN NaLMeHTa.

36. MNpaBo Ha3HayaTb JIEKAPCTBEHHbIE NpenapaTbl rpaxaaHam, MMeLWMM NpaBo Ha becnaaTHoe
noslyYyeHMe NIeKapPCTBEHHbIX MPENapaToB WM MOJYyYEHUE NEeKaPCTBEHHbIX MNPEnapaToB CO CKUAKOWN,
TaKXe MMeoT:

1) megmumHcKne paboTHUKK, paboTatolwme B MeaULMHCKON OpraHM3aumm no COBMeCTUTEIbCTBY
(8 npepenax ceoelt KoMneTeHUUN);

2) mMeguUMHCKME pabOTHMKWU CTaUMOHapPHbIX OpraHM3auMii CouManbHOro obCAyKMBaHWUA MpuU
Ha/MYMM JIMLEH3UN Ha OCYLEeCTB/eHMEe MeAMLMHCKOM aeATenbHOCTM <18>, npepycmaTtpuBatoLiel
BbIMO/IHEHWE pPaboT (OKasaHMe ycayr) MO OKasaHWI0 MepPBUYHON MEAMKO-CaHWUTAPHOM MOoMOLWM B
ambynaTopPHbIX YCN0BUAX (HE3aBUCMMO OT BEAOMCTBEHHOM NPUHALIEKHOCTH);

<18> MyHKT 46 yactn 1 ctatbm 12 depepanbHoro 3akoHa N 99-d3 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckont depepaymm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) MeauUMHCKME PaboTHUKM MEAMLMHCKMX OpraHM3aLumi, OKasblBalOWMX MEPBUYHYID MeaMUKO-
CaHUTApPHYIO MOMOLb, NOABEAOMCTBEHHbIX denepanbHbIM OpraHam WCMOJHUTENbHOW BAACTU WU
OopraHam UCNoNHUTENbHOM BNacTn cybbekToB Poccuninckoi ®epepaumnu;

4) vHaMBMAyanbHble MNpeAnpUHUMMaTENN, OCYLLECTBAAIOWMNE MEeAULMHCKYIO AOeATebHOCTb U
BK/IIOYEHHblE B peecTp MeAMUMHCKUX OpraHM3auMid, OCYLLEeCTBAAIOWMX AOeATeNbHOCTb B cdepe
0653aTe/IbHOro0 MegMLIMHCKOro CTpaxoBaHuA.

37. Npw Ha3HAYeHUWN NEeKAPCTBEHHbIX MPENapaToB rpaxaaHam, MMeloLwWwuMm NpaBo Ha becnnaTHoe
NnoJlyyeHne NIeKapCTBEHHbIX NPenapaToB MW NOJlyYeHUe JIeKAPCTBEHHbIX MPenapaTtoB CO CKUAKOW, B
peuenTe YyKasblBaeTca Homep TesnedoHa, MO KOTOPOMY PabOTHMK anTeyHoW OopraHMsauuu npu
HeobXoAMMOCTN MOXKET COracoBaTb C MeAULMHCKMM PabOTHMKOM 3aMeHY JIeKapcTBEHHOTO NpenaparTa.

38. HasHauyeHMe HApPKOTUYECKUX U MCUXOTPOMNHbLIX NeKAPCTBEHHbIX NpenapaTos cnucka |l MNepeyHa
(33 MCKNtOYEHNEM NEKAPCTBEHHDIX NPENAPaTOB B BUAE TPAHCAEPMANbHbIX TEPANEBTUYECKUX CUCTEM, A
TaKXe JIeKapCTBEHHbIX MNPEenapaTos, COAEp)Kalux HAPKOTUYECKoe CpeacTBO B COYETaHUM C
QHTAroOHMCTOM OMMOMAHBIX PELEenTopoB) rparkaaHam, UMEKLWMM NpaBo Ha becnnatHoe nosyyYeHwe
JIeKapCTBEHHbIX MPenapaToB UM MONYYEHUA IEKAPCTBEHHbIX NPENapaToB CO CKMAKOM, OCyLLecTBAAeTCA
Ha peuentypHom 6naHke dopmbl N 107/y-HM, K KOTOpOMY A0MNONHUTENbHO 0dOpMAAETCA PeuenT Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnnapax Npu opopmneHnn Ha BymarxkHom
HocuTene).

39. HasHayeHne HapKOTMYECKUX N NCUXOTPOMHbIX JIeKAPCTBEHHbIX NpenapaTos cnucka |l MNepeyHn
B BMAE TpaHCAepMa/bHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX npenapaTos
cnucka Il TMepeyHsa, copepKalmx HapKOTUYeCKoe CpeacTBO B COYETAHUM C aHTarOHUCTOM OMUOUAHbLIX
peuenTopoB, MCUXOTPOMHbIX ANEKAPCTBEHHbIX npenapatoB cnucka Il lepeyHsa, neKapcTBeHHbIX
npenapaTtos, BKAOYEHHbIX B nepedeHb [KY, copgeprkawmxca B noanyHKTe 2 nyHKTa 11 HactoAwero
MopagKa, npegHasHayeHHble A1A /IeYEeHUs TpaxgaH, MMelWwmMx npaBo Ha 6ecniaTtHoe nony4vyeHue
NIeKAPCTBEHHbIX MPenapaToB UM NOJIlyYEHUE SIEKAaPCTBEHHbIX NPENapaToB CO CKMAKOM, OCYLLEeCcTBAAETCA
Ha peuenTypHbix 6naHkax dopm N 107-1/y u N 148-1/y-88, K KOTOPbIM AOMNOSHUTENBHO 0OPOPMAAETCA
peuenT Ha peuentypHom 6aaHke ¢popmbl N 148-1/y-04(n) (B ABYX 3K3emnaapax npu opopmieHUn Ha
6ymarkHom HocuTene).
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MpunoxkeHne N 1

K MopAaaky HazHayeHuA
NleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA30OM
MwuHucTepcTBa 34paBOOXPaHEHUA
Poccuiickon depepauymm

oT 24 HoAGpA 2021 r. N 1094H

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbIMUCAHO B O4HOM PELLENTE

MexayHapoaHoe HenaTeHToBaHHOe dopma BbINycKa u Konnuectso

HaVMMeHOBaHMe HapPKOTUYECKOro U [031POBKa
NCUXOTPOMHOIO NEKAPCTBEHHOIO
npenapara
BynpeHopduH + HanokcoH TabneTku 60 Tabnetok
cybnunHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHasa N
0,2 mr 20)
BynpeHopduH PacTBOp ANst UHBEKUMIA, 30 amnyn (wnpwu-
0,3 mr/mn 1 mn TIO6MKOB)
BynpeHopduH TpaHcaepmanbHbIi
naacTbipb
35 mKr/yac 20 nnacTblipeit
52,5 mKr/yac 10 nnactbipen
70 mKr/yac 5 nnactbipei
MopduH PacTBOp ANst UHBEKUMIA,

pacrteop gaA 20 amnyn (wnpwu-

NOJKOXHOro BBeAeHMUA Tiob1KoB)
10 mr/mn 1 mn
KopeuH + MopduH + HockanuH + PacTtBop gnAa
ManaBepuH + TebaunH NOAKOXHOro BBEAEHMUA
0,72+5,75+2,7+0,36 +
20 amnyn

0,05 mr/mn 1 mn
1,44+11,5+5,4+0,72 +
0,1 mr/mn 1 mn

TpumenepugmH Tabnetku 25 mr 50 Tabnetok
TpumenepmnaunH PacTBop 1A MHbEKUMIA 20 amny (WnpuL-
10 mr/mn 1 mn TIOGKOB)
20 mr/mn 1 mn
8. MopduH TabneTku (Kancynbl) 180 TabneTok (Kancyn)

NPONOHIMPOBAHHOIO
nencrems

60 TabneTokK (kancyn)
40 TabneTok (Kancyn)




10 mr

20 TabneTtokK (kancyn)

30 mr 20 TabneTtokK (kancyn)
60 mr
100 mr
200 mr
9. MopouH Tabnetku
5mr 100 TabneTok
10 mr 100 TabneTok
10. MopouH Kanau gna npuema
BHYTPb 20 mr/mn 20 mn 4 bnakona
11. MopouH PacTtBop ana npuema
BHYTPb (MOHOA03bl)
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. | MponnoHUNdEeHMUNITOKCUITUANMNEPUANH | TabneTku 3awedHble 20 50 TabneTtok
Mr
14. deHTaHUN MnacTbipb
12,5 mKr/uac 20 nnacTblipeit
25 mKr/yac 20 nnacTblipeit
50 mKr/yac 10 nnactbipen
75 mKr/yac 10 nnactoipent
100 mKr/yac 10 nnactoipent
15. deHTaHUN

Cnpew Ha3anbHbIN
®dnakoH 50 mKr/po3a

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

®dnakoH 100 mKr/g03a

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

®dnakoH 200 mKr/g03a

24 pnakoHa
12 ¢dnakoHoB
6 ¢pnakoHoB

12 ¢dnakoHoB
6 pnakoHoB
3 pnakoHa




2,0 mn (10 oo3) 12 ¢nakoHoB
3,2 mn (20 oo3) 6 ¢pnakoHoB
5,0 mn (40 no3) 3 dnakoHa

MpunoxkeHue N 2

K MopAaaky HazHayeHuA
NleKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MuHUCTepcTBa 34paBOOXpaHEHMA
Poccuiickon degepauymm

oT 24 HoAbpsa 2021 r. N 1094H

Cnpaso4yHo

PEKOMEHAOBAHHbIE K UCMOJ/1Ib3OBAHUIO COKPALLLEHUA
NP O®OPMJIEHUU PELIENTOB

N CoKkpaleHue NMonHoe HanucaHne MNepesog,
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum aspo30/b

4, amp. ampulla amnyna

5. aqg. aqua BOAa

6. aq. purif. aqua purificata BOZa OYMLLEHHAA

7. but. butyrum macno (Teepgoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Bolpai (nyCTbBiT;g?_:::;’ Myere Gyaer
11. D.S. Da, Signa Detur, Signetur Bblp‘ZEI'AZ?_'C;'Q:HS;;T;ZT:H(ZM(ET
12. D.t.d. Da (Dentur) tales doses Beipa (Mycre 6Z|§'Z;Bblp'aHbl) TaKne
13. dil. dilutus pa3BeaeHHbIN

14. Div. in p. aeq. Divide in partes aequales Pasaenn Ha paBHble YacTn




15. emuls. emulsio amynbcusA
16. extr. extractum 9KCTPAKT, BbITAXKA
17. in enem. in enemas B MUKPOKAIN3MaXx
18. F. Fiat (fiant) MycTb obpasyetca (obpasytoTca)
19. gran. granulum rpaHy/ibl
20. gt., gtt gutta, guttae Kanaa, Kanam
21. gtt. peror. guttae peroralis Kanaum gna npMema BHYTpb
22. inf. infusum HacToM
23. inamp. in ampullis B amnynax
24, in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis ® Ta6neTBK:)c(:Org;i?Ao:;:z;BaHHbIM
. B Tab1eTKax C NPOSIOHIMPOBAHHbIM
2. | " tabégcrjolong, in tab(u)lettis prolongatis obductis BbICBOBOXKAEHMEM, MOKPbITbIX
' o60on04Koit
27. in tubul. in tubulis B TIOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KUOKOCTb
30. lot. lotion NIOCbOH
31. m. pil. massa pilularum NUAKDAbHaA 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 (3kunakoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUAKOASA, MUK
39. p. aeq. partes aequales paBHble Yactu
40. ppt., praec. praecipitatus OCaXKAEHHDbIN
41. pulv. pulvis NOpPOLLIOK




CKOJIbKO NOTpebyeTca, CKO/IbKO

42. q.s guantum satis Hago

43, r., rad. radix KOpPEeHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur MosTopwu (MycTb 6yaeT NOBTOPEHO)
46. rhiz. rhizoma KOpHeBuLLe

47. S. Signa, Signetur 0603221:£ZZZLZ)6V'D'€T
48. sem. semen cems

49, simpl. simplex npocToi

50. sir. sirupus cmpon

51. sol. solutio pacTBop

52. spr. spray cnpet

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

54, supp. suppositorium CBeYa, CynnosnTopuit
55. susp. suspensio CycneH3us, B3BeCb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOBUKK

59. STT Systema Therapeutica Transcutanea Tep;::::ieepcr::z:aciema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKa

MUHUCTEPCTBO 34paBooXpaHeHnsa Poccuiickoi

depepaumnmn

MpunnoxkeHne N 2
K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHUA

Poccuiickon ®egepauymm
oT 24 HoA6Bps 2021 r. N 1094H

®OPMA PELENTYPHOIO B/IAHKA N 107-1/Y

Koa dopmbl no OKY/

Kog yupexxgeHna no OKMNO
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MeaunumHCcKaa Ao0KyMeHTaums

HavmeHoBaHMe (wTtamn) ®opma N 107-1/y

MeAMLMHCKOW opraHmu3aLmm YTBEpXKAeHa NPUKa3om
MUHUCTEPCTBA 34PaBOOXPaHEHNA
Poccuitckoit ®epepaumm

oT 24 HoAb6pA 2021 r. N 1094H
HavmeHoBaHMe (WTamn) MHAMBUAYAIbHOTO

npeanpuHumartens (ykasaTtb agpec, Homep U
AaTy NLLEH3UN, HAMMEHOBaAHMe OpraHa
rocy4apCTBEHHOM BNACTH, BblAaBLIErO
JIMLEH3MI0)

PELLEMT
(B3pOCAbIl, LETCKUI - HYXKHOE NOAYEPKHYTb)
" 20__r.

damunus, MHUUMAabl UMEHU N OTHECTBA (nocnep,Hee -npu HaI'II/ILII/IVI)
nayneHTa

[aTa poxaeHua

damnauns, MHULMAAbl UMEHW M OTYeCTBa (MociegHee - NPU HANNYUK)
Neyvaulero Bpava (penbaliepa, akyLepKn)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Mognucek M.IM.

M neyaTb sieYallero Bpaya
(noanuce denbaliepa, akyLepKkn)

PeuenT memcrTBUTeJIeH B TeueHue 60 mHel, mo 1 roma ( )
(HyXHOE NOOUEPKHYTH) (yxazsaro
KOJIMYECTBO IHEM)

O6opoTHasA CTOpoHa

OTmeTKa 0 Ha3zHa4YeHuun NeKapcTtBeHHOoro



npenapara no pelleHnto BpayedbHon Kommccum

Mpurotosun Mposepun OTtnyctun

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

MuHWCTepCTBO 3apaBooxpaHeHmA Poccuiickol Kog, ¢popmbl no OKY/, 3108805
depepaumm MeZAMLMHCKaa AOKYMeHTaLmA
®opma N 148-1/y-88
HavmeHoBaHMe (wTamn) YTBEpMKAEHA NPUKA30M
MeAMUMHCKOI opraHusaunm MWHMUCTEepPCTBa 34paBOOXPaHEHMSA

Poccuintckoit depepaumm
oT 24 HoAbpA 2021 r. N 1094H

HavmeHoBaHMe (WTamn) MHAMBUAYANbHOTO
npeanpuHUMmaTens

(yka3aTb agpec, Homep u AaTy AMLEH3UN,
HaMmeHoBaHMe opraHa rocyaapcTBeHHOM
BNACTU, BblAABLUErO NLEH3MIO)

o | ][] L] Lol L0 LD O

PELENT " 20 .

(aaTa obopmneHus-peuenTa)

(B3pOCAbIN, OETCKUI - HYKHOE MOAYEPKHYTD)

damunua, UHUUMaNbl UMEHU N OTHECTBA (nocnep,Hee -npu HaJ'IM‘-IMM)
nayneHTa

[aTta poxaeHua

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

damnnuns, MHULMANbI UMEHW M OTYeCcTBa (NocieaHee - NPU HANNYUK)
Nevalero Bpaya (benbawepa, akywepku)
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Moanuce 1 nevyatb neyalero Bpaya M.,
(noanuce penbaliepa, akyliepkn)

PeuenT aencreuteneH B TedyeHne 15 gHel

O6opoTHas cTopoHa

OTMeTKa 0 Ha3Ha4YeHMM IeKapCTBEHHOTO
npenapaTa No peLeHnto BpavebHo Komuccum

Mpurotosun Mposepun OTnyctun

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

MWHWCTEepPCTBO 34paBOOXPAHEHMA YTBEPXAEHA
Poccuiickon depepauymm MECTO AN npm:asZBMOl;AXM::ceTj::TBa
LUITPUXKOLL APaBOOXP
A <*> Poccuiickon depepauymm
oT 24 HoAGps 2021 . N
1094H
Wramn
Kopa

MeANLMHCKON opraHmn3aumnm

WTamn
Kog,

NMHAMBUNAOYANbHOIoO NpeanpuHUMaTena

Koa ¢opmbl no OKY/[ 3108805
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®opma N 148-1/y-04(n)

Kog Kog, Ho3010rnyeckol NCTOYHUK dMHAHCUMpPOBaHMA:
KaTeropum ¢dopmbl (no MKB) (nopuepKHyTb)
rpasaaH % onnaTbl:
1. depepanbHbiit BroaxkeT (nopyepKHyTb)
2. bBrogxkeT cybbekTa Poccuiickoi
depepauunmn

3. MyHMumMnanbHbIA BlogKeT
1. becnnaTtHo

2.50%
3. UHON %
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PELIENT Cepua N [ata obopmnenHus: 20 T

damunns, MHUUMANLI MMEHW U oT4yecTBa (nocnegHee - npu
Ha/MYMK) NaumeHTa [ata poxgeHus

CHUAC

N nonuca
obs3arenbHOro
MeANLUHCKOro
CTpaxoBaHusA:

Homep Meﬂ,MLLMHCKOVI KapTbl nauyneHTa, noayvyarwowero meanumnHCKyO noMmoLlb B aN\6ynaTopr|x
YCNnoBuAx

damnauns, MHULMANbl UMEHM M OTYeCTBa (NociegHee - NPU HaNNYUK)
Neyvaulero Bpaya (penbaliepa, akyLepKn)

Py6. Kon. 2o ST PSR SPRRTN




Moanucek 1 nevyaTb nevalero Bpaya
(noanucb dpenbawepa, akywepKku)

PeuenT gevictButeneH B TedeHue 15 aHei, 30 gHein, 90 aHen (HYy>KHOE NOAYEPKHYTD)

OTnyweHo no peuenTy: Toprosoe HaMMeHOBaHWE 1 J03MPOBKA:
Oarta otnycka: "_" 20 r. Konunyecrtso:
Mpurotosun: Mposepwun: Otnyctun:

(nMHMA oTpbIBa)

Kopelwok peLenTypHoro 61aHKa Cnocob npumeHeHus:

HanMeHOoBaHue npo,ﬂ,OH)KI/ITeanOCTb AHEn

NeKapCTBEHHOrIO nNpenapara:

ﬂ,03MpOBKaI Konnyectso npmMemos B A€Hb: pas3

Ha 1 npuem: en.

<*> B c/y4ae M3roTOB/EHUA peuenTypHoro 61aHKa C MCNOAb30BaHUEM KOMMbIOTEPHbIX
TEXHOJIOTUN.

O6opoTHasA CTOpoHa

OTmeTKa 0 Ha3Ha4YeHWM IeKapCTBEHHOTIO
npenapara no peleHnto BpayebHo KomUccum

Mpurotosun MNposepun OTnyctun

MpunoxkeHne N 3



K NpMKasy MUHKUCTepPCTBA 34paBOOXPAaHEHMUA
Poccuiickon ®egepauymm
oT 24 HoAGpA 2021 r. N 1094H

noPAAOK
ODOPM/IEHUA PELLENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbBIE NPEMAPATbI,
MX YYETA U XPAHEHUA

. OpopmneHue peuenta Ha bymaKHOm HocuTene

1. Ha peuenTypHbix 61aHKax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 8 nesom BepxHem
Yrly NpoOCTaBAfeTcA WTamn MeAMUMHCKON OpraHusauMy C yKasaHMem ee HauMeHOBaHWsA, afpeca U
TenedoHa c AaTol BbIMUCKM (AaTol odpopmaeHns) peLenTta Ha IeKapCcTBEHHbIN nNpenapar.

HononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasnferca Kopa,
MeAMUMHCKON OpraHusauuMmM B COOTBETCTBMM € OCHOBHbIM TOCYAAPCTBEHHBIM PErncTpaLMOHHbIM
HomepoMm (aanee - OTPH).

Cepua peuenTypHoro 6naHka ¢opmbl N 148-1/y-04(n) skaouaeT Kog cybbekta Poccuiickoin
depepaumnm, COOTBETCTBYOWMI ABYM NepBbiM Undpam ObLiepoccuinckoro kKnaccupmkatopa 06bEKTOB
aAMWHUCTPATUBHO-TEPPUTOPMANBHOIO AeneHus (aanee - OKATO).

PaspelwaeTca M3rotasBaneaTh peuentypHble 6naHkm dopmbl N 107-1/y n dopmbl N 148-1/y-04(n) c
NMOMOLLbHO KOMMbIOTEPHbIX TEXHONOMUIA.

PeuentypHble 6naHkn ¢opmbl dopmbl N  148-1/y-88 U3rotaBAMBAIOTCA UCKAHOYUTENBHO
TMNorpadcKkMm cnocobom.

2. Ha peuenTypHbix 61aHKax, OQPOPMAAEMbIX WHAMBUAYANbHLIMA MPEeANPUHUMATENAMMU,
UMEIOWMMM NIMLUEH3NI0O Ha MEAMUMHCKYIO [eATe/IbHOCTb, B BEPXHEeM JIEBOM Yray Tunorpadckum
cnocobom wWAM NyTem MPOCTaB/AEHWA LWTamMna [JO/KeH ObiTb yKasaH aApec WHAMBUAYANbHOMO
npeanpuHUmaTens, Homep M AaTa JMLEH3UW, HaMMEHOBaHWE OpraHa roCyfapCTBEHHOW BAAcTy,
BblAABLLEr0 JIULLEH3UIO.

3. PeuentypHble 6naHkM ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHatoTCA
MeAMUMHCKUM PabOTHUKOM YepHUNAMM UK LLAPUKOBOM PYUKOMN.

4. fJonyckaeTtca opopmaeHne BCEX PEKBU3UTOB (3a MCKAOUYEHMEM peKBuM3uTa "Mognuce nevaluero
Bpaya (nognucb dpenbaliepa, akylwepkun'") peuenTtypHbix 6aaHKkoB dopmbl dopmbl N 107-1/y, popmbl N
148-1/y-88 1 dpopmbl N 148-1/y-04(n) c UcnoNb3oBaHMEM NevaTatoLLmMX YCTPONCTB.

5. OdopmneHne peuenTypHbix 6naHkoB ¢opmbl N 148-1/y-04(n) BKAtoyaeT uudposoe
KoOupoBaHue.

LUndpoBoe KogmpoBaHMe yKasaHHbIX PeLenTypHbIX 61aHKOB BK/OYaET:

1) Kog meamumHcKol opraHusauumn (OFPH) uam Kog, MHAMBWAYANbHOrO NpeanpuHUMaTEns B
cooTBeTcTBMM € OCHOBHbIM TOCYAapPCTBEHHbIM PErUCTPALMOHHBIM HOMEPOM MWHAMBMAYANbHOIO
npeanpuHumaTens (aanee - OTPHUI), npocTaBnsemblit NPy U3roTOBNEHWUM PeLEenTypPHbIX 61aHKOB;

2) Kog4 KaTeropuu rpaxkgaH, MMEeRLMX NpaBo Ha NOJyYeHWEe NEKApPCTBEHHbIX MPenapaTos B
COOTBETCTBUM CO CTaTber 6.1 denepanbHOro 3akoHa ot 17 nons 1999 r. N 178-$3 "O rocyaapcTBeHHOM
coumanbHo nomouwm" <1>, U Koa Ho3zonoruyeckon dopmbl No MeKayHapoAHOW CTaTUCTUYECKOM
Knaccudumkaumm b6onesHelt M npobnaem, cBA3aHHbIX co 3a0poBbem (10-ii nepecmoTp) (ganee - MKB),
3anosIHAEeMble NIeYallMm BPAYOM MyTeM 3aHECEHUS KaxKaoW uMbpbl B NyCTble SYENKWU, NPU S3TOM TOYKA
NPOCTaBNAETCA B OTAE/IbHOMN AYEMKe;
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<1> CobpaHue 3akoHoaaTenbcTBa Poccuinckon Peagepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 ucTouyHUKe ¢duHaHcMpoBaHusa (deaepanbHbiit brogxeT [1], bloaxeT cybbekTa
Poccuiickon depepauum [2], myHuumnanbHbin 6t0axeT [3]) 1 npoueHTe onnatbl peuenta (6ecnnaTHo
[1], 50% [2], nHoit % [3]);

4) WTPUX-KOA, - AOMNONHUTENbHbIA PEKBU3UT (B C/lyYae M3rOTOB/IEHMA Ha TeppuUTopumn cybbekTa
Poccuiickoit deaepalmm peuenTypHoro 61aHKa € UCMO/b30BaHUEM KOMMbIOTEPHbIX TEXHO/IOTUNA).

6. B peuentypHbix 61aHKkax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpade "damuaus,
WHUUMAAbI MMEHW W oTyecTBa (nocinegHee - NpW Haavumm) nauueHTa" yKasbiBaloTca damuans,
WMHULUMAbI UMEHM 1 OTYECTBA (Moc/iegHee - MPU HaMumm) nauueHTa.

7. B peuenTypHbix 6naHKax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "[aTa
poxaeHua" yKasbiBaeTca faTta porKAeHMA naumeHTa (YMcno, mecau, rog).

[ononHutensHo B peuenTtypHbix 6aaHKkax dopmbl N 148-1/y-88 n dopmbl N 107-1/y ans petein 8
Bo3pacte f0 1 ropa B rpade "[Jata poraeHMA" yKa3biBaeTCA KOAMYECTBO NOJHbIX MECALEB.

8. B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpagdax "CHWUNC" u "N nonuca
06A3aTeNIbHOrO MEAMLMHCKOrO CTPaxoBaHMA" YKasblBAlOTCA CTPaxoBOM HOMep WHAMBUAYASIbHOIMO
IMLEBOro cyeTa rpaxgaHuHa B MNeHcMoHHoM poHae Poccuiickoit deaepaunn (CHUNC) (npu Hanmumum) u
HOMep noaunca 0683aTebHOro MegULMHCKOro CTPaxoBaHus.

9. B peuenTtypHbix 61aHKax popmbl N 148-1/y-88 B rpade "Aapec mecta XUTeNbCTBa UAN HOMEpP
MeANUMHCKON KapTbl NaLMeHTa, NOAYYatoWwero MeAUUMHCKYIO NOMOLLL B ambynaTopHbiX ycnosuax",
YKa3blBaeTCA MOYTOBbIA aApec MecTa UTenbCTBa (mecTa npebbiBaHUA MAM MecTa (aKTUYEeCcKoro
NPOXKMBaHMA) NaLMeEHTa WAM HOMEP MEAWMUMHCKOW KapTbl NaLMeEHTa, MOAYYAlOWEro MeaULMHCKYHO
NMOMOLLLb B aMBYNATOPHbIX YCNOBUAX <2>.

<2> MNpukas MuHUCTepCTBa 34paBooxpaHeHns Poccuiickon dPeaepauum ot 15 gekabps 2014 r. N
834H "O6 yTBEPKAEHUU YHUPULMPOBAHHBIX GOPM MEANLMHCKON AOKYMEHTALMU, UCMNO/b3yEMbIX B
MEANUMHCKMX OPraHM3aumaX, OKA3bIBAOWMX MEAULMHCKYIO MOMOLLb B amOynaTOpPHbIX YCAOBUAX, U
nopaaKoB No ux 3anoaHeHuto" (ganee - Mpukas N 834H) (3apernctprposaH MUHUCTEPCTBOM tOCTULMM
Poccuiickonn degepaumm 20 odeBpans 2015 r., peructpauymoHHbin N 36160) C¢ M3MeEHEHUAMMU,
BHECEHHbIMW NpuKasamu MuHuUcTepcTBa 3apaBooxpaHeHna Poccuiickon ®epepaunm ot 9 AHBapa 2018
r. N 2 (sapeructpupoBaH MwuHUCTepCTBOM tocTuUuMKM Poccuiickor depepaumm 4 anpens 2018 r.,
pernctpauunoHHbiii N 50614), ot 2 Hoabpa 2020 r. N 1186H (3apernctpupoBaH MUHUCTEPCTBOM OCTULINK
Poccuiickon deapepaumm 27 Hoabpa 2020 r., pernctpaymoHHbii N 61121).

YKazaHue n agpeca mecTta XUTenbCTBa U Homepa MEAMLI,MHCKOﬁ KapTbl NauneHTa, nosay4vyatowero
MegnUnNHCKYH NOMOLLb B aM6ynaTopr|x ycnoBuax, He ABNAETCA OLINBKOMN.

B peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpade "Homep MeaULMHCKON KapTbl
nauyeHTa, NoAy4YaloWwero MeauMLMHCKYIO MOMOLLb B ambynaTopHbIX ycaoBuAX" yKasblBaeTcs Homep
MeAMLMHCKOW KapTbl NaLMeHTa, NoAy4aloWwero MeAnUMHCKYH NOMOLLb B aMbynaTOPHbIX YCA0BUAX <3>.

<3> lMpwukas N 834H.
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10. B rpade "damunua, MHULMANLI UMEHU U OTYecTBa (mocnegHee - NpU HaAU4YMK) Nevaullero
Bpaya (denbawepa, akywepku)" peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n) ykasbiBaloTCA MONAHOCTbIO daMUANA, MHULMANbI UMEHU, OTYecTBa (nocsieaHee - NPU HaNUYUK)
MeANUMHCKOro paboTHMKA, Ha3HAYMBLLETO JIEKaPCTBEHHbIE NpenapaTbl U 0pOPMUBLIETO pPeLLENT.

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

1) HauMmeHOBaHME  JIEKAPCTBEHHOro  Mpenapata  (MeXAayHapogHoe  HemnaTeHTOBaHHOE
HaMMeHOBaHMe, TPYMMUMPOBOYHOE WAN XMUMMUYECKOe HaMMeHOBaHWe, TOpProBoe HaumMeHOoBaHWe) Ha
NAaTUHCKOM A3bIKE WM Ha PYCCKOM A3blKe, Gpopma BbiMycKa, O403MPOBKA, KOAMYECTBO (yKasbiBaeTcs
NponNucbio Ha peuenTypHom 6aaHke popmbl N 107/y-HN);

2) cnocob npuMeHeHUs NeKapCTBEHHOro MnpenapaTta Ha rocygapcTBeHHOM f3blke Poccuiickoit
depepaumm UM Ha rocyaapcTBEHHOM A3blke Poccuiickoit Pepepaumy M rocyfapCTBEHHOM f3blKe
pecnybmnK 1 NHbIX A3blKax HapoaoB Poccuiickon Pepepaumnm <4>.

<4> Yactb 1 ctatbm 15 3akoHa Poccuiickon ®epepaumm ot 25 okTabpa 1991 r. N 1807-1 "O A3bikax
HapogoBs Poccuiickoli ®eaepaunn” (aanee - 3akoH N 1807-1). (BegomocTn cbesfa HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCPCP, 1991, N 50, ct. 1740; CobpaHue 3aKoHogaTenbcTBa Poccuiickom
depepauum, 1998, N 31, c1. 3804).

KoHcynbTaHTlAOC: NpumeYaHue.
Hymepauma nyHKTOB faHa B COOTBETCTBMM C OPULIMANbHBIM TEKCTOM AOKYMEHTa.

13. Npu odopmaeHnMn peuenTypHbIX ONAHKOB 3aMnpeliaeTcs OrpaHMYMBaTbCA 0BLWMMU
yKasaHusMM, Hanpumep, "BHyTpeHHee", "U3BecTHO".

14. PeuenT, opopmneHHbIl Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), nognucoiBaeTcs MegULMHCKMM PabOTHUKOM M 3aBEPAETCA ero nevaTbto.

PeuenT, opopmneHHbIi Ha peuentypHom bnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
OONO/IHUTE/IbHO 3aBepAEeTCsA NeYaTbio MegUUMHCKOM opraHmnsaumn "Ons peuentos'.

Ona peuenTta, obopmaeHHOro Ha peuentypHom baaHke popmbl N 107-1/y, Hannume nevaTtn "Ons
peLenToB" He ABAAETCA 06A3aTENbHBIM.

15. Ha ogHom peuentypHom 6naHke popmbl N 148-1/y-88 n dopmbi N 148-1/y-04(n) paspeluaetca
OCYLLEeCTBAATb Ha3Ha4YeHMe TO/IbKO OAHOro HaMMeHOBaHMWA 1EeKaPCTBEHHOrO Npenapara.

Ha ogHom peuenTypHom 6naHke ¢opmbl N 107-1/y paspeluaeTcs OCyWEeCTBAATb HaszHayeHue
TOIbKO  OAHOr0 HauMEeHOBaHWA  NeKapCTBEHHOro npenaparta, OTHocAweroca no ATX K
aHTUNCcUXoTuYecknm cpeactsam (Kog NO5SA), aHKcnonmutukam (Kog NO5B), CHOTBOPHbIM U CEAATUBHbBIM
cpeactBam  (Kog NOSC), aHTMpenpeccaHTam (Koga NO6A) m  He noanexalero npesmeTHo-
KONNYECTBEHHOMY Yy4eTy, U A0 Tpex HaUMEHOBAHWI JIEKAPCTBEHHbIX MpenapaToB - A8 WHbIX
NIeKapCTBEHHbIX MPenapaToB, He OTHECEHHbIX K BbllleyKa3aHHbiM ATX.

16. UcnpaBieHus B peLenTe He AOMYCKaOTCA.

17. Mpwn odbopmneHumn peuentypHbix 6aaHkos popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
JIeKapCTBEHHbIe MpenapaTbl, Ha3Ha4YeHHble MO pelweHuo BpayebHOM Komuccun, Ha obopoTe
peuenTypHoro 61aHKa CTaBUTCA cnelumasbHan oTMeTKa (WwTtamn).
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18. Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) BHMU3Y WMeeTCA /AMHUA OTPbIBA,
pasgensaowan peuenTypHblii 61aHK U KOPELLOK.

Kopelok oT peuenTta, opopmMIEHHOro Ha yKa3zaHHOM peuenTypHom 6/1aHKe, BblAAaeTca nauneHTy
(ero 3akoHHOMY npeacTaBMTENIO) B anTeYHOM OpraHM3auuuM, Ha KOpellke AenaeTcd OTMEeTKa O
HaMMeHOBaHMM IeKapCTBEHHOrO Npenapara, 403MPOoBKe, KoMyecTse, cnocobe NpuUMeHeHus.

Il. OpopmneHue peuenta B popme 3/1eKTPOHHOTO AOKYMEHTA

19. PeuenT B dpopme 3N1eKTPOHHOIO AOKYMEHTA, NOANMCAHHOIO YCUNEHHON KBaAUOULMPOBAHHOM
3/IEKTPOHHOM NoAnucbo, GopmmpyeTca MeguUUHCKUM PaboTHMKOM, CBEAEHUA O KOTOPOM BHECEHbI B
denepanbHbIi  PErucTp MegULMHCKUMX paboTHMKOB <5>, a TaKXe npu YCAOBUM pernctpaumu
MeAMLMHCKOM OpraHuM3auum, B Kotopoi opopmaseTcs peuenT, B pegepanbHOM peecTpe MegULNHCKUX
OpraHusaunin <6> egMHON rocyfapcTBEHHON MHPOPMALIMOHHOM cUCTEeMbI B chepe 34paBOOXPAHEHUA U
NOAKAOYEHMA TaKOW MeAMUMHCKOW OpraHusaumMm K rocygapcTBEHHOM MHOOPMAUMOHHOW cucteme B
cohepe 3apaBooxpaHeHms cybbekTa Poccuitickoit epepaumm <7>.

<5> Yactb 4 cratbm 91.1 ®PegepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOZATENbCTBA
Poccuitickont depepauymm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbm 91.1 ®PegepanbHoro 3akoHa N 323-03 (CobpaHme 3aKoHOZATE/NbCTBA
Poccuitckont Pepepauymm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cratbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHOoAaTeNbCTBa Poccninckol
depepauum, 2011, N 48, c1. 6724).

20. Npu odopmneHun peuenta B ¢GOpMe 3/EKTPOHHOTO [AOKYMEHTa Ha JIeKapCTBEHHble
npenapaTtbl, yKasaHHble B NyHKTax 9 u 11 MMopsgKka HasHayYeHMs JIEKAPCTBEHHbIX MpPenapartos,
YTBEPKAEHHOTO HACTOAWMM MPUKA3OM, W OTMyCKaemble 33 MOJIHYD CTOMMOCTb, 3anoJIHAKTCA
cnepyroLme PEKBU3UTDI:

1) Kog cybbekta Poccuitickolt Pepepaummn no OKATO, onpeaensawoWwMin rocyaapCTBEHHYHO
MHbOPMaLMOHHYIO cnuctemy B cdhepe 34paBooxpaHeHusa cybbekTa Poccuiickolt ®eaepauunu, B KOTOpoW
chopmmpoBaH peuenT B Gopme 31eKTPOHHOrO AOKYMEHTA;

2) HanmeHoBaHUe Me,CI,VILI,MHCKOﬁ OopraHunsauunun, agpec, TEJ'IEd)OH nnn (baMMnMﬂ, MHUUManbl UMeHU
n oT4ecTBa (nocnep,Hee - npu Ha!'IM‘-lMM) MHONBMAYAZIbHOIoO npeanpunHmnmaTtena, nmerwero 1nMUeH3nto
Ha MeaANUUNHCKYIO 0eATE/IbHOCTb, €Ero agpec,

3) OrPH wopuauuyeckoro nuua (meaguumnHcKol opraHusauuu) uam OFPHUN vHauBmuayanbHoro
npeanpuHUMaTens;

4) paTta opopmaeHus peuenTa (YKasbiBaeTca YNCAO, MECAL, FOA);

5) pata OKoHuyaHuA aelcTBuA peuenta (popmupyeTca rocyAapCTBEHHON WMHPOPMALIMOHHOM
cuctemolt B chepe 3gpaBooxpaHeHuns cybbekTa Poccuinickoit deaepauumm B COOTBETCTBUU CO CPOKaMMU
nencreus peuentos: 15 gaHeld, 30 gHelr, 60 gHelr, 90 gHel, ao 1 roaa);

6) YHMKanbHbIA HOMep peuenTta (bopmupyeTca rocyaapcTBeHHON MHPOPMALIMOHHOM CUCTEMON B
chepe 3apaBooxpaHeHUs cybbekTa Poccuiickoit degepaumm M obecneymBaeT OAHO3HAYHYHO
naeHTMdMKaumo peuenta B Gopme 3NEKTPOHHOIO AOKYMeHTa B codeTaHum ¢ OKATO, OFPH wuaum
OrPHMN);

7) otmeTku "cito" (cpouyHo) mam "statim" (HemeaneHHO) Npu HEOBXOAMMOCTU CPOYHOrO WU
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HemeANeHHOro OTMNyCKa IeKapCTBEHHOrO Npenapara nauueHTy;

8) agpec naumeHTa (yKasbiBaeTcA NOYTOBbIA apec MecTa KUTeNbCTBa (mecTa npebbiBaHMA MK
mecTa GpaKTMUYECKOro NPoXKUBaHMA) C yKasaHMEM MHAEKCa, HAaMMeHOBaHWUA Kpana, obnactun, pecnybankuy,
aBTOHOMHOIO OKpyra u MHOro cybbeKkta Poccuiickoit Peaepaummn, HaMMEHOBAHMA HaceIeHHOIo MyHKTa,
HanMeHOoBaHMA yauUbl (NpocneKkTa, nepeynka, npoesna), Homepa Aoma (C ykasaHWem Kopnyca, npu
Ha/M4MK), Homepa KBapTUpbl);

9) Homep 3NEeKTPOHHON MeaMLMHCKOM KapTbl MauMeHTa B rocyAapcTBEHHOM MHPOPMAaLMOHHOM
cucteme B chepe 34paBooxpaHeHns cybbekTa Poccuiickoin Peaepaunu;

10) pamunnsa, nmsa, otyectso (nocnegHee - NPU HaaMYUKn) NaLmMeHTa NoHOCTbLIO;

11) pata poxaeHus nauveHTa (yKasbiBaeTca 4ucio, mecau, rog), onsa aeted go 1 roga
[OMO/IHUTE/IbHO YKa3blBAETCA KOJIMYECTBO MOJHbIX MECALEB;

12) damunua, MHUUMaANbI MUMEHM WU OT4ecTBa (mocnegHee - NPU HaAMYMKU) MEAMLMHCKOro
paboTHMKA NONHOCTbIO;

13) HanmeHoBaHue NNEKAPCTBEHHOIO npenapara (ME)‘Kﬂ,yHapOAHOE HenaTeHToOBaHHOEe
HaMMeHOoBaHue, TpynnmMpoBovYHOE WM XUMUYECKOE HaMMEHOBaAHMUE, TOprosoe HaMN\EHOBaHME),
A03UNPOBKa, cbopma BblNyCKa, KO/IM4eCTBO (BCG NO3NLLUN YKa3bliBalOTCA Ha PYCCKOM ’r'l3bIKe);

14) cnocob nNpMMmeHeHUs NeKapcTBEHHOro MpenapaTta Ha rocyAapCTBEHHOM A3blke PoccuitcKol
depepaumm UM Ha rocyaapcTBEHHOM A3blke Poccuitickolt Pepepaumy M rocyLapCTBEHHOM A3bIKe
pecnybuK 1 UHbIX A3blKax HapodoB Poccuitickon depepaunn <8>;

<8> Yactb 1 ctatbm 15 3akoHa N 1807-1 (BemomocTu cbesga HapoaHblx genyTtatoB PCOCP u
BepxoBHoro Coseta PC®CP, 1991, N 50, cr. 1740; CobpaHue 3akoHopaTenbcTBa Poccuitckoit
depepauum, 1998, N 31, ct. 3804).

15) AOKYMeHT, NoATBep)KAaloWMii HasHayeHWe J/IeKapCTBEHHOro npenapaTta Mo pelleHuto
BpayebHOM KOMUCCUM MEAULIMHCKOM OpraHmu3aumm;

16) OTMETKa O Ha3Ha4Ye€HWWU NeKapCTBEHHOrO npenaparta nNo peleHnto Bpaqe6H0171 KOMUcCCcnun
Me,D,MLI,VIHCKOVI OopraHn3aunn B Cay4danax, YKa3aHHbIX B a63au,e BTOPOM NMYHKTa 6 I'Iopﬂ,u,Ka Ha3Ha4YeHnA
NeKapCTBEHHbIX MpenapaTtos, YTBEPKAEHHOIO HACTOALLMM NMPUKA3OM;

17) oTmeTKa 0 cneumanbHOM HasHayeHWW NIeKapCTBEHHOrO npenaparta (3ano/sHAEeTCA B CayyasX,
YKasaHHbIX B MyHKTax 15 v 24 lMopsgKa HasHayeHWa NEeKapCTBEHHbIX MPEenapaToB, YTBEPMKAEHHOro
HaCTOALLMM NPUKA3OM);

18) oTmeTKa 0 cneuuanbHOM Ha3HaYeHMM IeKapcTBEHHOMO NpenapaTa NauMeHTy ¢ 3aboneBaHneMm,
TpebyoLWMM ANNTENbHOTO KYPCOBOro eYeHMA (3anoHAETCA B C/lyyae, YKasaHHOM B NyHKTe 23 NopAakKa
Ha3HayeHWa NIeKapCTBEHHbIX NPENapaToB, YTBEPXKAEHHOrO HACTOALMM MPUKA30M) C NPOCTaBAEHUEM
NepuoanYHOCTM OTNYCKa 1EKAPCTBEHHOrO Npenapara;

19) npu odopmneHun peuenta B GoOpMe INEKTPOHHOTO AOKYMEHTA Ha JiIeKapCTBeHHble
npenapaTbl, yKasaHHble B NoAMNYHKTax 2 - 5 nyHKTa 9 v nyHkTe 11 MopsaaKa HasHaYeHUA NeKaPCTBEHHbIX
npenapaToB, YTBEPKAEHHOTO HaCTOAWMM MNPWMKA3OM, rpaxkgaHam, MMelwWwumM npaBo Ha becnnaTHoe
NoNyYeHWe NEeKapCTBEHHbIX MPenapaTtoB WAWM MOJyYeHMEe NEeKapCTBEHHbIX MPenapaToB CO CKUAKOW,
3aMONHAIOTCA PEKBU3UTbLI, NPeayCMOTPeHHble noanyHKTamu 1 - 18 HacToAlero NyHKTa, a TakkKe
cnepyrouime PeKBU3UTbI:


https://login.consultant.ru/link/?req=doc&base=RZB&n=449609&dst=100090

a) KaTeropus TrparkgaH, WMMeKLWMX NPaBO Ha MOJyYeHWEe JNEeKapCTBEHHbIX NpenapaToB B
COOTBETCTBUM CO CTaTben 6.1 DesepanbHOro 3akoHa ot 17 ntona 1999 r. N 178-d3 "O rocyaapcTBeHHOM
coumanbHom nomolun" <9>;

<9> CobpaHue 3akoHoaaTenbcTBa Poccuinckon depepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

6) Koa Ho3os0rMyeckon popmbl o MKB;

B) UCTOYHUK dMHaHcupoBaHMA (1 - deaepanbHbin BroaxeT, 2 - 6ioaxKeT cybbekta Poccuiickoi
depepauuy, 3 - MyHMLMNANbHbIN BOOKET);

r) pasmep onnatbl (1 - 6ecnnaTHo, 2 - 50%, 3 - UHOI %);

[l) CTpaxoBOi HOMEpP MHAMBWUAYANbHOMO JIMLEBOrO CYeTa rpakaaHuHa B lMeHcMoHHOM doHae
Poccuitckont Pepepauum (npu Hannuum) (CHUNC);

E) HOMep nosinca obA3aTeNbHOro MegnunHCKOro CTpaxoBaHUA.

21. MNpu npocTaBaeHUM OTMETKM, yYKa3aHHOM B noanyHKTe 16 nyHKkTa 20 HactoAwero Mopaaka,
peuent B ¢GoOpmMe 3/EKTPOHHOrO [AOKYMeHTa MOAMMUCbIBAETCA YCWAEHHON KBanuduLMPOBaHHOM
S/IEKTPOHHOM MOAMNUCBIO NpeacefaTena WAW  CeKpeTapa BpavyebHON KOMWUCCUM  MeAMLMHCKOM
OpraHusauum, Npu NpocTaBAeHUM OTMETOK, YKa3aHHbIX B noanyHKTax 17 n 18 nyHkTa 20 HacToAwero
MopagKa, - YCUAEHHbIMU KBAaAMPUUMPOBAHHBIMU SNEKTPOHHLIMM MNOAMUCAMMU COOTBETCTBYHOLLMX
MeANUMHCKMX PabOTHUKOB.

22. No TpeboBaHMIO MaumMeHTa WAM ero 3aKOHHOro npeactaBuTens oGOPMAAETCA IK3EMNAAP
peuenta B ¢Gopme 3/EKTPOHHOrO [AOKYMEHTa Ha OymaxKHOM Hocutene c oTmeTkor "[ybnaukat
3NEKTPOHHOro AOKYMeHTa".

lll. YyeT peuenTypHbiX 61aHKOB (3a UCKAOUEHMEM peLenTypHbIX
6naHKkos no ¢popme N 107/y-HIM "CneuymanbHblii peuenTypHblit 6naHk")

23. YyeT peuenTypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
n3rotasanBaemblx TunorpadckMum cnocobom (manee - peuentypHble 6AaHKKM, Noganexalme ydety),
OCYLLECTBAAETCA B XypHaniax yyera, NPOHYMepOBaHHbIX, MPOLWHYPOBAHHbIX U CKPENAeHHbIX NOAMUCHIO
pyKoBOAMTENA W MeyaTbld MEAMUMHCKOM OopraHuMsauuMnm WA NOAMUCHIO  MHAMBMAYAsbHOMO
npeanpUHUMaTENS, UMEIOLLLErO MMLEH3UIO Ha MEAULIMHCKYIO AeATENbHOCTD.

24. KypHan yyeTa peLenTypHbix 61aHkoB dopmbl N 107-1/y cofepKuT cneaytowme rpadsbi:
1) Homep no nopAAKY;

2) B pasgene "Mpuxoa™:

a) AaTa perncTpaLmun JOKYMEHTa, MOATBEPKAAIOLLETO NOCTYNNEHME;

6) Homep ¥ faTa LOKYMEHTA, NOATBEPKAAIOLLErO NOCTYN/eHUE, HAUMEHOBAHMWE MOCTaBLUUKA;
B) 06LLEE KOIMYECTBO NOCTYNUBLLMX PELLENTYPHbIX 6N1aHKOB;

F) dJaMM}'IMﬂ, UHUUMNANbl UMEHU WU OT4ecCTBa (nocnep,Hee - npu Ha}'IMLIMM) n noanuncb
OTBETCTBEHHOINoO meanuUnNHCKOro pa60THMKa, nonyymsellero peuenTtypHble 6.1aHKM OT NOCTaBLWUKa,

3) B pasgene "Pacxon':
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a) AaTa BblAaYM peLenTypHbIX 61aHKOB;
6) KO/IMYECTBO BblaHHbIX PeLenTypPHbIX 61aHKOB;

B) daMuana, MHUMUMANbI MMEHM W oTyecTBa (mocnegHee - MNPU HANUUUKU) OTBETCTBEHHOrO
MeANLMHCKOro paboTHMKA, NO/TYYMBLLIENO PELLENTYPHbIE BaHKY;

r) nognMcb OTBETCTBEHHOro MeAMLIMHCKOro PaboTHMKa, NONYUMBLIErO peLenTypHble 61aHKu;

4) damunua, WHUUMANLI MMEHM U oTdyecTBa (nocnegHee - MPUM HaAMYMKM) U MNOAMWUCH
OTBETCTBEHHOrO MEANLMHCKOrO paboTHUKA, BblAABLUErO peLenTypHble 61aHKu;

5) ocTaToK peuenTypHbIX 61aHKOB.

25. ypHan yyeta peuentypHbix 6naHkos ¢opm N 148-1/y-88 m N 148-1/y-04(n) comepsut
cnepytowme rpadol:

1) Homep No NopAaKy;

2) B pasgene "Mpuxoa":

a) AaTa perncrpaumm 4OKyMeHTa, NOATBEPNKAAIOWEro NoCcTynaeHune;

6) HOmep 1 AaTa AOKYMEHTa, MOATBEPKAAIOLLIEro NOCTYNAeHNe, HauMeHOBaHUWe NOCTaBLUMKA;
B) oblLlee KONMYeCcTBO NOCTYNUBLLMX PeLenTypHbIX 61aHKOB;

r) cepun U HoMepa peLenTypHbIX 6N1aHKOB;

[) KoNMyecTBo peuenTypHbIX 61aHKOB NO CEPUAM;

e) dammnua, uMHUUMANLI MMeHM U oT4yecTBa (nocnegHee - NpYM HaAUuuKM) W NoANUCH
OTBETCTBEHHOro MeANLMHCKOro paboTHMKa, NOAYYMBLIErO peuenTypHble 61aHKU OT NOCTaBLUMKa;

3) B pasaene "Pacxoa™:

a) AaTa BblAa4YM peLenTypHbIX 61aHKOB;

6) cepum U Homepa BblAaHHbIX PeLenTypHbIX 61aHKOB;
B) KOZIMYECTBO BblAAHHbIX peLenTypHbIX 61aHKOB;

F) d)ammnvm, nHUnUnanbl MMeHn U oOT4ecTBa (I'IOCJ'IELI,HEE - npu HaJ'IM‘-IMM) OTBETCTBEHHOIO
megununHCKoro pa6OTHVIKa, nonyymseLllEro peuenTypHble 6J'IaHI-(M;

p,) noannUcCb OTBETCTBEHHOIO MeaNUUNHCKOTO pa6OTHMKa, nony4vymsellero peuentypHblie 6naHKM;

4) damuava, MHULMANbl MMEHM W oT4ecTBa (nocneaHee - NpW HaAMuMM) W NOAMMUCH
OTBETCTBEHHOro MeAMLMHCKOro paboTHUKA, BblAaBLIEro peuenTypHble 61aHKu;

5) ocTaToK peuenTypHbIX 61aHKOB.

26. YyeT peuentoB, opopmneHHbIX B POpme 3/eKTPOHHOrO [OKYMEHTa, OCYLLEeCcTBAAETCS B
rocyaapcrteeHHon uHdopmauuoHHOW cucteme B chepe 34paBoOXpaHeHUs cybbekTa Poccuiickoi
depepaumm nocpeacTBOM BeAEHMA €4ANHOMO peecTpa peLenTtoB, 0GOPMIEHHbIX B pOpme 3NEKTPOHHbIX
[OKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (332 MCKNIOYEHUEM peL,enTyPHbIX



6nankoB no ¢popme N 107/y-HM "CneumnanbHbii peuentypHbiit 6naHK")

27. MeanUMHCKME OpraHu3auum nosyyaroT Heobxoanmble peuenTypHble 61aHKM, 0dOPMIEHHbIE
TMnorpadckum crnocobom, 4Yepes TeppuTOpUasibHbIe OpraHbl YynNpasB/ieHUA 34PaBOOXPAHEHUEM WU
OpraHM3auum, ynosHOMOYEHHbIE Ha 3TO OpraHammu WCMNOJIHUTE/IbHOM BAACTU CcybbeKToB PoccuincKol
depepauum.

28. PeuenTypHble 61aHKK, NoANENKALWME YUYETY, XPAHATCA OTBETCTBEHHbIM JINLLOM, Ha3Ha4YeHHbIM
pyKoBOAUTENEM MEOMULMHCKOM OpraHM3aumu, B 3anMpaemMom meTannmyeckom wkady (ceride) mau
METa/I/INYECKOM ALLMKE.

29. UHamBuAyanbHbIMA NpeanpuHUMaTeNb, UMEIOLLMA TULEH3UIO HA MELUUMHCKYIO AeATeNbHOCTb,
XPaHWUT peLenTypHble 6AaHKK, Nogaexalme yyeTy, B 3annpaemMmomM MeTalZIndeckom WKady (ceride) nnu
MEeTa/I/INYECKOM ALLMKE.

30. MNpoBepKa COCTOAHUA XpaHeHUs, ydeTa, GaKTUYECKOro Ha/AM4YMA W pacxoda peuenTypHbIX
6n1aHKOB, MOANENKALMX Yy4YeTy, OAMH pPa3s B KBAPTan OCYLLECTBAAETCA KOMMUCCMEN, CO34aHHOW B
MeLMLMHCKOM opraHmn3aumu.

31. PeuentypHble 6naHKM, odopmasembie Ha OyMarKHOM HocuTene M MNoAJeXKalme yyeTy,
BblAAOTCA MEAULMHCKMM paboTHUKaM, MMeLWwmMM npaso odopMaeHUA PeLenToB, No PacropsKeHuto
rNIABHOTO Bpaya Wau ero 3aMecTuTeNs.

|_|0}'Iy‘-|eHHbIe peuenTtypHble 61aHKM  Ha 6yN\a)KHbIX HOCUTENnAX XpaHATCA MeaAULUHCKUMU
pa60THVIKaMM B NOMeLlleHunAx, 06€Cﬂe‘-IMBaI-OLLI,VIX MUX COXPaHHOCTb.

32. MporpaMmHO-TEXHUYECKNE CPeAcTBa roCyAapCTBEHHbIX MHGOPMALMOHHbLIX cUCTEeM B cdepe
34paBOOXPAHEHMUS,  MEAUUMHCKMX  MHOOPMALMOHHbLIX  CUCTEM  MEAMUMHCKMX  OpraHusaumit
obecrneynBatoT XpaHeHWe 3/1IeKTPOHHbIX PeLenToB, 0pOPMIEHHbIX B GOPME 3/1EKTPOHHbIX LOKYMEHTOB B
TeYeHMe CPOKOB, YCTAaHOB/IEHHbIX ANA XPaHEeHUs peLenToB, OGOPMAEHHBbIX HAa COOTBETCTBYHOLLMX
dopmax peuenTypHbix 61aHKOB Ha BymarKHOM HocuTene <10>.

<10> MognyHKT 5.2.169 MonoxkeHnsa o MuHuctepcree (CobpaHue 3akoHoaaTenbcTBa Poccninckoit
depepauum, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

MpunoxkeHne N 4

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMA
Poccuiickon ®egepauymm

oT 24 HoA6Bps 2021 r. N 1094H

®OPMA CMNELMANBHOIO PELLENTYPHOIO BJTIAHKA N 107/Y-HN

MWuHUCTEpPCTBO 34paBooXpaHeHna Poccuiickom Koa ¢opmbl no OKY/
Pepepauum MeauumHCcKaa 4OKyMeHTauma
dopma N 107/y-HN,
YyTBEPXAEHHAA NPMUKa3om
MuHucTepcTBa 34paBoOOXPaHEHUA

WTaMn MeAULIMHCKOW opraHm3aumnm N
AL P 4 Poccuitckoin Peaepaumm
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o7 24.11.2021 N 1094+

PELIENT

Cepusa N

"o 20 T.
(pnaTa BbINMCKM peuenTa)

(B3pOCAbIl, LETCKUIA - HYXKHOE NOAYEPKHYTb)

damunus, msa, oTyecTso (nocnegHee - NPU HanUUuUK)
nauMeHTa

Bospact

Cepvm M HOMEP nosunca obA3aTenbHOro MeOJULLMHCKOrIo CTpaxoBaHuA

Homep meanumMHCKOM KapTbl

damnnus, ums, oTyecTso (NociegHee - Npu HaAMYUm)
Neyvaulero Bpaya (penbaliepa, akyLepKn)

2 o O

MoAnucb M IMYHan neyaTb Bpaya
(noanuce denbaliepa, akyLepKn)

damunns, nms, otyectso (nocnegHee - NPU HaAMYUK) U NOANUCH YNOAHOMOYEHHOro ANLa
MeANLUHCKON opraHmn3aumnm

OTmeTKa anTe4yHoMn opraHunsauunun 06 oTnycke

damunuma, nms, oT4ecTBo (nocnep,Hee -npu Ha/'IW-IMM) nnoanucb pa6OTHVIKa anTeyHou
opraHunsaunn

Cpok geiicteua peuenta 15 aHel

M..



MpunoxkeHne N 5

K NpuKasy MuHMCTepCTBa 34paBOOXPaHEHMA
Poccuiickon ®egepauymm

oT 24 HoAGpA 2021 r. N 1094H

noPAAOK
U3roToOBNEHUA, PACNPEOENEHUA, PETUCTPALIUU, YHETA U XPAHEHUA
PELLENTOB, COAEPHKALLNX HASHAYEHUE HAPKOTUYECKMX CPEACTB
NN NCMXOTPOMNHbDbIX BELLLECTB

I. MopAapoK usrotosneHus, pacnpepeneHna cneymanbHbixX
peuenTypHbiX 6n1aHKoB no ¢popme N 107/y-HN

1. OpraHu3aumio U3roTOBEHMA U pacnpeaeneHuns peuenTtypHbix 61aHkos no ¢dopme N 107/y-HI
"CneumanbHblii peuenTypHblii 6naHK" (ganee - cneumanbHbI PeLenTypHblit 6aaHK) ocywecTBaseT
MuHKCTEPCTBO 3apaBooxpaHeHus Poccuiickolt depepaumn (aanee - MUHUCTEPCTBO).

2. CneumanbHble peLenTypHble 61aHKM ABAAIOTCA 3alUMLLEHHON noaurpaduyeckon npoaykumei
ypoBHa "B", usrotasnmMsaemoit Ha bymare po3oBoro ugeta pasmepom 10 cm x 15 cm, JONKHbI UMETb
Cepulo U HOMep, a TaKKe COOTBETCTBOBATb TPeOOBaHWMAM, YyKasaHHbIM B Npukase MuHUCTepcTBa
¢uHaHcoB Poccuiickolt Pegepaumnm ot 29 ceHTabpa 2020 r. N 217H "O6 yTBepKaeHUU TexHUYecKux
TpeboBaHMI U YCNOBWUIN M3rOTOBNIEHMA 3aLUMLLEHHOM OT MOAAENOK noaurpadumyeckon npogykumm"
(3apernctpuposaH MuHuctepctBom toctuumm  Poccuiickon ®depgepaummn 16 Hosbpa 2020 r.,
perucTpaumnoHHbii N 60930).

3. B uensx opraHu3aLmMu M3roToB/IEHWUA U pacnpeaenieHns crneumnasnbHbiX peuenTypHbix 61aHKoB
MeAMLMHCKME OpraHM3aLuu, MMelolWmMe NpaBo OCYLWECTBAATb Bblgayy PeLenToB Ha HapKOTMYecKue
CPeacTBa MAM MCUXOTPOMHble BewiecTBa cnucka |l MepeyHs M 3aperncTpyMpoBaHHble B Poccuiickoi
depepaumm B KayYecTBe JIEKAPCTBEHHbLIX MPEnapaTtoB AN MeAMUMHCKOro npumeHeHus (nanee
COOTBETCTBEHHO - MEAMUMHCKAna OpraHuW3auusa, HapKOTUYECKMI (MCUMXOTPOMHLINA) JleKapCTBEHHbIN
npenapar), COCTaB/AOT 3aABKM Ha peLenTypHble 6aaHKu.

4. B cpoK A0 1 oKTABpA TeKylwero roga 3aaBKU MeAMUMHCKMX OpraHu3auuMii Ha cneumnanbHble
peuenTypHble 6aaHKM NpeacTaBAAoTCcA:

1) MeguUMHCKMMM OpraHu3auMamM, HaxogAWMMUCA B BefeHMM deaepanbHblX OpraHoB
WUCNONHUTENbHOW BNACTU, - B COOTBETCTBYIOWME dpeaepanbHble opraHbl UCMOAHUTENbHOMN BAaCTy;

2) MeagMUMHCKMMM OpraHU3auMAMK, HaxoAAWMMUCA B BefeHUUM CybbeKToB Poccuinckoi
depepaynm, MeguLUMHCKUMKN OpraHn3aLUamMmm MyHULMUMNAAbHOW M YaCTHOM CUCTEM 34PpaBOOXPaHEHNA - B
opraHbl MCNONHWUTENbHOW BAacT cybbekToB Poccuiickoit Pepepaumm B chepe oxpaHbl 340POBbA
rpaxgaH, Ha TeppUTOPUM KOTOPbIX OHW pPacnofioXeHbl (ganee - opraHbl MCNONHUTENBHOW BAACTM
cybbeKkToB Poccuiickolt egepaumnn).

5. B 3aABKe MeAMLMHCKOM OpraHM3alMu Ha cneuuanbHble peuenTypHble 6aaHKK yKasbiBaloTcA
cneaytolme cBeaeHUs:

1) cBegeHnAa o Me,CI,VILl,VIHCKOﬁ OpraHunsauum, I'IOLI,aBLLIEﬁ 3aABKY Ha cneuunasibHbie peuenTypHble
61aHKM (I'IOI'IHOE HanMeHOBaHHMeE, agpec MmecTta HaXO)Kp,eHMFI);

2) KONMnM4ecTBo cCneuunasibHbiX peuenTypHbIX 6}'IaHKOB, M3pPacxoa0BaHHbIX Me,EI,MLI,MHCKOﬁ
opraHmsaumei& Ha 1 AHBapA NpeALWwecTBYOWero roaa;

3) KONMYECTBO cneunanbHbIX PeLenTypHbIX 61aHKOB, HEOBXOANMbIX MEAULMHCKOW opraHM3aumm
Ha cneayoWwmii roa,
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3afABKa MeAMLUMHCKOW OpraHusaumMn Ha cneuuasnbHble peuenTypHble 61aHKM noanucbiBaeTcs
pyKoBoauTenem MeAMLMHCKOM OpraHu3aummn, KOTOPbIA HeceT MepcoHasibHYl0 OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb U A0CTOBEPHOCTb YKA3aHHbIX CBEAEHUA.

6. PepepanbHble opraHbl UCNOIHUTE/IbHOM BNACTU, B BEAEHUN KOTOPbIX HAaXo4ATCcA MeaMLUHCKNe
opraHusaumu (aanee - deaepanbHbie OpraHbl UCMOJHUTENBHOW BAACTM), U OpraHbl UCMOJIHUTENBHOM
Bfactn cybbekToB Poccuitickolt ®Pepepaumm Ha OCHOBAHWM 33aIBOK MEOMUMHCKMX OpraHM3aumii Ha
cneumasnbHble peuenTypHble BnaHKM GOPMUPYIOT CBOAHbIE 33ABKM Ha CneuuasbHble peLenTypHble
671aHKN 1 B CPOK A0 1 fekabps TeKyLero roga NnpeacTasasatoT ux B MUHUCTEPCTBO.

7. B cBOAHOI 3as1BKE Ha CrneumManbHble peuenTypHble 61aHKM YKa3biBatoTCA Cieaylolime CBEAEHMUA:

1) cBepeHua o peaepanbHOM opraHe UCMONHUTENbHON BAAcTU (opraHe UCNOJIHUTENbHOM BNACTU
cybbekTa Poccuitickont deaepaumm), npeacraBUBLLEM CBOAHYHO 3asiBKY Ha cneumasbHble peuenTypHble
61aHKKM (NONHOE HauMeHOoBaHMe, aapec MecTa HaxoaeHua);

2) KO/IMYECTBO CreumasibHbIX peLenTypHbIX 6aaHKoB, pacnpeseneHHbiX ¢esepanbHbIM OpraHom
WCNOJIHUTENbHOW BAAcTM (OpraHOM MCMONHUTENbHOM BnacTu cybbekta Poccuitckont deaepaunn) Ha 1
AHBaPS NPeAWeCTBYIOLLEro roaa Mexay MeanuMHCKMMM OpraHM3aLmamu;

3) KOAMYECTBO CMeuMasbHbIX peLenTypHbiXx 61aHKoB, Heobxogumbix denepasbHOMYy OpraHy
UCNONHUTENbHOW BnacTU (opraHy MCNONHWUTENbHOW BNacTM cybbekTa Poccuiickolt deaepaunn) Ha
cnepyroLWwmii rog ana pacnpeneneHns Mmexay MeauuMHCKMMU OpraHM3aumsamm;

4) cBepeHMA O NOABEAOMCTBEHHOM OpraHu3auuu, YNnoJAHOMOYEHHON deaepasbHbiIM OpPraHom
WUCNONIHUTENIbHOM BAiacTM (OpraHomM WCMONHUTENbHOM BAacTM cybbekTa Poccuitickolt degepauymm)
OCYLLECTBAATL NOAYYEHUE CNeuManbHbIX PeLenTypHbiX 61aHKOB OT MWHUCTEPCTBA, MX XpaHeHue wu
BblAa4vy MeANLMHCKMM opraHu3aumam (NoaHoe HammeHoBaHWe, aApec mecta HaxoxaeHua, MHH/KMM,
OKTMO opraHu13auum, pakTUYECcKnit agpec NocTaBKM).

8. Ha ocHOBaHMM NOJIyYEHHbIX CBOAHbLIX 3asABOK Ha CreumasbHble peuenTypHble 6/aHKu
MUHUCTEPCTBO eXEerogHo B CpoK Ao 15 AHBapa cneaytowero roga GopMmupyeT v yTBEPKAAET NAaH
pacnpegeneHusa crneumanbHbiX peLenTypHbiX 6/1aHKOB, B KOTOPOM OTpakaeTcs rofgoBas noTpebHocTb
Poccuiickoit depepaunm B crneumasnbHbiX peLenTypHbiXx 6naHKax (ganee - naaH pacnpegeneHus
MuHUucTepcTBa).

9. B nnaHe pacnpeaeneHms MUHUCTEPCTBA YKa3bIBaOTCA CAeAyloLLMe CBEAEHMUA:
1) nopsAAKOBbIM HOMEP 3anuUcK;

2) HaumeHoBaHWe ¢enepanbHOro opraHa MCMOAHUTENBHOM BAAcTU (OpraHa WMCMNOAHWUTENbHOM
BNacTM cybvekta Poccuiickoii depepaumn), NpeacTaBMBLLErO CBOAHYIO 3aABKY Ha CneumaibHble
peuenTypHble 61aHKK;

3) Heobx0AMMOEe KOANYECTBO CreumanbHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbIX peuenTypHbix 61aHKoB deaepanbHbiM OpraHam UCNOHUTEIbHOM
B/ACTW, OpraHam MCMNOJHUTENbHOM BNAcTM CybbekToB Poccuiickoit depepaumy  ocyllecTBaAeTcs
MUHUCTEPCTBOM B KOIMYECTBE, MPeAyCMOTPEHHOM MAaHOM pacnpeaeneHma MuUHUCTepCTBa.

11. MWHKUCTEPCTBOM AOMNOJHUTENABHO K KO/IMYECTBY CheuuanbHbiX peuenTypHbiXx 61aHKOB,
npeaycMOTpeHHOMY MAaHOM pacnpegeneHvsa  MuHucTepcTBa, GOpMUpPYeTCA pesepBHbld  3anac
cneumanbHbiX peuenTypHbix 61aHKOB B KosiMyecTBe, He npesblwatowem 150 000 cneumanbHbix
peuenTypHbIX 61aHKOB.

12. B cnyyae yBennyeHua noTpebHOCTM B creumanbHbiX peuenTypHbix 6aaHKax ¢eaepanbHble



opraHbl UCMONHUTENbHOM BacTU (OpraHbl MCNOAHUTENbHOM BNacTu cybbekToB Poccuiickon deaepaummn)
HanpasaAlT B MWHUCTEPCTBO CBOAHbIE 3asABKM HA [AOMOAHUTE/IbHOE KOJIMYECTBO CreLumnaibHbIX
peuenTypHbiX 61aHKOB (C 06OCHOBaHMEM YBe/MYEHUA MOTPEBHOCTM B CNeumabHbIX PeLenTypHbIX
6naHKax), KoTopble npeaocTasaaloTcd MUHUCTEPCTBOM M3  pe3epBHOro 3anaca crneuuanbHbIX
peuenTypHbIX 6/1aHKOB.

13. depepanbHble opraHbl UCMNONHUTEbHOM BAACTM (OpraHbl UCNOAHUTENbHOW BAACTU Cy6bEKTOB
Poccuiickont depepaunn) pacnpemenstor NosiyyeHHble creumanbHble peuenTypHble 6aHKM mexay
MeAULUMHCKMMM OpraHn3aumMaMM Ha OCHOBaHWM NIaHOB pacnpedeneHusa, CPOPMMUPOBAHHbLIX B
COOTBETCTBUM C 3aBKaMM MEANLMHCKUX OPraHM3aLnii Ha cneunasbHble peLenTypHble 6aaHKu.

1. MopAapoK perncrpauum, yueta n XxpaHeHUA cneumanbHbIX
peuenTypHbiX 6n1aHKoB no ¢opme N 107/y-HN

14. MwHWCTepcTBO, WHble ¢eaepanbHbie OpraHbl  WCMOJHWUTEIbHOM BAACTM U OpPraHbl
WCNONHUTENIbHON BAacTM cybbeKkToB Poccuiickon dPepepaumm OpraHUsyOT XpPaHEHME CcheLlManbHbiX
peuenTypHbIX 6/1aHKOB B NOABELOMCTBEHHbLIX OPraHM3aLMAX, YMNOJHOMOYEHHbIX OCYLLECTBAATb
noJlyyeHne crneumasbHbIX pPeuenTypHbiX 61aHKOB OT MWHWUCTEPCTBA, WX XpaHeHWe U  Bblgady
MeAMULMHCKMM OpraHM3aumsam (fanee - ynoNIHOMOYEHHasA OpraHmn3aLms).

15. B yNOAHOMOYEHHOW OpraHu3aLmm U MeguUUHCKOM opraHu3auunu, noyumnsLlei cneunanbHble
peuenTypHble 61aHKW, OpPraHM3yeTcs PerucTpaums, ydeT UM XpaHeHue cneumanbHbIX peuenTypHbIX
6/1aHKOB.

Peructpaums, yd4eT M XpaHeHMe pPe3epBHOro 3amaca creuuanbHbiX peuenTypHbIX 61aHKoB
MuHucTepcTBa  ocyllecTBaseTcA ¢denepanbHbiM  FOCYAapCTBEHHbIM  BIOAMKETHbIM  yupexxaeHuem,
HaxoZAwWwMMcA B  BedeHUM MuHWUCTepcTBa (Oanee COOTBETCTBEHHO - pe3epBHbIA  3anac,
noABeAOMCTBEHHOE yYperkaeHue).

16. PabOTHMK, HasHauYeHHbI MPUKA3OM PYKOBOAWUTENS YMOJHOMOYEHHOM OpraHu3aumm
(ynonHomoueHHoW opraHM3aumm, NoABeA0OMCTBEHHOIO YYpeKAeHMA) OTBETCTBEHHbIM 33 pPerncTpaumio,
XpaHeHWe W yyeT chneumanbHbIX peuenTypHbix 6/71aHKOB (Aanee - OTBETCTBEHHbIM PABOTHMK), Ha
OCHOBaHWW [A0OBEPEHHOCTH, OQOPM/IEHHOW B MNOPAAKE, YCTAaHOBJEHHOM 3aKOHOZATE/NbCTBOM
Poccuiickon  degepauym  (c nognucbio  PyKOBOAWUTENS  YMOJHOMOYEHHOW  OpraHM3aLumu
(ynonHomoueHHoOW opraHusauMM, NOABEAOMCTBEHHOrO yuyperKaeHws), rnaBHoro 6yxrantepa,
3aBepPEeHHbIX KpyraoW ne4yaTtblo), NosyyaeT creumanbHble pPeuenTypHble 61aHKM M ocyliecTBaAeT
BeAEeHMe KypHana PerucTpaLmm 1 yyeTta cneumanbHbiX peuenTypHbix 61aHKOB, K KOTopoMy npuobLiaet
¢doTo- n (MnKn) BUAeomaTepuansl, NoATBEPKAAOWME GaKT 0DOPMNEHMSA pPeLEeNnTYPHbIX 61aHKOB Ha AOMY
(npy Hannumn).

17. ypHan perucrpaumMmM W yyeTa CcneuManbHbIX PeuenTypHbiX 61aHKOB p[o0/XeH O6biTbh
NPOHYMEpPOBaH, MPOLHYPOBaH, MMETb Ha NOCNeAHEN CTPaHWULE 3anucCb, COAEPKalLyl KOAMYEecTBO
CTPaHUL, NOJSHOE HaMMeHOBaHMEe YNO/JHOMOYEHHOW opraHusauuMnm (MeguUMHCKOM OopraHusauuu,
NoABeAOMCTBEHHOIO Y4YpexAaeHWsa), a TaKKe CKpenneH noAMUCbI0 PYKOBOAMTENA W NevyaTbio
YNOAHOMOYEHHOW OpraHn3aunm (MeamLUMHCKOM opraHM3aLmm, NoABeA0MCTBEHHOIO YUYPEKAEHNA).

ypHan peructpauum M ydyeTa CrneuManbHbIX PeLenTypHbiXx 61aHKOB pe3epBHOro 3anaca
MUHUCTEPCTBA CKPENAsAeTcA TaK¥Ke NoAnucbio gMpeKkTopa (B caydae ero OTCYTCTBMA - 3aMecTuTens
AvpekTopa) [lenapTamMeHTa peryampoBaHua o6palleHUA NIeKapCTBEHHbIX CPeACTB UM MeAMUMHCKUX
nsaennin MmHuctTepcTea 1 neyatbto MuHUcTepcTBa.

18. B KypHane peructpaumm M ydyeTa CrneuuanbHbiX peuenTypHbiXx 61aHKOB YyKa3blBakoTCA
cnepytolime CBeAeHMUsA:

1) nopsAAKOBbI HOMEP 3anuUcK;



2) npuxoa, cneunanbHbIX peuenTypHbiX 61aHKOB:

a) PeKBM3UTbI U AaTa PerucTpaLmm NPUXoAHOro AOKYMEHTa;

6) 0bllee KONMYEeCTBO NOCTYNUBLLNX CNEeLnabHbIX peLenTypHbiXx 61aHKOB;

B) cepua U Homep CrneLmasbHOro peuenTypHoro 61aHKa;

r) KOJIMYECTBO CNeLManbHbIX PELLENTYPHbIX 61aHKOB NO KaXKA0W cepuu;

) damnnunsa, nma, otTyectso (NocnegHee - NPU HaAMYUK) U NOANMUCb OTBETCTBEHHOIO PaboTHUKA;
3) pacxog cneumanbHbIX peLenTypHbIX 61aHKOB:

a) AaTa BblAauyM CrneymasnbHbIX peLenTypHbiX 61aHKOB;

6) cepum 1 Homepa BblZaHHbIX CreuuanbHbIX peLenTypHbIX 6/1aHKOB;

B) KO/IM4eCTBO BblAaHHbIX cCneunasbHbIX peuenTypHbIX 61aHKOB C YKa3aHnem B CKOBKax
KO/in4ecTBa CnelnazsbHbIX pelenTypHbIX 6}'IaHKOB, Bbl4aHHbIX ON1A Od)Ole'IeHMFI Ha Aomy;

r) ¢amunusa, vMms, oT4ecTBO (nocnegHee - NPU HaAMYMKM) M MOAMUCL JiMUA, MOAYYUBLUErO
cneumanbHbie peuenTypHble 61aHKu;

,Cl,) KONMmM4YecCTBO cneynanbHbIX peuenTypHbIX 6ﬂaHKOB, Od)OpMJ'IEHHbIX Ha Aomy;

e) dammnma, nma, otyectBo (nocnegHee - MNpPU HanMuMM) M Nognucb nuua, oPopmMuBLLIENO
cneumanbHble peuenTypHble 61aHKK Ha Aomy;

4) pamunns, Ums, oT4ecTso (nocnegHee - NPU HaAMUYUKU) U NOANUCH OTBETCTBEHHOrO PaboTHUKa;
5) ocTaToK cneumanbHbIX peLenTypHbIX 61aHKOB.

19. CneumanbHbiii peuenTypHbIA 6MaHK ABAAETCA AOKYMEHTOM CTPOroi OTYETHOCTM. 3anac
CneuunanbHbIX PeuenTypHbIX 61aHKOB B MeAULMHCKON OpraHM3aummn A0MKEH XPAHUTLCA B CNELMaNbHbIX
NomeLLeHUAX, cerndax nam B CNeunanbHO U3roTOBAEHHbIX WKadax, 0bUTbIX OLMHKOBAHHbIM Kee30M, C
HaZeXHbIM BHYTPEHHUM WM HAaBECHbIM 3aMKOM.

MomeLeHus, celidbl, WKadbl, B KOTOPbIX XPAHATCA CneLyMabHblie peuenTypHble 61aHKK1, SOMKHbI
ObITb 3aKpbITbl Ha 3aMKM W NOC/NE OKOHYaHWA paboTbl onevyaTaHbl MevyaTbto YNOJHOMOYEHHOW
opraHusaunn (MeamMuMHCKOM opraHmnsaLmm) uam onioMmbupoBaHbl.

20. B meguUuMHCKKUX OopraHn3aumAax 3anac cneunanbHbIX peuenTypHbIX 61aHKOB He AO0/KeH
npesbiWwaTtb I'O,EI,OBOVI I'IOTpe6HOCTM.

21. Paspeliaetca BblgaBaTb MegMUMHCKOMY paboTHUKY, MMelolWemy MnpaBo HasHayaTb
HapKoTMYecKne (NCMXOTPOMHbIE) JSieKapcTBEHHbIE Mpenapatbl, e4MHOBPEMEHHO He 6onee ABaauaTH
CneumnanbHbIX peLenTypHbiX 61aHKOB.

MepguunHckmne pa6OTHVIKVI, BbliNUCbiBawWwmMe peuentbl Ha HaAPKOTUYECKUe (I'ICMXOTpOI'IHbIe)
NeKapcCTBeHHble NpenapaTbl, HA OCHOBAHUW MNMPWUKa3a PyKoBOAUTENA Mep,MLl,MHCKOVI OopraHun3aunnm HecyT
JIMYHYKO OTBETCTBEHHOCTb 3@ COXPAHHOCTb MNOJAYYE€HHbIX CneunasbHbIX pPeuenTypHbIX 61aHKOB.
CneumnanbHble peuenTypHble 61aHKN, nonyyeHHble MegUUNHCKUM pa6OTHMKOM, XPaHATCA NOo4 3aMKOM B
ceﬁcbax, MeTannnvyecKkmnx Luxad)ax UM MmeTannnyeckmnx alnkKax.

22. B MegMLUMHCKOWM OpraHM3aumMm Co34aeTcsa MOCTOAHHO AeNCTBYHoWAA KOMUCCUA, KOTopas He
pexe 1 pasa KeapTan (No peleHuo PyKOBOAMUTENS MEAMUMHCKOM OpraHuM3auumu BO3MOXKHO Yalle)



OCYLLECTBASIET NPOBEPKY COCTOAHMA PErUCTPALLIUM U yyYeTa CneumanbHbIX peuenTypHbix 61aHKoB, B TOM
yucne NyTem CBEPKWM 3anumcent XKypHana perucTpaumm u yyeta cneumasnbHbiX peuenTypHbiXx 61aHKOB, €
baKTUYECKMM HalMuMeM CheLnabHbIX peLenTypHbix 61aHKOB, @ TaKXKe NPOBEPKY COCTOAHMA XPaHEHUA
cneumnanbHbIX peuenTypHbix 61aHKOB.

Mo pe3ynbTaTamM MPOBEPKK B XKYypHa/e PernctTpauumn 1 yderta cneumnasbHbix peuenTtypHbix 61aHKoB
[enaetca 3anncb 0 pesy/bTaTax NPoBeAeHNA CBEPKU AaHHbIX, 3aKpeneHHana NoAnUCcAMM BCEX YNEHOB
KOMMWCCUM, UM CO3aETCA CNEeLMabHbIN aKT MPOBEPKU.

23. depepanbHble opraHbl UCNOJIHUTE/IbHOW BIACTU U OPraHbl UCNOJIHUTEIbHOM BNACTM CyObEKTOB
Poccuiickot depepaumnmn oCyLLECTBASIOT KOHTPOb 33 OpraHu3auMein pernctpaumm, yyeta M XxpaHeHus
cneumanbHbiX  PeLenTypHbiX 61aHKOB B YMNOJIHOMOYEHHbIX OpraHM3aumMax WM MeaULMHCKUX
opraHM3aumax.

24. Bblgaya crneumanbHbIX peuenTypHbix 6/1aHKOB M3 pe3epBHOro 3anaca MwuHucTepcTBa
denepanbHbIM OpraHam WCNOAHUTENBbHOM BNAacTM M OpraHam MCMNOAHUTENbHOM BNACTU CyObEKTOB
Poccuitckon  depepaumm  OCyLLeCTBAAETCA  OTBETCTBEHHbIM  PabOTHMKOM  NOABEAOMCTBEHHOrO
yyperKAeHUA Ha OCHOBAHMM peLleHna ob OTMyCKe cneumnanbHbiX peLenTypHblx 61aHKOB, 0popMAEHHOTO
B BMAE NMUCbMA, NOAMNWCAHHOIO AWPEKTOPOM (B C/lyyae ero OTCYTCTBMA - 3aMecTUTeNemM AMPEKTopa)
[enapTameHTa peryiMpoBaHuA 00paLleHMA NeKapCTBEHHbIX CPEACTB UM MEeAUMUMHCKUX U3aenni
MwuHucTepcTBa.

MpoBepKa AeATeNbHOCTU NOABEAOMCTBEHHOIO YUpEeXAeHUs NO PerucTpauuu, yueTy U XpaHeHuo
pe3epBHOro 3anaca ocyllecTsadeTcA [enapTaMeHTOM peryanpoBaHuMa obpalleHUs NeKapCTBEHHbIX
CpeAcTB U MeAUUMHCKMX u3gennin MuHucTepcTBa 2 pasa B rog He nosgHee 20 uucna mecaua,
cneayowero 3a UCTEKLW UM NOYroAUEM.

MpunoxkeHne N 6

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMUA
Poccuiickon degepauymm

oT 24 HoA6ps 2021 r. N 1094H

NPABUNA
O®OPM/IEHUA PELIENTOB, COAEPXALLMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UIU NCUXOTPOMHbIX BELLLECTB, B TOM YUC/E B OPME
3NEKTPOHHbIX AOKYMEHTOB

I. OpopmneHue peuenTta Ha GymakHOM HocuTene

1. Ha peuenTypHbix 61aHKax ¢opmbl N 107/y-HIM B neBomM BepxHem yray NpocTasaAseTca WTamn
MeOMLMHCKON OpraHusaumMm C yKasaHMem ee MOJIHOTO HaMMeHOBaHuA, agpeca M TenedpoHa c AaTomn
BbINUCKM (JaTon obopMIeHUs) peLienTa Ha IEKapPCTBEHHbIV Npenapar.

PeuentypHble 6naHkn dopmbl N 107/y-HI M3roTaBaMBalOTCA UCKAOYMTENBHO TUNOrPadCKUM
cnocobom.

2. Ha peuenTtypHbix 6naHKax, OQpOPMAAEMbIX WHAMBUAYANbHLIMA MpPeAnpPUHUMATENAMM,
UMEIOWMMM NINLEH3NI0O Ha MEAMUMHCKYIO AeATe/NbHOCTb, B BEPXHEM JeBOM Yray Tunorpadckum
cnocobom WAM NyTem MPOCTaBAEHUA LWTaMna [AO/MKeH ObiTb yKasaH agpec MHAMBUAYANbHOrO
npegnpuHUmaTens, Homep M AaTa /AUUEH3MWM, HaMMEeHOBaHWe opraHa rocyAapcTBEHHOW BAacTH,
Bbl4ABLLEr0 JIULLEH3UIO.



3. PeuentypHble 6naHkn d¢opmbl N 107/y-HI 3anonHAlOTCA MeAUUMHCKMM  PaboTHUKOM
YepHUIAMU NN LUAPUKOBOM PYYKOMN.

4. JonyckaeTtca opopmaeHne BCEX PEKBU3UTOB (3a UCKAOYEeHUEM pekBM3MTa "Moanucb nevalero
Bpaya (noanucb denbaliepa, akywepkun)") peuentypHbix 6naHkos  dopmbl N 107/y-HM ¢
MNCNONb30BaHUEM MeYaTaloLMX YCTPOMCTB.

5. B peuentypHom 6narHke ¢opmbl N 107/y-HM B cTpokax "damunaua, nmsa, otyectso (nociegHee -
npu Haanumm) naumenTa" 1 "Bospact” yKasbiBaloTCA MONAHOCTbIO Gamuana, UM, oTYecTBO (NocaeaHee -
npyW HaIMYUKM) NaLMeHTa, ero Bo3pacT (KoAM4ecTso NoJHbIX NeT).

JonyctMmo yKkasaHue gatbl pOXAEHMA NauyeHTa.
6. B peuentypHom 6naHke dopmbl N 107/y-HI:

1) B cTpoke "Cepusa M HOMep NoJsiMca 0653aTe/IbHOr0 MeAULMHCKOrO CTPaxoBaHMA" yKasbiBaeTcs
HoMep noaunca 0ba3aTeNlbHOro MeANLMHCKOTO CTPaxoBaHUA NauMeHTa (Mpy Haanumm);

2) B cTpoke "Homep meauLMHCKOM KapTbl" YKa3biBaeTCA HOMep MeAMLMHCKOM KapTbl NaLMeHTa,
NOJIyYatoLLEero MeguLMHCKYI0 NMOMOLb B amMbByNaTOPHbIX YCIOBUAX, UAN UCTOPUM BONE3HU NaALMEeHTa,
BbIMMCbIBAEMOTO 13 MEAULMHCKON OpraHnsauuu;

3) B cTpoke "®damunus, ums, oT4ecTBo (NocaegHee - NPy HaMYMK) Nevallero Bpaya (denbalepa,
aKywepku)" yKasbiBaeTCcA MOAHOCTbIO GpaMWUA, UMS, OTYEeCTBO (MociegHee - MPU Ha/JM4MM) Bpaya
(denbalwepa, akywepKku), BbiNMCaBLIErO PeLEenT Ha HapKOTMYECKMI (MCUXOTPOMHLIA) NIeKapCTBEHHbIN
npenapar.

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

1) HaumeHOBaHWE  NeKapcTBEHHOro npenapata (MeXAyHapoAHOe  HenmaTeHTOBAHHOE
HaMMEeHOBaHMe, TPYNMUPOBOYHOE WAN XMMMUYECKOe HAaMMEHOBAHWe, TOProBoe HauMeHOBaHWE) Ha
NAaTUHCKOM A3blKE WM Ha PYCCKOM fA3blke, $OpMa BbIMYCKA, A03MPOBKA, KO/AMYECTBO (yKasblBaeTcs
Nponucbio Ha peuenTypHom baaHke dopmbl N 107/y-HN);

2) cnocob NpuMmeHeHWs NeKapCTBEHHOTO MpenapaTa Ha rocyAapcTBEHHOM A3blKke PoccuiicKoit
depepaumm UM Ha rocyaapcTBeHHOM A3blke Poccuitickolt Peaepaumm M rocy4apCcTBEHHOM f3blKe
pecnybuK 1 UHbIX A3blKax HapodoB Poccuitickoi degepaunn <1>,

<1>Yactb 1 ctatbm 15 3akoHa Poccuiickon ®eaepaumm ot 25 okTabpa 1991 r. N 1807-1 "O Asbikax
Hapozos Poccuiickolt ®epepaunn” (aanee - 3akoH N 1807-1). (BegomocTn cbesaa HapoaHbIX AenyTaToB
PC®CP n BepxoBHoro Coseta PCPCP, 1991, N 50, cT. 1740).

8. Npun obopmneHmmM peLenTypHbIX 61aHKOB 3aNpeLLAeTC OrPaHNYMBaATLCA 0BLLMMM YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "MU3BecTHO".

9. Mpu odopmneHUU nauumeHTy peuentypHoro 6naHka ¢dopmbl N 107/y-HIM Ha HapKOTUMYECKUi
(NCcWXOTpONHbIA)  NEKApPCTBEHHbLIM NpenapaT B pPamMKax OKa3aHWA MeAMLMHCKOW NoMoWM npu
onpeaeneHHom 3a60/1eBaHNMN TaKOM peLLenT 3aBepseTca:

1) noanNUCbIO M IMYHOW NeYaTbio Bpaya AMbo noanucbio denbaliepa (akywepku);

2) neyatblo MEAMUMHCKOW OpraHu3aumMuM, AnMbo CTPYKTYPHOro noApasfaeneHns MeauuMHCKON
opraHusaumm "[na peuentos", KoTopas MNPOCTaBAAETCA /IMLOM, YNOAHOMOYEHHbIM PYKOBOAMTENEM
MeAMLMHCKOW OpraHM3aumumn c ykasaHMem Gpamuanun, UMeHu, oTyecTsa (nocnegHee - Npu HaaUuum) u
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NpPOCTaBAEHMEM €0 JIMYHOM NOAMNUCH.

B cnyyasax HeobxoaMmoctM odopmaeHMa peuenta Ha HAPKOTUYECKUA  (MCUXOTPOMHbIA)
NIeKAPCTBEHHbIA NpenapaT Ha A0My B pPaMKax OKasaHMA MalAMaTUBHON MEeAMLMHCKON MOMOLM
OONYCKAeTCA NpeaBapuTEIbHOE 3aBEPEHME PeLenTa LWTAaMNOM MeLUUNHCKOM opraHuM3aLmn, neyatbto
MeAMLMHCKON opraHmnsaumm aAnbo CTPYKTYpHOro nogpasgeneHns MeauuMHCKOW opraHusaummn "Ona
peuenTtoB”, KOTOpas NpPOCTaBAAETCA JIMLOM, YMNO/JHOMOYEHHbIM PYKOBOAUTENEM MEAULMHCKON
OpraHM3aumm, ¢ ykasaHuem bamuanmn, UMeHMU, oT4ecTBa (nocaeaHee - NPU HaMYMKU) U NPOCTaBAEHUEM
ero aAnyHon nognucu. Mpu 3TOM B KypHafie perncTpauum M ydeTa peuenTypHbix 6/1aHKOB B
COOTBETCTBUM C [MOpALKOM perncrTpauuum, yd4eta M XpaHeHua creumanbHbiX peLenTypHbix 6/1aHKOB Ha
HAPKOTUYECKME CPeacTBa WAW MNCUXOTPOMHble BELECTBA, YTBEPMKAEHHbIM HACTOALMM MPUKA30oM,
[enaetcA OTMETKa O ero Bblgaye AnA 0GOpPMIEHUA Ha AOMY, a TaKXKe OTMEeTKa, YAOCTOoBepeHHasn
nognucblo Bpadya nnbo denbpliepa (akywepku), obopmuslLero peuent, o ¢pakre ero opopmaeHus,
KOTOPbI MOKeT ObITb AOMONHUTENBHO NOATBEPKAEH GOTO- U (MIM) BUAEOMATEPUANAMMU.

B cTpoke "OTmeTKa anTeyHoit opraHuMsaumMm o6 oTnycke" CcTaBUTCA OTMETKa anTe4yHoW
OpraHusaumMm o6 OTMyCKe HapPKOTUYECKOro (MCUMXOTPOMHOrO) IEKAPCTBEHHOrO Npenapata (C yKasaHvem
HaMMEHOBaHWA, KOAMYecTBa OTMYWEHHOrO0 HAPKOTUYECKOro (NMCMXOTPOMHOr0) NeKapCTBEHHOro
npenapaTa U AaTbl ero OTMNYCKa), KOTopas 3aBepAeTca NOAMUCbI0 PaboTHMKa anTeYHOW OpraHu3auuuy,
OTNYCTUBLLEro HAPKOTUYECKUIA (NCUXOTPOMHbBIN) NEKAPCTBEHHbIM NPenapaT (C yKasaHuem ero ¢pamuamu,
MMeHM, oTyecTBa (NocnegHee - NPU HaNMYMKM), @ TAKKe KPYr/Ioi neyaTbio anTeyHoW opraHv3auuu, B
OTTUCKE KOTOPOI AO0MKHO BbITb MAEHTUDULMPOBAHO NOSHOE HAMMEHOBAHWE anTe4YHOM OpraHn3aLmu.

10. Ha ogHom peuenTypHom 6i1aHKke dpopmbl N 107/y-HIN paspeluaeTca ocyWwecTBAATb Ha3HaYeHne
TO/IbKO O4HOr0 HAMMEHOBAHMA IEKAPCTBEHHOrO Npenapara.

11. UcnpasneHua B peuenTe He AOMYCKAOTCA.
Il. OdopmneHune peuenta B popme 3/1€KTPOHHOTO AOKYMEHTa

12. PeuenT B popme 3/1€KTPOHHOIO AOKYMEHTA, NOLNUCAHHOIO YCUIEHHOW KBAaANMPpULMPOBAHHOM
3/IEKTPOHHOW nognucbio, GopmupyeTcs MeaULUHCKUM PaboTHUKOM, CBEAEHMSA O KOTOPOM BHECEHbI B
denepanbHbIl  pPerucTp MeauUMHCKUX paboTHUKOB <2>, a TaKXe npu YCAOBUKM pernctpauuu
MeAMLMHCKOW opraHMsauuu, B KOTopoi odopmMaseTca peuenT, B GeaepanbHOM peectpe MeanuLLMHCKUX
OopraHusaunini <3> egMHOMN rocyaapCcTBEHHOW MHPOPMALLMOHHOM CUCTEMBI B chepe 34paBOOXPAHEHUSA U
NOAK/IOYEHUS TaKOW MEeAMUMHCKOW OpraHM3auMu K rocyAapcTBEHHOM MHPOPMALMOHHOW cucTeme B
chepe 3apaBooxpaHeHms cybbeKTa Poccunitickolt ®egepaumm <4>,

<2> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaATe/NbCTBA
Poccuiickon deaepaummn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbu 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaTe/bCTBA
Poccuiickoit deaepaummn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Ctatbu 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaTeNbCTBa Poccuinckol
depepauum, 2011, N 48, cT1. 6724).

13. Mo TpeboOBaHWIO MaLMEHTa WM ero 3aKOHHOro npeacTaBuTens opoOPMAAETCA IK3eMNAsap
peuenta B ¢opmMe 3/MEKTPOHHOrO OOKYMEHTA Ha Oyma)KHOM HocuTene ¢ oTMeTKon "[ybnukar
3N1IeKTPOHHOrO AOKyMeHTa".
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