[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apernctpmpoaHo B MuHiocte Poccum 30 Hoabpsa 2021 r. N 66124

MMWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMU

NMPUKA3
oT 24 HoA6pa 2021 r. N 1094H

OB YTBEPXKAEHUM NOPALOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NPENAPATOB, ®OPM PELIENTYPHbIX
B/TAHKOB HA NNEKAPCTBEHHbDIE NMPEMAPATbI, NTOPAAKA O®OPMJIEHUA
YKA3AHHbIX B/IAHKOB, UX YYETA U XPAHEHUA, ®OPM BJ/IAHKOB
PELLENTOB, COAEPHALLUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NNU NCUXOTPOMHDbIX BELWECTB, NOPAAKA UX U3TOTOB/EHNA,
PACNPEAENEHNA, PETUCTPALUUN, YHETA U XPAHEHHA,
A TAKXKE NPABU/1 OPOPMJIEHUA B/IAHKOB PELLENTOB,
B TOM YANC/IE B ®OPME 3/IEKTPOHHbIX AOKYMEHTOB

B cooTBeTCcTBMM C NYHKTOM 16 YacTu 2 cTaTbk 14 PeaepasibHOro 3akoHa oT 21 Hoabpa 2011 r. N 323-
®3 "O6 ocHOBax oxpaHbl 340p0BbA rpaxkaaH B Poccuiickont deaepaumn” (CobpaHue 3akoHoaaTeNbCTBA
Poccuitckoit depepaumm, 2011, N 48, cT. 6724; 2017, N 31, c1. 4791), nyHKTOM 2 cTaTbM 26 denepanbHoro
3aKoHa oT 8 AHBapsa 1998 r. N 3-d3 "O HapKOoTUYECKUX CpeacTBax U NCcUXoTponHbix Bewecteax" (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit depepaumm, 1998, N 2, ct. 219; 2017, N 31, cT. 4791), nognyHKTamu
5.2.177, 5.2.178 n 5.2.179 nyHkTa 5 MonoxeHua o MUHUCTEpPCTBE 34paBOOXpaHeHMa Poccuinckom
depepaunn, yTBepKAEHHOrO noctaHosaeHnem [MpaButenbctBa Poccuiickon ®eaepaumm ot 19 uMioHsA
2012 r. N 608 (CobpaHue 3akoHoaaTenbcTea Poccuiickon ®epepaumm, 2012, N 26, c1. 3526; 2015, N 23,
cT. 3333; 2017, N 52, cT. 8131; 2021, N 43, cT. 7258), np1Ka3sbiBato:

1. YTBepauThb:
MNMopAaAoOK Ha3HaYeHWA NeKapCTBEHHbIX MpenapaToB COracHo npuaoxexuo N 1;
dopmbl peLenTypHbIX 61aHKOB HA NEKAPCTBEHHbIE NpenapaTbl COFIACHO NpuaoXKeHuto N 2;

Mopsaok odopmaeHUs peuenTypHbiX 6N1aHKOB Ha JeKapCTBeHHble npenapatbl, WX ydyeTa W
XpaHeHuA cornacHo npuaoxeHuto N 3;

dopmbl 61aHKOB peuenToB, cogepKaluux HasHaYeHNEe HAPKOTUYECKMX CPEeACTB AN MCUXOTPOMHbIX
BeLLeCcTB, COrnacHo npuaoxeuuwo N 4;

nOpﬂAOK MU3roToBAEHUA, pacnpeaeneHuna, permcTtpaunmm, ydeta n XxpaHeHuna peyuenTtos, coaepalmnx
Ha3Ha4YeHne HapKOTUYECKUX CPEACTB UM NCUXOTPOMHbIX BELWECTB COIN1aCHO NPUIOKEHUIO N 5;

Mpasuna odopmMaeHUAa peLenToB, COAEPKALMX Ha3HauYeHMe HapPKOTUYECKMX Cpeacts MAu
MCMXOTPOMHbIX BELWECTB, B TOM Yncae B pOpMe 3N1EeKTPOHHbIX JOKYMEHTOB COrIacHO npuaoxeHuto N 6.

2. Mpu3HaTb YTPaTUBLUMMM CUAY:

npuKkas MuHUcTepcTBa 34paBooxpaHeHnn Poccuinckoit ®epepaumm ot 1 asrycta 2012 r. N 541 "06
yTBEpKAeHUM GopmMbl 61aHKOB pPeuenToB, CoAepiKallyMX HasHauyeHWe HAPKOTUYECKUX CPeacTB Wu
MCUXOTPOMHbIX BELLECTB, MOPALKA UX U3rOTOBNIEHWA, PpacrpedeeHuns, PerMcTpaLmm, yYeTa u XxpaHeHus, a
Takke npasun obopmneHuns" (3apernctpmpoBaH MuHUCTEpPCTBOM toCTUUMM Poccuiickon dPeaepaumnn 15
asrycta 2012 r., pernctpaumoHHbiit N 25190);



npuKkas MmnHUcTepcTea 34paBooxpaHeHuna Poccuinckon Pegepaunn ot 30 mioHa 2015 r. N 385H "O
BHECEHMM U3MEHEHWI B NPUKa3 MUHUCTEPCTBA 34paBooxpaHeHua Poccuiickon ®epepauum ot 1 aBrycTa
2012 r. N 54H "O6 yTBEp*aeHUM Gopmbl 6NAHKOB PELLENTOB, COAepPMKaLUMX HasHaYeHNe HaPKOTUYECKMUX
CpeacTB UM NCUXOTPOMHbIX BELLECTB, NOPAAKA UX U3rOTOB/IEHUA, pacnpeaeneHns, perucTpaumm, yueta
XpaHeHUs, a Takxe npasun odopmneHus" (3apernctpuposaH MUHUCTEPCTBOM HOCTUUMM Poccuiickom
depepaunn 27 Hosbpa 2015 r., pernctpaunoHHbin N 39868);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoit ®epepaumm ot 21 anpensa 2016 r. N 2541 "0
BHECEHUM W3MEHEHWI B npuka3z MuHWUcTepcTBa 34paBooxpaHeHua Poccuitckoit ®epepauymm ot 20
aekabpa 2012 r. N 1175H "O6 yTBep)KAeHMWU MopaAKa Ha3HAYeHMA U BbIMUCbIBAHMA NEeKapPCTBEHHbIX
npenapatoB, a Takxe ¢oOpm peuenTypHbiX 6NaHKOB Ha J/IeKapCTBEHHble npenapaTtbl, MopAAKa
odopmneHmna yKasaHHbIXx 61aHKOB, X ydeTa n xpaHeHuAa" n npunoxenune N 2 K npukasy MuHuctepcTtsa
3apaBooxpaHeHnsa Poccuinickon Pepepaummn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHUM dopmbl
61aHKOB PELLenTOB, COAEPMKALLMX Ha3zHAYEHME HAPKOTMYECKUX CPEeACTB MM MCUXOTPOMHbLIX BELLECTB,
nopsaaKka WX M3roTOBNEHMUA, pacnpeneneHus, pPerucTpaumm, yvyeTa M XpaHEHMA, A TaKXKe Npasun
odopmneHunsa" (3apermctpuposaH MuHUcTepcTBoM toCcTULMK Poccuinckort deaepaumm 18 miona 2016 r.,
pernctpaumnoHHbiin N 42887);

NYHKT 4 U3MEHEHWUI, KOTOpble BHOCATCA B HEKOTOPbIE NPUKa3bl MUHUCTEPCTBA 34paBOOXPAHEHMUA
M coumanbHoro passuTma Poccuiickoi ®Pepepaumm n MuHUCTepcTBa 34paBOOXPaHeHMA Poccuiickol
depepaunn no Bonpocam ObBpaLLEHWUA NEeKAPCTBEHHbIX MPENnapaToB, COAEpPNKALLMX HAPKOTUYECKUe
cpeacTBa, MCUMXOTPOMHblE BeLWecTBa M MX MPEKYpCcopbl, M JIEKAPCTBEHHbIX CPeACTB, MOAAEMKALLUX
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXKAEHHbIX MNpuKasom MUHWCTepCTBA 34paBOOXPaHEHUA
Poccuitckoit ®epepauymm ot 31 oktabpa 2017 r. N 882H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit Pepepaunm 9 aHeapa 2018 r., peructpaumoHHbin N 49561);

npukas MuHucTepcTsa 3apaBooxpaHeHma Poccuiickoit ®eaepaumm ot 11 aekabps 2019 r. N 1021H
"O BHeceHUM u3MeHeHMn B npunoxeHna N 2 uM 4 K npukasy MuUHUCTepCTBaA 34paBOOXPAHEHMSA
Poccuiickoit degepaunm ot 1 aBrycta 2012 r. N 54H "O6 yTBepaeHun dopmbl GNAHKOB peuenTos,
COAEpPKALLMX HA3HAYEHME HAPKOTMYECKUX CPeactB WMAM  NCUXOTPOMHbLIX BELLECTB, NOpAgKa MX
W3roTOB/JIEHWNA, pacnpeaeneHna, PerucTpaumm, ydyeta M XpaHeHWus, a TakKe npasun odopmieHuma"
(3apernctpuposaH MwuHUCTepcTBOM tOCTUUMKM  Poccuiickon depepaummn 28 saHeBapa 2020 .,
pernctpaumnoHHbiin N 57293);

npuKkas MuHucTepcTBa 34paBooxpaHeHns Poccuiickon Pegepaumm ot 8 okTabpsa 2020 r. N 1076H
"O BHeceHWW U3MeHeHWN B MMopALOK perucTpauum, ydyeta U XpaHeHUA CheuManbHbIX peLenTypHbIX
6N1aHKOB Ha HAPKOTMYECKME CPeAcTBA MAM MCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbIA MNPUKa3OM
MuHUCTEepCTBA 34paBooxpaHeHma Poccninckoit Pegepaumm ot 1 asrycta 2012 r. N 541" (3apermctpupoBsaH
MuHucTepcTBOM tocTuLMm Poccuiickon ®Peaepaunn 13 Hosbpa 2020 r., pernctpaunoHHbiin N 60898);

npukas MunHucTepcTea 3apaBooxpaHeHns Poccuninckon ®epepaumm ot 14 aHsapa 2019 r. N 41 "06
YTBEPKAEHUN NOPAAKA Ha3HAYEHMA NIeKapCTBEHHbIX MpenapaTos, ¢Opm peuenTypHbiXx 6AaHKOB Ha
IeKapCcTBeHHbIe MpenapaTbl, nopAgKka O0QOPMNEHMA YKasaHHbIX 6/1aHKOB, MX y4yeTa M XpaHeHua"
(3apernctpuposaH MuHUcTepcTBOM  toCTUUMKM  Poccuiickon  degepauum 26 mapta 2019 r.,
pernctpaumnoHHbiin N 54173);

npuKkas MuHucTepcTBa 34paBooxpaHeHma Poccuiickon Peaepaunn ot 11 gekabps 2019 r. N 1022H
"O BHeceHMW U3MeHeHW B NpuKas MWHUCTEPCTBa 34paBooxpaHeHusa Poccuitickon Pepepaunn ot 14
AHBapsa 2019 r. N 4H "O6 yTBepXAeHMM nopAgKa HasHAYeHWUsA NeKapPCTBEHHbIX npenapaTos, ¢opm
peLenTypHbIX 6/1aHKOB Ha IeKapCTBEHHbIE NpenapaThbl, MopAAKa 0GOPMAEHNA YKa3aHHbIX 6NaHKOB, MX
yyeTa U xpaHeHua" (3apernctpuposaH MuHUcTepcTBOM tocTUUMKM Poccuinckon Pepepaunn 28 aHBaps
2020 ., peructpaumoHHbii N 57292);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin Pegepaumnm ot 8 oktabpa 2020 r. N 1075H
"O BHECEeHMM W3MEHEHWIr B MNOPAAOK Ha3Ha4YeHUA NEeKAPCTBEHHbIX MNPenapaToB, YTBEPKAEHHbIN



npukasom MuHuUCTepcTBa 34paBooxpaHeHusa Poccuiickon Pepepaunmn ot 14 sHeapa 2019 r. N 4H"
(3apernctpupoBaH MuHUCTepcTBOM tocTUumMKM  Poccuiickoit  Pepepaumm 22 pekabpa 2020 .,
pernctpaunoHHbiin N 61695);

NyHKT 3.8 MHCTPYKUMM O MopAaKe BbINMUCbIBAHUA NIEKAPCTBEHHbIX MpenapatoB u opopmaeHus
peuentoB M TpeboBaHU-HaKNAAHbIX, YTBEPKAEHHON NPUKAzom MWHWUCTEPCTBA 34p3aBOOXPAHEHUA U
coumanbHoro passutma Poccuiickont Peaepauum ot 12 pespana 2007 r. N 110 "O nopaske HasHayeHUA U
BbIMUCbIBAHWA  NIEKAPCTBEHHbIX  MPEnapaTtoB,  W34eAU  MEeOMUMHCKOTO  HasHayeHua U
cneumnanmns3npoBaHHbIX NPOAYKTOB sieyebHoro nutaHuA" (3apernctpuposadH MUHUCTEPCTBOM HOCTULUN
Poccuitckoii ®epepaummn 27 anpena 2007 r., pernctpaunoHHbiin N 9364);

npuKas MmMHMUCTEPCTBA 34PaBOOXPaHEHMA U COLMANbHOIO pa3suTuA Poccuinckon ®epepaunm ot 17
man 2012 r. N562H "06 yTBepaeHnn MNopaaka oTnycka GpMU3nYeCKUM INLAM IEKAPCTBEHHbIX NPenapaTos
ONA MeOUUMHCKOrO NMPUMEHEHUA, COAEPMKALLMX KPOME MafblX KOJMYECTB HAPKOTUYECKUX CPEACTB,
NMCUXOTPOMHBIX BELLECTB WM WX MPEKYPCOpPOB Apyrve ¢GapmaKoNorMyeckme aKTMBHble BelecTBa”
(3apernctpupoBaH MwuHuUcTepcTBOoM  toctuumm  Poccuiickont  Pepepaumm 1 wmwoHa 2012 .,
pernctpaunoHHbiin N 24438);

NMYHKT 2 U3MEHEHWI, KOTOPblE BHOCATCS B HEKOTOPbIE MPUKasbl MUHMUCTEPCTBA 340aBOOXPAHEHMS
M couuanbHoro paseutUA Poccuiickoint depepaunmn, yTBEpPXKOEHHbIX NpUKasom MuHKUCTepcTBa
34paBooxpaHeHua Poccuitckoir Pepgepaumm oT 10 wmwoHAa 2013 r. N 369H (3apernctpupoBaH
MuHUcTepcTBOM tocTuLMm Poccuiickon ®Peaepaunm 15 miona 2013 r., peructpaumoHHbin N 29064);

npukas MuHuctepcTBa 3apaBooxpaHeHns Poccuiickoit ®egepauymm ot 21 asrycta 2014 r. N 4651 "0
BHECEHUM M3MEHEHWI B MOPALOK OTMYCKa OU3MYECKMM AMLAM NEKAPCTBEHHbIX MNpenapaTtoB AAs
MEOMLMHCKOTO MPUMEHEHUA, COAEP)KALLMX KPOME MasbiX KOAMYECTB HAPKOTUYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB W MX NPEKypcopoB papyrve ¢GapmMaKoNOrMyeckne aKTMBHble BELLECTBA,
YTBEPKAEHHbIA MPUKa3om MUHUCTEPCTBA 34PaBOOXPAHEHMA M COLMANbHOFO PasBuTUA Poccuiickoin
depepaunn ot 17 masa 2012 r. N 562H" (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMM Poccuinckol
depnepaunn 10 ceHTabpa 2014 r., pernctpaumoHHbiin N 34024);

NYHKT 1 M3MeHEHW, KOTopble BHOCATCA B HEKOTOPbIE NPUKa3bl MUHUCTEPCTBA 34paBOOXPAHEHMUA
M coumanbHoro passuTma Poccuiickoi ®Pepepaumm u MuHUCTepcTBa 34paBOOXpPaHeHMA Poccuiickol
depepaunn, yTBepKAEHHbIX NPMKasom MUHUCTEPCTBA 34paBooXpaHeHua Poccuiickolt ®epepaumm ot 10
ceHTAbpsa 2015 r. N 634H (3apeructpupoBaH MuHUCTEpCTBOM toCTUUMKM Poccuiickon ®epepaumn 30
ceHTabpsa 2015 r., peructpauymoHHbii N 39063);

NMYHKT 3 U3MEHEHNI, KOTOPble BHOCATCA B HEKOTOPbIE MPMKa3bl MUHMUCTEPCTBA 340aBOOXPAHEHMS
N coumanbHoro passutua Poccuitckoit Pepepaumm 1 MUHUCTEPCTBA 34paBOOXpPaHeHUA Poccuitckol
depepaunn no Bonpocam obpalleHMA NeKapCTBEHHbIX MPENnapaToB, COAEPMKALLMX HAPKOTMYECKUe
cpeacTsBa, NCUXOTPOMHbIE BELLECTBA M WMX MPEKYPCOPOB, M NEKAPCTBEHHbIX CPEACTB, MOAENKALLUX
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YTBEPXAEHHbIX MNPUKasoM MUHUCTEPCTBA 34PaBOOXPAHEHUSA
Poccuitckoit depepaumm ot 31 oktabpa 2017 r. N 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit Pepepaunm 9 aHeapa 2018 r., peructpaumoHHbin N 49561).

3. PeuenTypHble 6naHku ¢opmbl N 107/y-HM, mM3roToBNeHHble A0 AHA BCTYNAEHUA B CUNY
HaACTOALLEro NpMKasa, MoryT 6bITb MCNoAb3oBaHbl 40 1 mapTa 2023 roaa.

4. Hactoawmi npukas BctynaeT B cuay ¢ 1 mapTa 2022 r. u geicreyeT go 1 mapta 2028 .

MuHuctp
M.A.MYPALLKO



MpunnoxkeHme N 1

K NpuKasy MUHUCTEePCTBA 34PpaBOOXPAHEHMUSA
Poccuitckoit egepaumm

oT 24 HosbpAa 2021 r. N 1094H

NOPAOOK HASHAYEHUA NEKAPCTBEHHbIX NPEMAPATOB
|. O6wme nonoxkeHma

1. HasHauyeHMe /leKapCTBEHHbIX MpenapaToB AAd MeAMUMHCKOro npumeHeHusa (panee -
JIeKapCTBEHHbIE NPEnapaTtbl) OCYLLECTBAAETCA NeYallMmM Bpayvyom, ¢penballepom, aKylepKon B ciyyae
BO3/IO’KEHUS Ha HWUX TMOJIHOMOYMI Jleyallero Bpaya, MPU OKasaHUM MeAMUMHCKOM MOoMOLLM B
MEANUMHCKMX  OopraHmsaumsax <1>, B nopagKe, YCTAaHOBAEHHOM MpuKasom MWUHUCTEpPCTBA
3paBOOXPaHEHNA U coumanbHoro passntma Poccuiickoit Peagepaunn ot 23 mapta 2012 r. N 252H "06
yTBepxaeHun [Mopsaka Bo3foXeHMa Ha denbalepa, aKywepKy PyKoOBOOUTENEM MeAMUMHCKOM
OopraHM3auum npu OpraHU3auMM OKasaHMA MNEepPBUYHON MeAMKO-CaHUTAapPHOW MOMOLLM W CKOPOW
MeANUMHCKON NOMOLM OTAENbHbIX GYHKUMIA leyaliero Bpaya Mo HenocpeacTBEHHOMY OKasaHMUIo
MeAMUMHCKON MOMOLLM MAUMeEHTY B nepuog, HabnioaeHUsa 33 HUM U ero fievyeHus, B TOM 4ucne no
Ha3HA4YeHUIO U MPUMEHEHUIO NEKAPCTBEHHbIX MPEnapaToB, BKAOYAA HAPKOTUYECKME NEKAPCTBEHHbIE
npenapatbl " MCUXOTPOMHbIE  IEeKAPCTBEHHbIE npenapatbl" <2>, WHAMBUAYANbHBIMU
npeAnpUHUMATENSAMM, OCYLLECTBAAOWMMN MEAULMHCKYI0 AeATeNbHOCTb (Janee - MeAUUMHCKME
paboTHUKN).

<1> MyHKT 11 ctaTbn 2 PegepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl
3/10poBbA rpaxkaaH B Poccuitckort Pepepaumnn” (CobpaHume 3akoHoaaTenbcTBa Poccuiickon deaepaumm,
2011, N 48, cT. 6724, 2019, N 52, c1. 7796) (nanee - deaepanbHbiit 3akoH N 323-93).

<2> 3apeructpmposaH MuHuctepctBom toctnumm Poccuinickon Pepepaunmn 28 anpena 2012 r.,
pernctpaunoHHbiit N 23971 ¢ usMeHeHUAMM, BHECEHHBIMU NPUKa3zoM MUHUCTEPCTBA 34paBOOXPAHEHNS
Poccuitckoit ®epepauymm ot 31 oktabpa 2017 r. N 882H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMM
Poccuitckoit Pepepaumm 9 aHeapa 2018 r., peructpaumoHHbin N 49561).

MeaMUMHCKMI paboTHUK, OGOPMUBLLMIA peLenT C HapyweHMem HacToAWero nopsaka, uam
pyKoBOAWUTENb MEAMLMHCKOW OpraHusaumm obecneymBaloT CBOEBPEMEHHoe nepeodopmieHmne
Tpebyemoro a1 nauMeHTa peuenTa.

2. CBegeHMA O Ha3HAYeHHOM /NeKapCTBEHHOM npenapate (HaMMeHOBaHME /eKapCTBEHHOro
npenapara, AO03UPOBKa, CNocob BBeAEHUA U MPUMEHEHUA, PEKMUM A03MPOBAHUSA, NMPOAO/IKUTENbHOCTb
nieveHuns n 060cHOBaHWE Ha3HaYeHUA NeKapCTBEHHOIO npenaparta) BHOCATCA MeAULNMHCKUM PaboTHUKOM
B MeAMLMHCKYIO IOKYMEHTaLMIO naumneHTa.

B cnydyasx, yKasaHHbIXx B nyHKTax 8 - 11 Hactosawero [lopagaka, MeaMUUMHCKUIA pPabOTHUK,
Ha3Ha4YMBLLMW IeKapPCTBEHHbIN NpenapaTt, 0obopMaseT Ha3HauYeHMEe NeKapCTBEHHbIX NpenapaTos, B TOM
yncae noanexkalmMx U3roToBJEHUIO U OTMYCKY anTeYHbIMM OpraHusaumMaMKn (ganee - NeKapcTBEHHbIE
npenapaTtbl UHANBUAYANbHOIO U3roTOBAEHUSA), Ha peuenTypHom BaaHke, obopMaEHHOM Ha BymaxKHOM
HocuTene 3a CBOen NOANMUCHIO (ganee - peuenT Ha BymaxKHOM HocuTene), u (Man) ¢ cornacus NaymeHTa
WU ero 3aKOHHOro NPeacTaBUTeENa <3> Ha peuenTypHom 6iaHKe B dopme 3/IeKTPOHHOIo AOKYMEHTa C
NCNO/Ib30BaHMEM YCUNEHHOM KBANNPULMPOBAHHON 3N1EKTPOHHOM NoAnncn MeamuMHCKOro paboTHMKa
(oanee - peuent B popme 31€KTPOHHOIO AOKYMEHTA).




<3> MNyHKT 2 cTaTbk 20 PegepanbHoro 3akoHa N 323-$3 (CobpaHume 3akoHoZaTenbcTBa Poccuinckol
depepaunn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B popme 31EKTPOHHOIO AOKYMEHTA, COAEPKALMA Ha3HaYeHMe HapKOTUYECKUX CPeacTB
WU NICUXOTPOMHbBIX BELLECTB, NOAMMUCLIBAETCA C MCMNO/b30BAaHUEM YCW/IEHHOM KBaNMOUUMPOBAHHOWM
3/1eKTPOHHOM NOANUCK Nlevallero Bpaya uau denbaliepa, akylwepKkn, Ha KOTOPbIX BO310XKeEHbl QYHKLMM
Jlevallero Bpaya, U COOTBETCTBYHOLLEN MeAMLMHCKOWM OpraHmu3aumm <4>,

<4> MyHKT 1 cTaTbM 26 PenepanbHoOro 3akoHa oT 8 aHBaps 1998 r. N 3-d3 "O HapKOTUYECKUX
cpeacTBax U NCUXOTPONHbIX BellecTeax" (CobpaHue 3akoHoaaTenscTea Poccuinckoit depepaumm, 1998, N
2, cT. 219, 2017, N 31, cT. 4791) (nanee - PepepanbHbliin 3akoH N 3-P3).

OdopmneHure peuenToB B Gopme 3N1EKTPOHHbIX AOKYMEHTOB OCYLLECTBAAETCA B C/lydyae NPUHATUA
YNO/IHOMOYEHHbIM OPraHOM MCMOIHUTENIbHOM BIacTM cybbeKTa Poccuiickoin ®esepauunn B COOTBETCTBUM
Cc nyHKTOM 4 cTaTbM 6 PepepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpalweHun
NeKapcTBeHHbIX cpeacTB" <5> peweHnsa 06 MCNONb30BaHMM Ha TeppuTOpuKM cybbekTa PoccuitcKol
denepaumn Hapagy C peuenTaMmy Ha JIEKapCTBEHHble Mpenapatbl, 0GOPMAEHHBIMU Ha BymaxkHOM
HOCMTesle, PEeLEenToOB Ha JIeKApPCTBEHHble npenapaTbl, CPOPMUPOBaAHHLIX B GOpPME 3/IEKTPOHHbIX
[OKYMEHTOB.

<5> CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®epepauymm, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Mpu BbINUCKE NaUMeHTa U3 MeAULMHCKOW opraHu3aumu, B KOTOPOW emy OKasblBajiacb
MeNLMHCKAsA MOMOLLb B CTaUMOHapPHbIX YCNOBUAX, MPU HEOBXOAMMOCTM MPOAO/AKEHMA NpUema
JIeKapCTBEHHOrO Npenaparta B ambynaToOpPHbIX YCA0BUAX AaHHOMY MaLMeHTy Mo pelleHnio pyKkosoauTens
MeNUNHCKON opraHM3aummn HasHavaoTca ¢ opopmaeHrem pelenTa B popme 31eKTPOHHOTO AOKYMEHTa
M (Mnn) Ha BymaxkHOM HocuTene (3a UCKAoYeHMEemM OGOPMNEHUS pPeLenToB Ha NeKapCTBeHHble
npenapatbl, Nogaexalwune oTnycky 6ecnnaTHO UAU CO CKMAKOW) nnbo BblaaloTca (NauMeHTy MAu ero
3aKOHHOMY NpeacTaBUTENt0) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUM 60/Me3HU fieKapCTBeHHble
npenapatbl, B TOM YMCe HapKOTMYECKMEe W NCUXOTPOMHbIE SIeKapCcTBEHHble NpenapaTtbl, BHECEHHble B
cnucku Il m 11l nepeyHA HapKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYyPCOpOoB, MoA/iexallnx
KOHTpoto B Poccuitickoint depepaunn, yteepkaeHHoro Mpasutenbctsom Poccuiickoli degepayum <6>
(manee - NepeyeHb), cMAbHOAEMCTBYIOWME TIeKAPCTBEHHbIE NpenapaTbl, Ha CPOK NpMemMa NauueHToM [0
5 oHen.

<6> MyHKT 2 cTatbn 2 PepepanbHoro 3akoHa N 3-d3 (CobpaHue 3aKoHoaaTenbcTBa Poccuinckoi
depepaunn, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHayeHWe /feKapCTBEHHbIX MpenapaToB MNpW OKas3aHUMM MeAULMHCKOM MoMoWM B
CTaUMOHAPHbIX  YCNOBUAX MOXET OCYLLeCTBAATbLCA NocpeAcTBOM  TpeboBaHMI  MeaUUMHCKOM
opraHuMsauMun,  HanpasBAsieMblX B anTeyHble  OpraHuM3auuKn,  ABAAIOLWLMECA  CTPYKTYPHbIMMU
noapasgeneHuamm meguuMHCKOM opraHnsaumm. <7>

<7> MyHKT 54 ctatbn 4 PepepanvHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "0O6 obpalieHUm
NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit depepauum, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - PeaepanbHbiit 3akoH N 61-P3).



5. HasHayeHue neKapCTBEHHbIX MPENAPaTOB OCYLLECTBAAETCA MEAMUMHCKMM PaboTHUKOM Mo
MeKAYyHAapPOAHOMY HENMaTeHTOBAaHHOMY HaMMEHOBaHUIO, a MPU ero OTCYTCTBUW - FTPYNMUPOBOYHOMY UM
XMMMYECKOMY HaMMeHOBaHWMIO. B ciyyae  OTCyTCTBMA — MeXKAYyHApPOAHOrO  HenaTeHTOBAHHOro
HaVMMeHOBaHMA U TPYNNUPOBOYHOTO WMAN XMMWYECKOTO HaMMEHOBAHMA JIeKapCTBEHHOro npenapaTta
NIeKapPCTBEHHbIN NpenapaT HazHa4YaeTca MeaULMHCKMM paboTHUKOM Mo TOProBOMy HammeHoBaHMo. Mpu
HaANYMMU MEONUMHCKMX NOKa3aHUM (MHAMBMAYaNbHAA HEMNEPEHOCUMOCTb, MO KU3HEHHbBIM NOKA3aHUAM)
no peleHuto BpavyebHOM KOMUCCUM MEeAMUMHCKON OpraHM3auumn <8> ocyLecTBAAETCA Ha3HauyeHue U
odopmieHMe HA3HAYEHUA JIEKAPCTBEHHbIX MpenapaToB, He BXOAAWMX B CTAHAAPTbl MeAULMHCKOW
nomoum, paspaboTaHHble B COOTBETCTBUM C NyHKTOM 14 cTaTbu 37 ®egepanbHoro 3akoHa N 323-93 <9>,
WA He NpefyCMOTPEHHbIX COOTBETCTBYHOLLEN KJAMHMYECKOW peKomMeHAauuein, Anbo no TOprosbim
HaMmeHoBaHMAM. PelweHne BpayebHOM KOMUCCMM MEOMLMHCKON oOpraHusaumm ¢GuKcupyetca B
MeAVLMHCKON AOKYMEHTaLMN NAUMEHTa U B KypHane BpayebHOM Komuccum.

<8> MpurKasz MuUHWUCTEPCTBA 340aBOOXPAHEHMA U COLMANBHOIO PasBuTMA Poccuiickoit Pepepauum
oT 5 mas 2012 r. N 502H "O6 yTBEpKAEHUN NOpALKa CO34aHMA U AeATeNbHOCTU BpayebHON Komuccum
MeaULMHCKOM opraHusaummn"” (3apeructpmpoBaH MuHucTepcTBom tOCTUUMKM Poccuiickon degepaumm 9
nioHa 2012 r., pernctpaumoHHbiit N 24516) ¢ N3SMEHEHUAMMU, BHECEHHbIMWU MpPUKa3zom MUHKUCTepCTBa
34paBooxpaHeHua Poccuiickon Pepepaumm ot 2 gekabpa 2013 r. N 886H (3aperncrtpupoBaH
MuHUcTepcTBOM tocTUL MK Poccuiickon Peaepaunn 23 agekabpsa 2013 r., peructpaymoHHbid N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit Pepepaumnu, 2011, N 48, cT. 6724.

Ecam npu oKasaHUM naumMeHTy MeAMUMHCKON MOoMOWM B MeAMLMHCKOW opraHusaumMmM B
CTaLMOHAPHbIX YCNOBMAX MO PeLIeHU0 BpavyebHON KOMUCCUM OCYLLECTBAAIOTCA Ha3HauyeHue u
NpUMeHeHMe NeKapCTBEHHOro npenaparta ¢ KOHKPETHbIM TOProBbIM HaMMEHOBaHMEM, TO MPU OKa3aHUK
AAaHHOMY NaUMeHTy MeAULMHCKON NOMOLWM B WHOW MeAMUMHCKOW OpraHuM3auuu B CTaUMOHapHbIX
YCNOBUAX, a TaKXKe B ambynaTOpHbIX YCNOBMAX OCYLLECTBAAETCA Ha3HayeHMe emy NeKapCTBEHHOro
npenapara c TeM e TOProsbIM HanmeHoBaHuem <10>.

<10> MyHKT 2 noctaHoBneHun lMpaBuTtenbcTBa Poccuiickon Pepepaumm ot 30.06.2020 N 965 "O
BHECEHUU U3MeHeHul B MNpaBunaa GopMUPOBAHMA NEepPeYHA NEKAPCTBEHHbIX CPEACTB, 3aKyMnKa KOTOPbIX
OCYLLECTBAAETCA B COOTBETCTBMM C UX TOPrOBbIMW HAMMEHOBAHUAMMU, N O MPUMEHEHUUN NEKAPCTBEHHbIX
npenapaToB ¢ KOHKPETHbIMWU TOProBbiMU HanmeHoBaHuamKu" (CobpaHue 3aKoHoAaTeNbCTBa Poccuitckol
depepaunn, 2020, N 28, cT. 4422).

6. HasHayeHMe nekapcTBEHHOro npenaparta B peuenTe Ha BymakHOM HocuTesne WAW peuente B
dbopme 3M1eKTPOHHOro AOKYMeHTa 0dopmMAaseTCA Ha MMA MauMeHTa, AAA KOTOpOoro npeAHasHayed
NleKapcTBeHHbIN Npenapar.

Peuent Ha BymaxkHOM HocuTesie, odOpPMIEHHbIN Ha pelentypHom 6naHke ¢popm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBep*AEHHbIX HACTOAWMM MPUKA30M, MOXKET BbITb NOJyYEH
NaLMeHTOM, ero 3aKOHHbIM NPeacTaBUTeNIEM UAN IULOM, UMEKLWMM 0POPMIEHHYIO B COOTBETCTBMU C
rpak4aHCKMM 3aKoHoaaTenbctBom Poccuiickon depepaumm [OBEPEHHOCTb OT MaUMEHTa Ha MpaBo
nosly4eHuMA Takoro peuenTa (ganee - ynoJTHOMOYEHHOE /IMLO).

MpeacTaBneHve AOBEPEHHOCTM He TpebyeTcs B cnyyae NoOJyYeHUA peLenTta Ha JIeKapCTBEHHbIN
npenapar Ana MHKypabenbHoro 60/1bHOro Ha 3aBepLUAloLLLEM 3TANe ero *KU3HWU IMLOM, OCYLLLECTBAOLMM
YXOZ4 33 TakKMM UHKypabenbHbiM 60AbHbIM. B Takom ciydae MeAMUMHCKMI paboTHWMK BblaaeT auuy,
OCYLLECTBAAIOWEMY YXO4 33 UHKypabenbHbIM 60NbHbIM, AOKYMEHT, MOATBEPKAAIOLWMIA UHKYpabenbHoe
coctoAaHne 60NbHOrO, CoAepXKaliuMii CBeAeHMA O /uue, KoTopoe 6yaeT nosyyaTb JfieKapcTBEHHble



npenapartbl No peuenty (bamuama, Mms, oTYECTBO (NocieaHee - NPU Hanummn), Bug, cepus u (nnmn) Homep
[OKYMEHTa, YA,0CTOBEPAIOLLErO JIMYHOCTb), 3aBEPEHHbIV NOAMMUCHIO M NeYaTbio A4aHHOTO MeANLMHCKOro
pPaboTHMKa, a TaKKe NevyaTblo MeANLMHCKON OpraHn3auum.

ﬂ,OKYMeHT, HO,D,TBEP)KAHIOLLI,VIVI MHKypaﬁeanoe COCTOAHUE 6OJ'IbHOI'O, OCTaeTcs B anTeyHoW
opraHnsauuun.

Peuent B popme 3/1EKTPOHHOIO AOKYMEHTa PpOpPMUPYETCA C UCMOIb30BaHMEM FOCYAaPCTBEHHOM
MHPOPMAUMOHHOM cucTembl B cdepe 3apaBooxpaHeHUs cybbekTa Poccuitickonnt dPegepauuu,
MeaNLMHCKOM MHPOPMALMOHHOM CUCTEMbBI MEANLMHCKOM opraHmn3aumnm <11>,

<11> Cratbm 91 n 91.1 degepanbHoro 3akoHa N 323-$3 (CobpaHume 3akoHoAaTeNbCTBA Poccuninckol
depepaunn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT Bblga4yn peuenta Ha J'IeKapCTBeHHbIﬁ npenapar 3akKOHHOMY nNpeacTaBuUTento wUan
YNO/THOMOYEHHOMY 1LY d)VIKCMpy&TCﬂ B ME,D,VILI,MHCKOﬁ AOKYMEHTAUMN NaUnNEeHTa.

7. MeguumHckum paboTHMKam 3anpeutaetca opopmMaATb peLenTbl NPU OTCYTCTBUM Yy NaUMeHTa
MeAMUMHCKMX MOKasaHWi; Ha He3aperncTpMpoBaHHble JeKapCTBeHHble npenapaTbl <12>; Ha
NeKapcTBeHHble NpenapaTbl, KOTOPble B COOTBETCTBUM C MHCTPYKLUMEN N0 MeAULUUHCKOMY NPUMEHEHMIO
npegHasHayYeHbl 418 NPUMEHEHWNA TONbKO B MEANLMHCKMX OPraHn3aLmaAX; Ha HapKOTMYECKMe cpeacTBa U
MCMXOTPOMHbIE BellecTBa, BHeCeHHble B cnUcoK Il lepeyHs, 3aperucTpupoBaHHble B KayecTse
NeKapcTBEHHbIX NPenapaTtos, B LenaxX NpMMeHeH s ANa NeYeHns HapKoOMaHUK.

<12> PeweHne CoseTa EBpasmiicKOM 3KOHOMMUYECKOM KOmMMUCCUM OT 3 Hosbpa 2016 r. N 78 "O
MpaBuaax perncTpaunm u 3KCNepTU3bl JIEKAPCTBEHHbIX CPeacTB AN MEAULMHCKOTO NpumeHeHus"
(odunumanbHbIi caT EBpasniiCKOro SKOHOMUYECKOro coto3a http://www.eaeunion.org/, 21 Hoa6ps 2016
r.). Cratba 13 degepanbHoro 3akoHa N 61-d3 (CobpaHme 3akoHoaaTenbcTBa Poccuiickon deaepaunmy,
2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

NHauBuAayanbHbiM  NPeanpuUHUMATENSAM, OCYLLECTBAAIOWMM  MEeAUUUHCKYI0  AeATeNbHOCTb,
OONONHUTENbHO K TpeboBaHMAM, yKa3aHHbIM B ab3aue NepBOM HacCTOALWLEro NyHKTAa, 3anpeliaeTca
odopMNATb peLenTbl HA HAPKOTUYECKME CPeaCTBA U NCUXOTPONMHbIE BELLECTBA, BHECEHHbIE B CMMUCKK |l n
Il NepeuHs (pnanee - HapKOTUYECKME M MCUXOTPOMHbIE JIeKapCcTBEHHble npenapatbl cnvckos Il u I
Mepeyns).

8. Mpn Ha3Ha4yeHMM HAPKOTMYECKUX M MNCUXOTPOMHBbIX JIEKAPCTBEHHbIX MpenapaToB cnmcka |l
MepeyHs, 3a UCKAOYEHMEM NEKAPCTBEHHbIX MPENnapaToB B BUAE TPaHCAEPMA/bHbIX TepaneBTUYEeCKMX
CUCTEM W NEeKapCTBEHHbIX MNpenapaToB, COAepXKalux HAPKOTUYECKOe CpeacTBO B COYETaHUMU C
AQHTaroHUCTOM OMWOWAHbLIX PEeLEenTopoB, peLenTbl Ha OymarKHOM HocuTene o¢popPMAAIOTCA Ha
peuentypHom 6naHKe dpopmbl N 107/y-HI.

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 opopmnaeTtca npu HasHaYeHUU:

1) HapKOTMYECKMX WM MCUXOTPOMHbIX JIEKAapPCTBEHHbIX MpenapaToB cnucka |l MNepeyHa B Buge
TPaHCAEPMANbHbBIX TepaneBTUYECKUX CUCTEM, HAPKOTUUYECKUX JIEKAPCTBEHHbIX npenapaTtosB cnucka |l
MNepeyHs, coaepKalmMx HAPKOTUYECKOE CPeACTBO B COYETAHNUN C aHTAaroHUCTOM ONMUOUAHBIX PELLEenToOpos,
NCUXOTPOMHbIX IEKAaPCTBEHHbIX NpenapaTos cnucka lll NepeyHs;

2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENAPATOB, COAEPMKALLMX:

a) KO4EeWNH nnn ero conun (B nepecyeTe Ha 4YnCToe BEU.I,ECTBO) B Konmyectse 0 20 Mr BKAOYUTENIbHO



(Ha 1 po3y TBepAOMN NnekapcTBEHHOM dopMbl) UK B Koandectse Ao 200 mr BKAOUMTENbHO (Ha 100 mAa nau
100 r *KnaKoh nekapcTBeHHOM GopMbl 417 BHYTPEHHENO NPUMEHEHMUA);

6) nceBaoadenpuHa rmapoOxXIopUA B KOAMYECTBe, Npesbiwatowem 30 mr, 1 A0 60 Mr BKIOUMTEIbHO
(Ha 1 po3y TBepAo nekapcTBeHHOM dopMmbl);

B) nceBaoadeapuHa rMapoxaopua B Koandectse, npesblluatoiem 30 mr, M Ao 60 Mr BKAKOYUTENBHO
B COYETaHMM C AeKcTpomeTopdaHoM rmapobpommaom B KoamyecTse, npesbiwatowem 10 mr, u go 30 mr
BK/IlOUMTEIbHO (Ha 1 403y TBEpAOM IeKapcTBEHHON GOpPMbl);

r) aekctpomeTtopdaHa ruapobpommna B Konnvectse Ao 200 mr BKAOUYMTENbHO (Ha 100 ma namn 100
I *KUAKOW NeKapCcTBEHHOM GopMbl A/1A BHYTPEHHErO NPUMEHEHMUA);

4) abenpuHa ruapoxaopug B Konmdectse, npesbiwatowem 100 mr, u go 300 mr BKAHOUUTENBHO (Ha
100 mn mnm 100 r *KuaKoW nekapcTBeHHOM GOpPMbl ANA BHYTPEHHErO NPUMEHEHMUS);

e) adenpuHa rugpoxnopua B KoamyectBe Ao 50 mr BrAouuTenbHo (Ha 1 po3y TBepaol
NleKapcTBeHHoM popmbl);

) ¢deHunnponaHonamuH B KoaudyectBe A0 75 Mr BKAouuTenbHo (Ha 1 p[o3y TBepaol
NeKapctBeHHoi dopmbl) am ao 300 mr BKAoUMTENbHO (Ha 100 ma mam 100 r XKUAKOM NeKkapCTBEHHOM
dopMbl g1 BHYTPEHHETO NPUMEHeHUs);

3) ¢peHobapbuTan B KonmyectBe A0 15 Mr BKAKOUUTE/NIbHO B COYETAHUM C KOoAeWHOM (Man ero
CONSIMM) HE3AaBUCMMO OT KoainyecTBa (Ha 1 o3y TBepaoi nekapcTBeHHOM dopmbl);

n) deHobapbutan B KoamyectBe A0 20 Mr BKAKOUYUTENIbHO B COYETaHMM C 3degpuHOM
rMAPOXI0PUAOM HE33aBUCMMO OT Ko/iMyecTBa (Ha 1 403y TBepAON IeKapcTBEHHOM GpopMmbl);

K) XnopAmasenokcug B Koanyecree, npesbiwatowem 10 mr, u go 20 mr BkAoUMTENbHO (Ha 1 go3y
TBEPA0N IeKapCcTBEHHON GOPMbI);

3) nekapcTBeHHbIX MPenapaToB UHAMBUAYA/NbHOIO WU3rOTOBJAEHWA, COAEPMKALLMX HAPKOTUYECKoe
CpeacTBo MAWM NCUXOTPOMHOE BelecTBo cnucka Il MepeyHa, n gpyrve dpapmakonornyeckme akTUBHbIE
BEleCcTBA B [J03e, He MpPEeBblWAlOWEN BbICWYH pa3oByld 403y, W NpW YCAOBUM, YTO 3TOT
KOMOMHMPOBAHHbLIA /IEKAPCTBEHHbIA MNpPenapaT He ABAAETCA HapPKOTUYECKMM MAM NCUXOTPOMHbLIM
NleKapCcTBeHHbIM npenapatom cnucka ll MNepeyHs;

4) NeKapcTBEHHbIX MNPEMNapaToB, BK/AOYEHHbIX B MNepevyeHb JIEKAPCTBEHHbIX CPeacTB And
MEeAMUMHCKOTO  NPUMEHEHWA, NoANeXallmMx NpeaAMEeTHO-Ko/MYecTBeHHOMY  yyeTy (panee -
JIeKapCTBEHHbIe NpenapaThbl, BKAOYEHHble B nepeyeHb MKY) <13>.

<13> MoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHua MNpasuTtensctea Poccuitckoit ®enepaunn ot
19.06.2012 N 608 "O6 ytBepxaeHun [MonoxeHna o MuHUCTepcTBe 34paBoOXpaHeHua Poccuiickol
depepaunn" (ganee - MNonoxeHne o MwuHuctepctse) (CobpaHue 3akoHoaaTenbCTBa Poccuitckol
depepaunn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuenTypHbiit 6naHk popmbl N 148-1/y-04(n) opopmnseTca npu HasHaYEHUU NEeKapPCTBEHHbIX
npenapaToB rpa*kAaHam, UMeoLWUM NPaBo Ha becnaaTHoe NoJlyyeHne IeKapcTBEHHbIX NPenapaTos Uan
noJlyyeHue NeKapCTBEHHbIX MPENapaToB CO CKUAKOM.

11. PeuenTypHbiii 61aHK dpopmbl N 107-1/y odpopmnseTca Npu HasHaYeHU:

1) neKkapcTBeHHbIX NPEenapaToB, He YKa3aHHbIX B NyHKTax 8, 9 HacToswero MopaakKa;



2) KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX NPENAPATOB, COAEPMKALLMX:

a) aprotammHa rMApOTapTPaT B KO/MYecTBE A0 5 mr BKAuMTenbHo (Ha 1 [o3y TBepaoi
NleKapcTBeHHoM popmbl);

6) apeapuHa ruapoxnopua B Konndecrse Ao 100 mr BkaounTenbHo (Ha 100 ma nam 100 r Kuaxoi
JleKapcTBeHHOW GOpPMbI A1 BHYTPEHHETO NPUMEHEHMSA);

B) ncesnoadenpuHa ruapoxaopug B Koandectse, He npesbiwatowem 30 mr (Ha 1 o3y Teepaom
JNleKapcTBeHHon Gpopmbl);

r) ncesLosdendpvHa rMAPOXAopUA B KOAMYecTBe, He npesblwatowem 30 Mr, B COYETaHWUU C
AeKkcTpomeTopdaHoM rMapobpomMmnaom B Konnyectse, npesbiwatoiiem 10 mr, u 4o 30 Mr BKAOYUTENBHO
(Ha 1 no3y TBepAoM nekapcTBeHHOM GopMmbl);

4) AekctpomeTtopdaHa rnapobpomuz B Koauyectse, npesblwakowem 10 mr, v go 30 mr
BK/IlOUMTENIbHO (Ha 1 f03y TBEPAOWN IeKapCcTBEHHON GOopMbl);

e) deHobapbuTan B KosimyecTse, npesblwatowem 20 mr, n o 50 mr BraoUMTENbHO (Ha 1 Ao3y
TBEPA0WN IeKapCcTBEHHON GOpPMbI);

X) ¢eHobapbutan B KonmuectBe A0 20 Mr BK/AOYUTENbHO B COYETaHUM C 3ProTamMUHOM
rMAapoTapTPaTOM HE3aBMCMMO OT KoaudecTsa (Ha 1 403y TBepAoi fnekapcTBeHHON Gopmbl);

3) xnopanasenoKkcuz B Konnyectse 4o 10 mMr BKAounTeNbHO (Ha 1 403y TBEpAOl leKapCcTBEHHOM
dopmbl).

12. Mpn HazHaYeHUWN NEeKaPCTBEHHOroO NpenapaTa MHANBUAYANbHOTO MU3roTOBJAEHUA B peLenTe Ha
bymarkHOM HocuTene u (Mam) peuente B GoOpme 3NEKTPOHHOrO AOKYMEHTa HanmmeHOoBaHMA
NeKapcTBeHHbIX CpeacTB (BEWecTB), BKAOYEHHbIX B nepeyeHb MKY, yKasbiBaloTcs B Hadane peuenTa,
3aTeM - BCE OCTa/ibHble UHIPeANEHTbI.

13. MNpn Ha3HayeHUW NIeKapCTBEHHOro npenapaTa B peLente Ha bBymaxKHOM Hocutene u (Mnu)
peuente B popme 3NEKTPOHHOTO AOKYMEHTa 3anpeliaeTca MNPeBbIWaTb KOJMYECTBO HAPKOTUYECKMX
CpeacTB UM MCUXOTPOMHbIX BELLLECTB, KOTOPOE MOMKET ObITb BbIMMCAHO B O4HOM peLenTe, yCTAaHOBNEHHOE
npunoxenmem N 1 K HacTtoAwemy MNopAaaKy, 3a UCKAKOYEHMEM CNy4aeB, YKa3aHHbIX B MyHKTax 15 u 24
HacTosawwero MopagkKa.

14. MNpn Ha3Ha4YeHUN NeKapCTBEHHbIX NPEenapaTos, BKAKYEHHbIX B nepeyeHb [MKY, Ao3a KOTOpbIX
NPeBbIlAeT BbICWNWA OAHOKPATHbIA NpUEM, MEAUUMHCKMI paboTHMK o603HayaeT p[o3y 3TOro
NIeKapCTBEHHOrO MpenapaTa B peLenTe Ha OyMaXHOM HoOCUTene MPOMUCbID C MPOCTaBAEHUEM
BOCKAMLATENbHOIO 3HaKa U (MAM) NPOCTaBAAET BOCKAMLATENbHbIN 3HAK Npu odoOpmMaeHMM peuenTa B
bopMme 3N1eKTPOHHOIO JOKYMEHTA.

15. KonnyecTBO HasHayYeHHbIX IEKAPCTBEHHbIX MNPEenapaTos, BKAOYEHHbIX B nepedeHb [MKY, npu
OKa3aHWW nauMeHTaMm, HYXOAWMMCA B AJUTENbHOM JIeYEHMW, NEPBUYHON MeAMKO-CaHUTapHOM
NOMOLLM U MaNIMATUBHON MEAMUMHCKOM NOMOLLU MOXKET OblTb YBE/IMYEHO C YYETOM KAMHUYECKMX
pekomeHaaunn He 6onee Yem B 2 pasa MO CPABHEHMIO C KOJIMYECTBOM HAPKOTUYECKUX CPEeACTB UK
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOMET ObiTb BbINMMCAHO B OAHOM peLenTe, YCTAaHOBAEHHbLIM
npunoxenmem N 1 K HacToawemy Mopagky.

B cnyyasx, NpeaycMOTpPeHHbIX ab3auem nepsbiM HACcTOALLEro NyHKTa, Ha peuenTax Ha bymaxKHom
HocuTeNe NpousBoaMTcA Haanucb "Mo cneunanbHOMYy HasHayeHUIo", oTAEeNbHO 3aBepeHHan NoAnNuUchio
MeaULMHCKOro paboTHMKA M neyaTblo MeAMUMHCKOM opraHusauum "[na peuenTtoB", Ha peuenTax B
dbopme 3NEeKTPOHHOro JOKYMeHTa npousBoauTca oTmeTKa "lMo cneumanbHOMy HasHadeHuw" c
NPOCTaBNEHNEM YCUNEHHOW KBaANPULMPOBAHHOM 3NEKTPOHHON NOANMCU MeAMLMHCKOro paboTHUKa.



16. CocTaB NeKapCTBEHHOrO Mpenaparta, JieKapcTBeHHas ¢opma M obpalleHne MeanUMHCKOro
paboTHMKa K dapmaueBTUYeckoMy paboTHMKY 06 OTNyCKe NeKapCTBEHHOro npenapaTta Ha BymMaskHOM
HocuTesnle OPOPMAIOTCA Ha TATUHCKOM WM PYCCKOM Si3biKe B POAMUTE/IbHOM MaAeXKe, 3a UCK/IoUYEeHNEM
odopmaeHus peuentoB B opMe 3N1eKTPOHHOTO JOKYMEHTA, OCYLLECTBASEMOrO Ha PYCCKOM fA3bIKe.

Mpn odopmneHuMn peuenTypHbix ONAHKOB  [OMYCKAaeTCAs  WUCMNOJIb30BaHWE  COKpPALLEHWIA
(npnnoxkeHune N 2 K HacToswemy Mopagky).

MpM Ha3HayeHWW NEeKapCTBEHHOro npenapaTa He AO0MYCKAaeTCa COKpalleHMe HaumeHOBaHWiA
WHrpeaneHTOB, COCTaBAAIOLLMX IEKAPCTBEHHbIN NpenapaT, He NO3BOAIWMX YCTaHOBUTb, KAKON MUMEHHO
NeKapcTBEHHbIM NpenapaT Ha3Ha4eH.

17. Cnocob npumeHeHnn neKkapcTBeHHOro npenapaTa 0603Ha4YaeTcs ¢ yKasaHMemM NyTu BBeAeHUs,
003bl, YacTOTbl, BpeMeHU Npuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) U ero AAUTeNbHOCTWU, a ANs
NleKapCTBEHHbIX NpenapaTos, B3aMMOAENCTBYIOWMX C MULLEN, - BpeMEHU UX yNoTpebaeHns 0THOCUTENIbHO
npuema nuWM (40 eapl, BO BpemMa eabl, nocse eabl).

18. Mpyn HeE0bX0AMMOCTU HeMeAIeHHOTO UKW CPOYHOro (B TeueHMe AByX paboumnx AHel) oTnycKa
NleKapCcTBEHHOro NpenapaTa NauMeHTy B BepXHel YacTu pelenTa Ha 6ymMarKHOM HOoCUTe le NPOCTaBAAOTCA
o6o3HauyeHua "cito" (cpoyHo) nnu "statim" (HemeaneHHo). AHaNOrMYHblE 0603HAYEHWS NPOCTABAAOTCA B
BMAE OTMETOK Npu opopmaeHnmn peuenta B Gopme 3N1eKTPOHHOIO AOKYMEHTa.

19. NMpu obopmaeHNN HazHaAUYEeHNA FOTOBOrO NIEKAaPCTBEHHOrO Npenapara B pelenTe Ha 6yMakHOM
HocuTene wuauM peuente B Gpopme 3/7EKTPOHHOrO AOKYMEHTa KOAMYECTBO AENCTBYHOLWMX BELLECTB
YKa3blBaeTCA B COOTBETCTBMM C MHCTPYKUMEN MO MeAUUMHCKOMY NPUMEHEHWUIO NeKapCTBEHHOMo
npenapara. [lonycTMMO yKasblBaTb A03MPOBKY IeKapCTBEHHbIX NPenapaTtoB CUCTEMHOro Aeicteua (ana
pe3opbTUBHOro NpMema) B TBepAbiX 1eKapCTBEHHbIX popmax (Hanpumep, TabAeTKM, NOPOLIKK, Kancy/bl)
KaK copeprkaHue OAHOro WM HECKOJIbKUX AENCTBYIOLWMX BelwecTB B eAuMHMUAX mMaccbl (B rpammax,
Munanrpammax). Jonyctumo yKasblBaTb 403MPOBKY JIEKAPCTBEHHbIX NPenapaToB CUCTEMHOIO AeNCcTBUA
(ana pe3sopbTMBHOrO NPUMEHEHUS) B KUMAKUX JIeKapCTBEHHbIX ¢opmax (Hanpumep, pacTBOpbI,
CyCMeH3Mu) KaKk cogeprkaHue O4HOIO WM HEeCKONbKMX AeNCTBYIOWMX BELLECTB B eAMHMLAX Maccbl Ha
eanHULYy o6bema (Hanpumep, MUAAUTPAMM/MUANMANTP) C YKa3aHnem obLero obbema 1ekapcTBEHHOM

dopmbl.

MNpn odopmaeHUN HaszHAYEHUSA NEeKAPCTBEHHOro npenapata MHAMBWAYANbHOrO M3roTOB/IEHUA B
peuenTe Ha bBymarKHOM HocuTesne unum peuente B opmMme 3/IEKTPOHHOIO AOKYMEHTA KOZIMYECTBO TBEPAbIX
M cbinyunx dapmaueBTUYECKUX cybcTaHuMiA yKasbiBaeTca B rpammax (0,001; 0,5; 1,0), Kuakmx - B
MUNNNANTPAX, TPAMMaX U Kannsx.

20. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/EKTPOHHOIrO AOKYMeHTa, 0odOpPMIEHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHauyeHHble A1 OTNYCKa JIeKapCTBEHHbIX
npenapaTtos, NPeAyCMOTPEHHbIX NoanyHKTammn 1 - 3 nyHKTa 9 HacToAwero Mopaaka, AeNCTBUTENbHbI B
TeueHue 15 gHel co aHs odpopmaeHus.

21. PeuenTbl Ha BymaxkHoOm HocuTene, B Gopme 3/1eKTPOHHOIro AOKYMeHTa, opopmaeHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) M npepHasHayeHHble ANA OTMYCKa NEKapCTBEHHbIX
NpenapaToB rpaxgaHam, YKasaHHbIM B NyHKTe 10 HacToAwero MNopaaka, AencTBUTENbHbI B TeyeHue 30
AHel co AHA 0DOpPMAEHUSA, 33 UCKNOUEHUEM Cly4aeB 0GOPMIEHUS pPeL.enTa B COOTBETCTBUN C MYHKTAMM
38 1 39 HacToAwero MNopsaka, NPU KOTOPbIX OH AeNCTBUTENEH B TedeHue 15 aHel co gHa odopmaeHus.

22. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/EKTPOHHOIrO AOKYMeHTa, 0odOpPMIEHHble Ha
peuentypHom 6naHke ¢dopmbl N 148-1/y-04(n) M npegHasHayeHHble ANA OTMYCKa J1€KapPCTBEHHbIX
npenapaToB rpaxgaHam, AOCTUTLWMM MEHCMOHHOIO BO3PacTa, MHBAZMZAM MepBOM Tpynnbl, AETAM-
WHBanMAaM, a TaKKe rpaxgaHam, CTpajalowmm XPOHUYECKMMM 3aboneBaHUAMM, TPebyoLWMMM
OJ/IMTENbHOTO KYPCOBOFO /leYeHus, AencTBuTenbHbl B TedeHne 90 gHel co AHA odopmneHus, 3a



WCKNIOYEHMEM CNlyYyaeB, YKasaHHbIX B MyHKTax 38 v 39 HacTtoAwero Mopagxa, NpU KOTOPbIX OH
OencTBuTeneH B TedyeHune 15 aHen co gHA opopmaeHus.

ONna neyeHus XpoHWYecKMx 3abonNeBaHWi YKasaHHbIM KaTeropusm rpaxAaH JIeKapcTBEHHble
npenapatbl ¢ 0bOpPMIEHMEM PELLENTOB Ha BYMaKHOM HOCUTE/le UK PeuUenToB B GOpPMeE 31EKTPOHHOTO
AOKYMEHTa MOTyT Ha3HayaTbCA Ha Kypc AedyeHns ao 180 gHe.

23. Peuentbl Ha BymaxHOM HocuTene, B Gopme 3/EKTPOHHOrO AOKYMeHTa, 0dOPMIEHHble Ha
peuentypHom 6naHke popmbl N 107-1/y 1 npeaHasHayeHHble 414 OTMYCKa IeKapCTBEHHbIX NPenapaTos,
npeaycMoTpeHHbIX MyHKTOM 11 HacToawero MNopagKa, AeAcTBUTENbHbI B TedeHne 60 AHel co AOHA
odpopmneHus.

MpyM HasHayeHMM TOTOBbIX JIEKAPCTBEHHbLIX MPEnapaToB M JIEKAPCTBEHHbIX MNpenapaTos
WUHANBUAYANLHOTO M3rOTOB/IEHWUA NaLMEHTaM C 3a601eBaHMAMM, TPEOYIOWMMM SANTENBHOTO KYPCOBOTO
neyeHus, c obopmaeHrem Ha peuentypHom 6naHke popmbl N 107-1/y peuenta Ha BymaxKHOM HocuTene
nan B opMe 3/1eKTPOHHOTO AOKYMEHTA YCTaHaB/IMBAETCA CPOK AEMCTBMSA peLenTa B npegenax 4o 04HOro
roga.

B cnyyae yCTaHOBNEHMA CpPOKa AENCTBMA peuenTa B npedenax A0 OAHOMO rofda B peuente
npoussoauTca Hagnuck: "Mo cneunanbHOMy HasHayeHWr", 0603HaYaeTca CPOK AEeNCTBUA peuenTta M
NepMoAMYHOCTb OTMNYCKa SIeKaPCTBEHHbIX MPenapaToB U3 anTe4yHoW opraHM3aumMm Uan MHANBUAYAAbHbIM
npeanpuvHMMaTeNnem, UMeLMM IULLEH3NIO Ha papMaLeBTUYECKYIO AeATeNbHOCTb <14> (ekeHeaenbHo,
€KeMeCsYHO M UHble nepuosbl). [JONONAHUTENBHO 3TO YKasaHWe 3aBepsAeTca NOAMUCbI0 MeANLMHCKOTo
paboTHMKa, a TaKXKe neyaTbio MeAnLMHCKON opraHm3aumm "Ons peuentos” (ons peuenTta Ha GymarkHOM
HoCUTeNe) NN YCUeHHOW KBanUdULMPOBaAHHOW 3N1EKTPOHHOW NOAMUCHI0 MeAMLIMHCKOro PaboTHUKA U
/ML, YNOJIHOMOYEHHOTO 3aBEPATb AOKYMEHTbI OT MMEHU MeaMLMHCKOM opraHusaumm (aaa peuenTa B
dbopme 31eKTPOHHOro AOKYMEHTA).

<14> TMyHKT 47 vactn 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-#3 "O
JNINLEH3NPOBAHUM OTAENbHbIX BUAOB AesTenbHocTM" (aanee - PeaepanbHbliit 3akoH N 99-93) (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumm, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24, PeuenTbl Ha NeKapCTBeHHble npenapaTbl, BKAKOYEHHble B nepedeHb [MRY, gna nedveHuA
NauneHTOB C XPOHUYECKMMM 3aboneBaHMAMKN MOTYT 0POPMAATLCA HA Kypc edeHunna ao 60 gHel.

B cnydyae, Koraa Kypc nedyeHusa cocTasnaeT 6onee 30 AHel, AONONHMTENbHO B peLenTax Ha
6ymaxKHOM HocuTesie Npon3BoaAnTca Hagnuch "Mo cneunanbHOMY HazHaYeHMO", 3aBepeHHan NoANUCHIO
MeaUUMHCKOro paboTHMKa M neyaTbio MeAMLMHCKOM opraHm3aummn "[na peuentos", Ha peuentax B
dopme 3NEeKTPOHHOro [AOKYMeHTa npou3BoauTca oTMeTKa 'llo cneumanbHoOMy HasHavyeHuo" ¢
NpPOCTaBAEHUEM YCUIEHHON KBAaIMPULMPOBAHHOM 3/IEKTPOHHOM NoANUCU MeANLMHCKOro paboTHMKA U
LA, yNoONHOMOYEHHOTo 3aBEPATb AOKYMEHTbI OT MUMEHU MeANLMHCKON OpraHM3auun.

25. Peuent Ha 6ymaxkHOm HocuTene B GOpPMEe 3/1EKTPOHHOTO AOKYMEHTa, OPOPMJIEHHbIN C
HapyLweHMEeM YCTaHOB/IEHHbIX HAacTOALWMM NopagKkom TpeboBaHUI, CUMTAETCA HEAENCTBUTENIbHBIM.

Il. Ha3HauyeHuWe neKapcTBEHHbIX NPenapaToB NPU OKasaHUU
MeAULMHCKON NOMOLLM B CTAaLMOHAPHbIX YCI0BUAX

26. Mpn OKasaHMM MNaUUEHTYy MeAMLMHCKON NOMOLLM B CTALMOHAPHbLIX YCAOBMAX Ha3HadeHue
NleKapcTBeHHbIX npenapaToB npoussoautca 6e3 odopmaeHus peuenta MeaUUMHCKMM pPaboTHMKOM
eANHONNYHO, 32 UCK/IOYEHMEM CYHaEB, YKa3aHHbIX B NyHKTe 27 HacTosalwero MNopaaka.

27. CornacoBaHWe HasHayeHMA NNeKapCTBEHHbLIX MpenapaTtoB C 3aBeAyloWwuMm oTaeneHnem umnum



OTBETCTBEHHbIM AEXYPHbLIM Bpa4om nmbo APYyrmim nnuom, YnosIHOMOYEHHbIM MPUKA30M I/M1aBHOIo Bpaya
ME,CI,VILI,VIHCKOVI opraHnsauunun, a TaKXe, npu Haan4ymun, C BpPavYomM - KJINHUYECKUM d)apMaKOJ'IOI'OM
HGO6XOAMMO B C/Qiy4daax:

1) O4HOBPEMEHHOIO Ha3Ha4YeHUA NATU U bonee NEKAPCTBEHHbIX MPeENapaToB O4HOMY NAUUNEHTY;

2) Ha3HaYeHUA NeKapCTBEHHbIX MPEnapaTos, He BXOAALLMX B NepeYeHb *KU3HEHHO HEOBX0ANMbIX U
BaXKHEMLWMX NIeKapCTBEHHbIX MpenapatoB <15>, NpyM HETUNUYHOM TeyeHUM 3aboneBaHus, HaAUuum
OC/IOXKHEHUI OCHOBHOrO 3abosieBaHMA W (MAKM) CONYTCTBYHOLWMX 3aboNeBaHU, NpPU  HasHAYEHUU
NleKapcTBEHHbIX MpenapaTtosB, 0CO6EHHOCTM B3aUMOAEWCTBMA M COBMECTMMOCTU KOTOPbIX COFNAcHO
MHCTPYKUMAM NO UX TMNPUMEHEHUIO MPMBOAAT K CHUNKEHWIO 3ddeKTUBHOCTM U 6HesonacHocTu
dbapmakoTepanum n (MaKn) co3gatoT NOTEHLMANbHYHO ONAaCHOCTb ANA }KM3HWU U 340P0BbA NaLUMeHTa.

<15>Yactn 1 ctaTbm 60 PepepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoZaTenbcTBa Poccuninckol
depepaunn, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yKa3saHHbIX C/ly4Yasx Ha3HayeHWe NEeKAPCTBEHHbLIX NpenapaToB GpUKCMPyeTcAa B MeULMHCKOW
OOKYMEHTauMKM naumeHTa W 3aBepseTcs MNOAMUCBI0 MeAWMUMHCKOTO paboTHWMKa M 3aBeaylowero
oTaeneHnem (OTBETCTBEHHOMO AEKYPHOro Bpaya UM APYroro ynoAHOMOYEHHOrO Anua).

28. MeguLMHCKMIA PaboOTHUK MeAMUMHCKOW opraHM3aumm (ee CTPYKTYpHOro nogpasgeneHus),
pacnonoXeHHOW B CeNbCKOM HACe/NIeHHOM MyHKTE, OCYLLeCTBAAET HA3HayeHuMe JIeKapCTBEHHbIX
npenapaToB B CAy4YanX, YKasaHHbIX B NyHKTax 27 1 29 HacToAwero MNopAaaka, e gMHONANYHO.

29. Mo pelueHNo BpayebHOM KOMUCCUU MaUMeHTam NPU OKasaHUM UM MeAMLMHCKOM NOMOLLN B
CTaUMOHAPHbIX YCNOBMAX Ha3HaA4YaloTCA JIeKapCTBEHHble MpenapaTtbl, He BK/OYEHHble B MepevyeHb
U3HEHHO HeobXOoAMMbIX M BaXKHEWWWX NeKapCTBEHHbIX MpenapaToB, B CAyd4ae WX 3ameHbl M3-3a
MHAMBUAYANbHOW HEMEPEHOCUMOCTHU, MO KU3HEHHbBIM NOKa3aHUAM.

PeweHne BpayebHOV KoOMWUCCUM GUKCUPYETCA B MEAMLMHCKOW AOKYMEHTauuu naumeHTa w
KypHane BpayebHON Komuccuu.

30. B cnaydaax obcnenoBaHMA M feYeHUs TpaxKAaHWMHa B CTAaLMOHAPHbIX YCAOBUAX B pPamKax
npeaocTaBAeHMA MeANUMHCKMX YCAYT Ha BO3Me34HOM OCHOBE 3a CYET IMYHbIX CPeACTB rpaXaaH, CpeacTs
IOPUANYECKUX ML, U UHbIX CPeACTB HAa OCHOBaHWW AOroBOpa, B TOM YMCae A0rosopa A06pOBOALHOMO
MeAMLMHCKOro CTpaxoBaHMAa <16>, emy MoryT 6biTb Ha3HauyeHbl /IeKapcTBEHHble npenapaTbl, He
BXOAALLME B MEepeyeHb KU3HEHHO HEeoBXOAMMbIX U BaXKHEMLLMX NIeKapcTBEHHbIX NPenapaTos, ecin ux
Ha3Ha4YeHue M NpMMeHeHne 06yCNOBAEHO MEAULMHCKMMM NOKa3aHUAMM.

<16> MNocraHoBneHue MpaButenbcTea Poccuitckoit Pepepaunn ot 4 okTabpa 2012 r. N 1006 "0O6
yTBEpXKAeHUM MpaBua NpeaocTaBAeHUA MeANLNHCKMMM OPraHM3auMAMM NAATHbIX MegULMHCKUX yeayr"
(CobpaHue 3akoHoaaTenbcTea Poccuiickoit Penepaumm, 2012, N 41, cT. 5628).

I1l. HasHaueHue nekapcTBEHHbIX NpenapaTtos NPU oKasaHUU
nepBUYHON MeAUKO-CaHUTAPHO NOMOLLM, CKOPOIi MegULUHCKOM
NOMOLLM M NA/IZINATUBHOK MEAULUHCKOA NOMOLLMU

31. MNMpu OKasaHUKU NEepBUYHON MeAMKO-CaHUTAPHON MOMOLUM M MANAMATUBHON MeEAMLMHCKOM
nomMollM B ambynaTopHbIX YC/AOBUAX Ha3HaYeHWe JIeKapCTBEHHbIX MNpenapaTtoB OCYLLEeCTBAAETCS
MeAULMHCKMM PabOoTHUKOM B C/Tydaax TUNUYHOTO TeueHns 3aboneBaHUA NaLneHTa NCXOAs U3 TAXKECTU U
Xapaktepa 3abonesaHus.



32. HasHauyeHMe NeKapCTBEHHbIX MPENapaToB MO peleHuto BpayebHoM KOMUCCUM NPU OKasaHUK
NepBUMYHON MeZMKO-CaHWUTAPHOM MOMOLLM, MANAMATUBHOW MEAMUMHCKON MOMOLLM B ambynaTopHbIX
YC/I0BUAX NPOU3BOAUTCA B CYYanX:

1) OA4HOBPEMEHHOIO Ha3Ha4YeHnA oAHOMY NaUUEHTY MATU U 6onee NEKapPCTBEHHbIX NPENapaTos B
TeYyeHne ogHUX CYTOK Un CBbille OeCATHU HaMMEHOBaHUI B TeYEHUE TpnALaTU AHEﬁ,‘

2) HasHaYeHWA NeKapCTBEHHbIX MpenapaTtoB MNPy HETUNUYHOM TedeHUn 3aboneBaHusA, HaAUUUK
OC/IOXKHEHUI OCHOBHOrO 3abosieBaHMA W (MAKM) CONYTCTBYHOLWMX 3aboNeBaHUM, NpPU HasHAYEHUU
NleKapcTBEHHbIX MpenapaTtosB, 0CO6EHHOCTM B3aUMOAEWCTBMA M COBMECTMMOCTU KOTOPbIX COFNACHO
MHCTPYKUMAM MO MUX MPUMEHEHMIO MPUBOAAT K CHUXKEHUIo 3ddeKTMBHOCTU M Be3onacHOCTU fedyeHus
naumneHTa u (Mn) co34atoT NOTEHLMANbHYIO ONACHOCTb AN }KU3HWU M 340Pp0BbA NaUMEHTa;

3) nepBMYHOrO Ha3HaAYeHWs MNaALMEHTY HAPKOTUYECKMX WU MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapatoB cnuckos Il 1 Il MepeyHs (B ciyyae NPUHATUA PYKOBOAUTENEM MEOMULIMHCKOM OopraHM3auum
peleHnsa o HeobX04MMOCTU COrNacoBaHMA Ha3HAYEHWUA TaKUX IEKAPCTBEHHbIX NpenapaTos ¢ BpayebHO’
Komuccuen).

33. MoBTOPHOE HAa3HAYEHME HAPKOTUYECKUX U MCUXOTPOMHbIX NEKAPCTBEHHbIX MPEenapaToB CMMCKOB
Il v 1l MepeyHa npomsBOAMTCA MEAMUMHCKMM PAaBOTHMKOM CaMOCTOATENbHO MAM eOUHONMYHO 6e3
yyactms BpavyebHOM KOMMCCMM MNaumeHTam C BblparkeHHbIM 60neBbiM CMHAPOMOM noboro reHesa,
HapyLeHWeM CHa, CYAOPOXHbIMM COCTOAHMAMM, TPEBOMKHLIMU  paccTpoMcTBamu, Gobuamu,
NMCUXOMOTOPHbIM BO30OYKAEHMEM.

34. MNpu OKasaHUN CKOPOM MeAMLIMHCKOW MOMOLUM NeKapCTBEHHble npenapaTbl Ha3HayalTCs
MeaAULUMHCKMM pPaboTHMKOM Bble3gHOM Opuragbl CKOPON MOMOLWMW, MeAUUMHCKMM pPabOTHMKOM
MeAULMHCKOM OpraHM3aumu npyv OKasaHUM MeAULMHCKON MOMOLIM rpa)kgaHam npu 3aboneBaHUsx,
HECYACTHbIX C/Ty4anXx, TPAaBMaXx, OTPaABAEHUAX U APYTUX COCTOAHMUAX, TPEOYIOLMX CPOYHOIo MeAMLMHCKOTo
BMeLLaTeNbCTBa.

IV. HasHauyeHune neKapCcTBEeHHbIX NPENapaTos rpa*kAaHam,
MMeloLW MM NPaBo Ha 6ecnaaTHoe NoslyYeHne 1IeKapCTBEHHbIX
nNpenapaTos UM NOJIlyYeHUe JIeKapCTBEHHbIX NPenapaTos
CO CKUAKOMN, NPU OKa3aHUU NepPBUYHOMN
MeAUKO-CaHUTAPHOWU NOMOLLM

35. Mpu OKasaHMW MEepPBUYHOW MEAMKO-CAHUTAPHOM MOMOLLM HA3HaAYeHUEe MeAULMHCKUM
paboOTHMKOM Ha OCHOBE KAMHUYECKUX PEKOMEHAALMI U C YYeTOM CTaHAapTOB MEeAULMHCKON NOMOLLM
<17> neKapcTBeHHbIX NpPenapaToB, OTNYCKaeMbIX 6eCcnaaTHO UAM CO CKUMAKOW, rpaxaaHam, MMEeoLWUM
npaBo Ha obecneyeHWe NEeKapCcTBEHHbIMU MpenapaTtamu 3a CYeT CpeAcTB BOAMKETHbIX acCUTHOBAHUM
depepanbHoro Otoaxketra u broaxketoB cybbekToB Poccuiickolt Pegepauum, ocylecTBaAseTca Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> CraTtbs 37 ®depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHopgaTenbcTBa Poccuitckol
depepaunn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).

Mpn odopmneHnn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha 6ymaskHOmM HocuTene
0hOpPMANAIOTCA [Ba 3K3EMMASAPA, OAMH U3 KOTOPbIX OCTAaeTcA B anTeyHOW opraHu3aumu, BTOpON - B
MeAMLMHCKOW SOKYMEHTAL MM NauneHTa.

36. MNpaBo Ha3HayaTb /IeKapCTBEHHbIE NpenapaThl rpaxkaaHam, MMeLWrM NpaBo Ha becnnatHoe
nofyYyeHue NeKapCTBEHHbIX NPenapaToB UM NoyYeHUE eKapCTBEHHbIX MPenapaToB CO CKUAKON, TaKKe
NUMeloT:



1) meanumHcKkue paboTHUKK, paboTatowme B MeAULMHCKOWM OpraHM3aLmMm No COBMeCTUTeNbCTBY (B
npegenax cBoen KomneTeHunn);

2) MegMUMHCKME PabOTHUKM CTaLMOHAPHbIX OpraHM3auuii COUManbHOro O6CNYXKUBaAHUA MNpu
HaAUYMMU NULEH3UN Ha OcCylecTBAeHMe MeAMUMHCKOW JAeATenbHocTM <18>, npeaycmatpuBatoLlel
BbINO/MIHEHNE pPaboT (OKasaHWe ycAyr) Mo OKasaHWIo NepBUYHOM MeAMKO-CaHWUTapHOM NoMOLWMN B
ambynaTopHbIX YCNOBUAX (HE3aBUCMMO OT B OMCTBEHHOM NPUHAANEKHOCTH);

<18> MNyHKT 46 yactn 1 ctatbn 12 deaepanbHoro 3akoHa N 99-d3 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) mMegMUMHCKME PAaBbOTHUKM MEOMUMHCKUX OPraHM3aLMiA, OKasbIBAOWMX MEePBUYHYI0O MEeAMKO-
CaHUTApPHYIO MOMOLb, NOABEAOMCTBEHHbLIX ¢efepasibHbiM OpraHam WUCMOJAHUTENLHON BAACTU WU
opraHam UCNosIHUTENbHOW BNacTu cybbekToB Poccuiickon deaepaunu;

4) vHAMBMAYyaNbHble NpeAnpUHMMATENM, OCYLLECTBAAIOWME MeAMUMHCKYI0 AeATeNbHOCTb U
BK/IIOYEHHble B peecTp MeAMUMHCKMX OpraHusaLuii, OCyWecTBAAIWNX [AeATenbHOCTb B coepe
06A3aTeIbHOro MeAMLIMHCKOro CTPaxoBaHmA.

37. lMpyn HasHaYeHMM NeKapCTBEHHbIX NPenapaTos rpa)kgaHam, MMeloLWmMM npaso Ha becnaatHoe
nofyYyeHue NeKapcTBEHHbIX NPenapaToB MAKW MOJyYeHME NEeKapCTBEHHbIX MPenapaTtoB CO CKUAKON, B
peuenTe yKasblBaeTcA Homep TesnedoHa, MO KOTOPOMY pPabOTHMK anTeyHon opraHM3auMu npu
HeobX0AMMOCTN MOXKET COFNacoBaTh C MeAMLMHCKMM PaboTHUKOM 3aMeHy 1IeKapCTBEHHOTO Npenapara.

38. HasHayeHMe HAapKOTUYECKMX U NCUXOTPOMHbIX JeKAPCTBEHHbIX NpenapaTos cnucka Il MepeyHa
(33 MCKNtOYEHMEM NeKapCTBEHHbIX NPENAPATOB B BUAE TPAHCAEPMA/bHbIX TEPANEBTUYECKUX CUCTEM, A
TaKKe JIeKapCTBEHHbIX MPenapaTos, CoAepKaLlx HAPKOTUYECKoe CPeacTBO B COMETAHUN C aHTarOHUCTOM
ONMMOMAHBIX PeLEenTopoB) rparkaaHam, MMeKLWMM NpaBo Ha becniaTHoe MONAyYeHWe NeKapCTBEHHbIX
npenapaTos UAW NOAYYEHUA NEKAPCTBEHHbIX NMPENAPATOB CO CKUAKOM, OCYLLECTBAAETCA HA PELLENTYPHOM
6naHKe dopmbl N 107/y-HI1, K KOTOpOMY AONONAHUTENbHO 0POPMAAETCA pPeLenT Ha peLenTypHom 61aHKe
dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaspax npu odopMaeHMM Ha ByMarkHOM HocuTene).

39. HazHayeHne HapKOTUYECKMX U NCUXOTPOMHbIX NEKAPCTBEHHbIX NpenapaTos cnucka Il NepeyHa B
BUAE TPAHCAEPMA/bHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX IEKAPCTBEHHbIX NPenapaTos CNucKa
Il TepeyHa, copep¥Kalmx HAPKOTUYECKOe CpeacCTBO B COYETAaHMW C aHTAaroHUCTOM OMUOWUZAHBIX
peuenTopoB, MNCUXOTPOMHbLIX ANEKAPCTBEHHbIX npenapatoB cnucka Il TepeyHa, neKapcTBEeHHbIX
npenapaToBs, BKAKOYEHHbIX B nepeyveHb [KY, cogeprKawmxca B noAnyHKTe 2 nyHKTa 11 HactoAwero
MopAagKa, NpeAHa3HAYeHHble ANA NeYeHUA Tpaxk4aH, MMelLwWmx npaBo Ha becnnaTtHoe nony4vyeHue
JIeKapCTBEHHbIX MPenapaToB UM NOJy4YeHUEe NeKAPCTBEHHbIX NPENAPATOB CO CKUAKON, OCyLLecTBAAeTCA
Ha peuenTypHbix 6naHkax ¢opm N 107-1/y n N 148-1/y-88, K KOTOpPbIM AOMNOAHUTENBHO 0DOPMAAETCA
peuenT Ha peuentypHom bnaHke dopmbl N 148-1/y-04(n) (B AByXx aK3emnaapax npu opopmneHnn Ha
6ymarKHOM HocuTene).

MpunnoxkeHme N 1

K MopaaKy HaszHavyeHus
JIeKapCTBEHHbIX NPenapaTos,
YTBEPXKAEHHOMY NPUKA3OM
MuHMCTepCTBa 34PaBOOXPaHEHNSA
Poccuiickoin Pepepaumm



oT 24 HosbpAa 2021 r. N 1094H

KOJIMYECTBO
HAPKOTUYECKMX CPEACTB U/IN NCUXOTPONMHbIX BELWWECTB, KOTOPOE
MOXET bbITb BbIMUCAHO B O4HOM PELLENTE

N MexayHapoAHOe HenaTeHTOBaHHOE dopma BbInycKa u Konnuectso
n/n HaMMeHOBaHME HAaPKOTUYECKOTO U [031POBKA
NCUXOTPOMHOIO IEKAPCTBEHHOIO
npenaparta
1. bynpeHopdumH + HanokcoH Tabnetku 60 Tabnetok
cybnmHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHas N
0,2 mr 20)
2. BynpeHopduH PacTBOp A5t UHBEKLUN, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TIo6MKOB)
3. bynpeHopduH TpaHcaepMasbHbI
naacTbipb
35 mKr/uac 20 nnacTbipel
52,5 MmKr/uac 10 nnacTbipel
70 mKr/uac 5 nnactbipen
4. MopduH PactBOp ANs MHbEKLW,
pacTBop 4nA 20 amnyn (wnpuu-
NoAKOXHOro BBeAeHus TI06UKOB)
10 mr/mn 1 mn
5. KogenH + MopduH + HockanuH + Pacteop gnsa
ManasepuH + TebauH NOAKOXHOro BBEAEHMUA
0,72+5,75+2,7+0,36 + 20 aMnvA
0,05 mr/mn 1 mn y
1,44 +11,5+5,4 +0,72 +
0,1 mr/mn 1 mn
6. TpumenepugmH Tabnetku 25 mr 50 Tabnetok
7. TpumenepunanH PacTtBop 4na MHbEKUMIA 20 amny (wnpuy-
10 mr/mn 1 mn TIOBUKOB)
20 mr/mn 1 mn
8. MopduH TabneTtku (Kancynbl) 180 Tabnetok (Kancyn)
NPONOHIMPOBAHHOTO 60 Tabnetok (Kancyn)
aencrens 40 TabneTok (Kancyn)
10 mr 20 Tabnetok (Kancyn)
30 mr 20 Tabnetok (Kancyn)
60 mr
100 mr
200 mr
9. MopduH Tabnetku

5mr

100 TabneTokK




10 mr

100 tabneTtok

10. MopduH Kanan gna npnema
BHYTPb 20 mr/mn 20 ma 4 dnakona
11. MopduH PacTtBop gna npuema
BHYTPb (MOHO03bI)
2 Mr/Mmn 5 mn 100 amnyn n/3
6 mr/mn 5 mn 80 amnyn n/3
20 mr/mn 5 mn 30 amnyn n/s
12. OKcMKoA0H + HanoKkcoH Tabnetku
NPOJIOHIMPOBAHHOIO
nencrTems
5mr+2,5mr 100 TabnetokK
10 mr+5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTokK
40 mr + 20 mr 20 TabneTtok
13. | MponuoHundeHuUnsTokCnaTUANUNepuauH | TabneTtku 3awedHble 20 50 Tabnetok
mr
14, deHTaHuN MnacTbipb
12,5 mKr/yac 20 nnactbipei
25 mKr/uac 20 nnactbipen
50 mKr/uac 10 nnacTbipel
75 mKr/uac 10 nnacTbipel
100 mKr/yac 10 nnacTbipel
15. deHTaHUN Cnpei HazanbHbIN

®nakoH 50 mKr/go3a

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

dnakon 100 mKr/po3a

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

dnakoH 200 mKr/po3a

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

24 pnakoHa
12 pnakoHoB
6 ¢dnakoHoB

12 pnakoHoB
6 ¢dnakoHoB
3 ¢pnakoHa

12 ¢nakoHoB
6 ¢pnakoHoB
3 ¢pnakoHa




MpunnoxkeHne N 2

K MopAagKy HazHaYeHuUA
NIeKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY NPUKA3OM
MuHKCTEPCTBaA 34PaBOOXPAaHEHUS
Poccuitckoin egepaumm

oT 24 HosbpAa 2021 r. N 1094H

Cnpaso4yHo

PEKOMEHOBAHHBbIE K NCNOJIb3OBAHUIO COKPALLEEHMNA
nP1 O®OPMJIEHUM PELIENTOB

N CoKpaleHue MonHoe HanuncaHue MNepesog
n/n

1. aa ana no, NOPoOBHY

2. ac., acid. acidum Kncnota

3. aer. aerozolum aspos0/b

4. amp. ampulla amnyna

5. aqg. aqua BOAa

6. aq. purif. aqua purificata BOZa OYMLLEHHAA

7. but. butyrum macno (Teepaoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Bolpait (nyCTbBi:p'aiZ(;' Mycre Gyaer
11. D.S. Da, Signa Detur, Signetur Bblp'zl:;p‘c;ic::Hg;;3:ngebHiyﬂeT
12. D.t.d. Da (Dentur) tales doses Beipar (Mycto 6:?3»‘/;%'/3'3%') TaKue
13. dil. dilutus pa3BefeHHbIN

14, Div. in p. aeq. Divide in partes aequales Pasgenn Ha paBHble YacTn
15. emuls. emulsio 3amynbcuA

16. extr. extractum 9KCTPaKT, BbITAXKA

17. in enem. in enemas B MMKPOKAN3MAX

18. F. Fiat (fiant) MycTb 06pasyetca (obpasytoTca)
19. gran. granulum rpaHynbl




20. gt., gtt gutta, guttae Kanaa, Kanam
21. gtt. peror. guttae peroralis Kanaum ana npmema BHyTpb
22. inf. infusum HacToM
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTKax
25. | intab. prolong. in tab(u)lettis prolongatis 8 TaGHETBKjZBCOI;F;?::;;IZ;BaHHbIM
. B Tab/1IeTKax C MPONOHIMPOBAHHbIM
26. n tabc.)s(rjolong, in tab(u)lettis prolongatis obductis BbICBOOOXKAEHMEM, NOKPbITbIX
' 060/104KOM
27. in tubul. in tubulis B TIoBMKax
28. lin. linimentum NNHUMEHT
29. lig. liquor *KUOKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum NUAAbHasA Macca
32. membr. bucc. membranulae buccales NAeHKN 3alleyHble
33. M. Misce, Misceatur Cmeuwsait
(MycTb ByaeT cmeluaHo)
34. mixt. mixtura MUKCTYypa
35. N. numero yncnom
36. ol. oleum macno (xuaKoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUALONA, MUAONN
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaXKOEHHbIN
41. pulv. pulvis NoOpOLLOK
47, as. quantum satis CKONIbKO NoTpebyeTca, CKObKO
Hazo
43. r., rad. radix KOpeHb
44, Rp. Recipe Bo3bmu
45. Rep. Repete, Repetatur MosTopwu (MycTb ByAeT NOBTOPEHO)
46. rhiz. rhizoma KOopHeBuLLe




a47. S. Signa, Signetur O6O3ZEZZ:ZZ§LZ)6VA(ET
48. sem. semen cems

49. simpl. simplex npocrton

50. sir. sirupus cmpon

51. sol. solutio pacteop

52. spr. spray cnpe

53. spr. nas. spray nasale cnpei HasanbHbIM
54. supp. suppositorium CBeya, CynnosntTopui
55. susp. suspensio cycneHsus, B3BeCb
56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacToMKa

58. tubulis tubulis TIOOMKHK

59. STT Systema Therapeutica Transcutanea Tep;::]::iiiz\::z:iiema
60. ung. unguentum Masb

61. vitr. vitrurn CKNAHKA

MpunnoxkeHne N 2

K NpuKasy MUHUCTEePCTBA 34PpaBOOXPAHEHMUSA
Poccuitckoit egepaumm

oT 24 Hosbpa 2021 r. N 1094H

®OPMA PELLEENTYPHOIO BJIAHKA N 107-1/Y

MWHUCTEPCTBO 34paBoOXpaHeHMA Poccuinckoit Koa ¢dopmbl no OKY/,
depepauunm Koga yuperkgeHna no OKIMO

MeAauuMHCKan AOKYMeHTaLmA

HanmeHoBaHue (wtamn) ®opma N 107-1/y

MeZANUMHCKOW OpraHM3aumm YTBEpKAeHa NPUKas3om
MuHKCTEPCTBA 34PaBOOXPAHEHNS
Poccuiickoin Pepepaumn

oT 24 HoAbpa 2021 r. N 1094H
HanmeHoBaHuMe (WTamn) MHAMBUAYANbHOTO

npegnpuHMmartens (yKasaTtb agpec, Homep u
AaTy IMUEH3MU, HAMMEHOBaHMe opraHa



rocyAapCTBeHHOM BAACTW, BblAABLUIEro
JNINLEH3UIO)

PELIENT
(B3pOCAbIf, 4ETCKUI - HYXKHOE NOAYEPKHYTD)
" 20 .

damunua, UHUUKMaNbl UMEHU N OTHECTBA (nocne/J,Hee - npu HaJ'IVI‘-IMVI)
nauneHTa

[aTa poxaeHua

damununs, MHULMANbI UMEHW M OTYECTBa (nocsiegHee - NPy HaAnyYum)
Nevaluero Bpaya (benbaliepa, akywepKku)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|kon.| Rp.
Moanuceb M. .

M neyaTb sieyallero Bpaya
(nognucb denbawepa, akywepku)

Peuent pmemcTBUTeJIeH B TeueHue 60 mHel, mo 1 roma ( )
(HyXHO€ MNOOUEPKHYTH) (ykazaThb
KOJIMYECTRBO IHEN)

060poTHas CTOpOHa

OTMeTKa 0 Ha3HaYeHUW IeKapCTBEHHOro
npenapara no peleHnto BpayebHo Kommccum

Mpurotosun Mposepun OTnyctnn




®OPMA PELIENTYPHOIO B/IAHKA N 148-1/Y-88

MWHUCTEPCTBO 34paBoOXpaHeHMA Poccuinckoit
depepaunu

HanmeHoBaHue (wtamn)
MeAMLMHCKOM opraHM3aLmm

HanmeHoBaHMe (WTamn) MHAMBUAYANbHOTO
npegnpuHumaTens

(ykasaTb agpec, Homep U AaTy AMLEH3MUMU,
HaMMeHOBaHWe opraHa rocyaapcTBeHHOM
BJ1aCTW, BblAABLUErO ULLEH3UIO)

Koga ¢opmbl no OKY/, 3108805
MeamumMHCKan LOKyMeHTaumn
dopma N 148-1/y-88
YTBEPKAEHA NPUKa30M
MUHUCTEPCTBA 340aBOOXPAHEHUS
Poccuitckoit epepaumm

oT 24 Hos16pAa 2021 r. N 1094H

e || L] L) LML) L) LT L L

PELENT "

20 r.

(naTa odopmneHuns-peuenta)

(B3poOCAbIi, 4ETCKUI - HYXKHOE NOAYEPKHYTDb)

damunua, UHUUKMaNbl UMEHU N OTHECTBA (nocne/J,Hee - npu HaJ'IVI‘-IMVI)

nauyneHTa

[aTa poxaeHuna

AAPEC MecTa *Kutenoctsa mam N ME,CI,VILI,MHCKOVI KapTbl aN\6ynaTopHoro nauneHTa, noay4yarouwiero

MeANLNHCKYIO NomoLb

B

ambynaTopHbIX

damnnua, MHMLMaNbl UMEHW M OTYeCTBa (nocneaHee - NPy HaANYUK)

Neyallero Bpaya (denbaliepa, akyLepku)

MoAanuch 1 NeyaTb fevallero Bpaya
(nognuck denbawepa, akywepku)

M.1.

yCnoBumax



PeuenT aencreuteneH B TedeHune 15 gHen

060poTHas CTOpOHa

OTMeTKa 0 Ha3HaYeHWW IeKapCTBEHHOro
npenapara no peleHnto BpayebHo Kommccum

Mpurotosun Mposepun OTnyctnn
®OPMA PELLEENTYPHOIO B/TAHKA N 148-1/Y-04()
MUHUCTEePCTBO 34paBOOXPAHEHNA YTBEPKAEHA
Poccuinckont ®epepaumn MECTO AN npm:aacang\ol(\)/l)(m:tzfj:ma
LUTPUXKOL, APABOOXP
A <*> Poccuinckon ®epepaumn

WTamn

Kog,

MeANUNHCKOW opraHM3aumm

WTamn

Koa

MHONBNAYANbHOIoO NpeanpnuHNMaTena

oT 24 HoAbpAa 2021 . N
1094H

Koa dopmbl no OKY[ 3108805

®opma N 148-1/y-04(n)

Kogp, Kopa Ho3onornyeckom
KaTeropum dopmbl (no MKB)
rpa*kgax

MCTOUYHMK GUHAHCUPOBAHUA:

(noauepKHyTBL)

% onnartbl:

1. depepanbHbiii 6rogxKeT (nogyepKHyTb)

2. BrogxkeT cybbekTa Poccuiickoit




depepaunm 1. becnnaTHoO
3. MyHuumMnanbHbIN BroaxxeT 2.50%
3. nHON %




PELENT Cepus N Jata opopmneHus: 20 .

damununa, MHULMaANbI MMEHW W oTdecTBa (mocnedHee - npwu
HaNMuMK) naumeHTa [NaTa poxaeHns

CHUNC

N nonuca
oba3atenbHoro
MeANLMHCKOro
CTpaxoBaHuA:

Homep ME,D,MLLMHCKOVI KapTbl nalneHTa, nosydarowero megnumHCKyro noMmollb B aN\6ynaTopr|x
ycnosuax

damnauna, MHULMaAAbl UMEHW M OTYecTBa (nociegHee - NPU HaAN4YUK)
Nlevyaulero Bpaya (denbalwepa, akywepku)

Py6. Kon. R ettt ettt ettt e e e e e —— e e e e e ——eeaeaaabaaeeeaaaabaeeeeanbreeeeaanraaeaaeanreees




MoAanuch 1 NeyaTb fevallero Bpaya
(nognuck denbawepa, akywepku)

PeuenT aeicteuteneH B TeueHue 15 aHent, 30 aHein, 90 AHeN (HYKHOE NOAYEPKHYTD)

OTnyweHo no peuenTy: ToproBoe HaMeHOBAHWE M A03MPOBKaA:
Hata otnycka: " " 20 . Konunyectso:
Mpwurotosunn: MNposepun: OTnyctun:

(nnHKUA oTpbIBa)

KopeLwok peuentypHoro 6aaHKka Cnocob npumeHeHusn:

MpogonKUTenbHOCTb Hen
HanmeHoBaHMe poA A

NEeKapCTBEHHOTIO nNpenaparta:

[o3unposka: KosMuectBo Npremos B AeHb: pas

Ha 1 npuem: en.

<*> B cnyyae W3roToBNEHMA peulenTypHoro 61aHKa C MCNO/b30BaHUMEM KOMMbIOTEPHbIX
TeXHONOrUN.

O60poTHas CTOpoHa

OTMmeTKa 0 HasHaYeHWW IeKAPCTBEHHOIoO
npenapara no peleHnto BpayebHo Kommccum

Mpurotosun Mposepun OTnyctun

MpunoxkeHne N 3



K NpuKasy MuUHUCTepCTBa 34paBOOXPaHEHNA
Poccuitckoit epepaumm
oT 24 Hos16pAa 2021 r. N 1094H

noPAAOK
OPOPMJIEHNA PELLEENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHDbIE NMPEMAPATbI,
MX YYETA N XPAHEHUA

I. OpopmneHume peuenTta Ha 6ymaxKHOM HocuTene

1. Ha peuentypHbIx 61aHKax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 8 nesom BepxHem
Yyriy MNPOCTaBAAETCA LWTaMM MeAULMHCKOM OpraHM3aumMm C yKasaHMeM ee HaMMeHOBaHMA, agpeca U
TenedoHa c AaTon BbINUCKK (aaTo odopmMaeHUs) peLenTa Ha IeKapCTBEHHbIN Npenapar.

JononHutenbHo Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) npoctasaseTca Ko,
MEeOMLMHCKON OpraHusaumm B COOTBETCTBMM C OCHOBHbIM FOCYAAPCTBEHHbIM PErUCTPALMOHHBIM
Homepom (aanee - OPH).

Cepua peuenTtypHoro 6naHka ¢dopmbl N 148-1/y-04(n) BKAOYaeT Koa cybbekTa Poccuiickoi
depepaunn, cOOTBETCTBYIOWMIN ABYM NepBbiM Undppam O6LLEpPOCCUACKOrO KnaccuduKkaTopa 06beKTOB
agMUHUCTPATUBHO-TEppPUTOpPUaNbHOro aeneHus (aanee - OKATO).

PaspeluaeTca nsrotasausatb peuenTypHble 6aaHkn popmbl N 107-1/y u dopmbl N 148-1/y-04(n) ¢
NMOMOLLbI0O KOMMbIOTEPHbIX TEXHONOTUIA.

PeuentypHble 6naHkn ¢opmbl dopmbl N  148-1/y-88 M3roTaBAMBAIOTCA MUCKAHOUUTENBHO
TMnorpadckmm cnocobom.

2. Ha peuentypHbix 6s1aHKax, 0GOPMAAEMbIX WHOVBUAYANbHLIMW NpeanpuHUMaTENAMMU,
UMEIOWUMM JIMLEH3UI0O HA MEAMUMHCKYIO [eATe/NbHOCTb, B BEPXHEM JIEBOM Yy Tunorpadpckum
cnocobom uAM nyTem NpPOCTaBJEHUS LWTaMna AOO/KeH ObiTb YyKasaH agpec MHAMBUAYaSbHOIO
npegnpuvHMmaTtens, HOmMep M AaTa JIMUEH3MW, HaMMeHOBaHWe OpraHa rocyfapCTBEHHOW BacTy,
BbIABLUErO /IMLEH3MIO.

3. PeuentypHble 6naHkM ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHsioTca
MeANLMHCKMM PAabOTHUKOM YEPHUIAMU UM LUAPUKOBOM PYUKON.

4. [onyckaeTcs opopMIeHNe BCeX PEKBU3NTOB (3a MCKAOYEHMEM peKkBM3UMTa "Moannch nevallero
Bpaya (nognucb denbaliepa, akywepkun'") peuentypHboix 6naHkos dopmbl popmbl N 107-1/y, popmbl N
148-1/y-88 n dpopmbi N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NeYaTatoLMX YCTPOMCTB.

5. OdopmneHne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BKAtoyaeT umdposBoe
KogupoBaHue.

LindpoBoe KogmpoBaHMe yKa3aHHbIX PeuenTypHbIX 61aHKOB BKAKOYAET:

1) Koa meaMuMHcKol opraHmsaumm (OFPH) uan Koa, MHAMBUAYanbHOro npeanpuHUMaTENs B
cootBeTCcTBMN € OCHOBHbIM rOCYAAPCTBEHHbLIM PErucTPaLUOHHbIM  HOMEPOM UHAMBUAYANLHOMO
npeanpuHmumarens (aanee - OTPHUN), npocTtaBasiemblt NPy U3roTOBAEHUM peLenTypHbIX 6/1aHKOB;

2) Koa KaTeropuu rpa)kaaH, MMeloWMX MpPaBoO Ha MOJiydeHWe JIeKapCTBEHHbIX MNpenapaTos B
COOTBETCTBMU CO CTaTbel 6.1 PeaepanbHOro 3akoHa ot 17 niona 1999 r. N 178-3 "O rocyaapcreeHHOM
coumanbHon nomowm" <1>, U Koa Ho3osnornmyeckoir dopmbl Mo MexAyHapPOAHOM CTaTUCTUYECKOWN
KnaccudumKaumm bonesHel M npobnem, cBaAsaHHbIX co 340poBbem (10-i nepecmoTp) (ganee - MKB),
3aMno/IHAEeMbIe JIeYallMM BPayoM NMyTEM 3aHECEeHUS KaxKaoW Uundpbl B MYCTble AYENKM, NPU 3TOM TOYKA
NPOCTaBASAETCA B OTAE/bHON AYeiKe;



<1> CobpaHune 3akoHogaTenbcTBa Poccuitckon Pepepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 UCTOYHUKe PuHaAHcMpoBaHuA (deaepanbHbit GrogxkeT [1], 6GroaxKeT cybbekTa
Poccuitckoit ®epepaumm [2], myHMumnnanbHbii 6toaxkeT [3]) n npoueHTe onnatel peuenTa (6ecnnaTHo [1],
50% [2], uHoin % [3]);

4) WTPUX-KOA, - AONOAHUTE NbHbIA PEKBU3UT (B CNydae M3rOTOBAEHMA Ha TeppuTopuu cybbekTa
Poccuiickolt degepaumm peuenTypHoro 61aHKa ¢ UCNo/ib30BaHMEM KOMMbIOTEPHbIX TEXHOMOIMIA).

6. B peuentypHbix 6n1aHKax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damunus,
MHULMAAbl UMEHM M OTYECTBa (NociedHee - NPU HaAnyMmM) naumeHTa" yKasblBaoTca Gamuana, MHULMaNbI
MMEHM 1 OTYecTBa (MocneaHee - NPy HaAMYUK) NaLMEHTa.

7. B peuentypHbix 6naHKkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "faTa
poxaeHua" yKasbiBaeTca faTa PoXKAeHMA naumeHTa (YMcno, meca, roa,).

JononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n popmbl N 107-1/y ana aetent 8
Bo3pacTe A0 1 roga B rpade "[aTta poxKaeHUA" yKa3blBaeTcA KOJMYECTBO NOJTHbIX MECALLEB.

8. B peuenTypHbix 6naHKax popmbl N 148-1/y-04(n) 8 rpacdax "CHUNC" n "N nonnca obsasatenbHoro
MEeOMLIMHCKOIO CTPaxoBaHWUA" YKa3blBAlOTCA CTPAxOBOM HOMep WHAMBMAYANbHOIO JIMLEBOrO CcYeTa
rpaxkgaHuHa B MeHcMoHHOM poHae Poccuiickoint deaepauun (CHUAC) (npy HanmMumu) 1 Homep nosuca
06A3aTeNbHOr0 MeAMLIMHCKOFO CTPaxoBaHMA.

9. B peuentypHbix 61aHKkax ¢opmbl N 148-1/y-88 B rpade "Agpec mecTa KUTeNbCTBa UM HOMEpP
MeANUMHCKON KapTbl MaLMeHTa, NOAYYaloWero MeANUMHCKYI0 NOMOLLL B ambynaTopHbIX ycnosuax",
YKa3blBAaeTCA NOYTOBbLIA aapec MecTa KuTenbcTBa (mecta npebbiBaHMA MAM MecTa (GaKTUYECKOro
NPOXKMBaAHUA) MaLMEHTA WUAM HOMEP MEAMUMHCKOW KapTbl MaLMeHTa, NOYYaloWero MeaMUMHCKYHO
NMOMOLLb B aMbByNaTOPHbIX YCNOBUAX <2>.

<2> MpuKa3z MuHucTepcTBa 3apaBooxpaHeHna Poccminckon Pegepaumnm ot 15 gekabps 2014 r. N
834H "O6 yTBEpXKAEHUM YHUOUUMPOBAHHbLIX GOPM MEANLMHCKON AOKYMEHTALUKM, UCMNOJSIb3yeMbIX B
MEONLIMHCKMX OpraHM3aumaAx, OKasblBAOWMX MEOMLMHCKYI0 NMOMOLLb B ambynaTopHbIX YCAOBUAX, U
nopsaKoB no ux 3anonHeHuw" (panee - Mpukas N 834H) (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULNK
Poccuitckoit ®eaepaumm 20 pespana 2015 r., peructpaumoHHbii N 36160) ¢ UISMEHEHUAMM, BHECEHHbIMMU
npukasamu MuHUCTEPCTBA 34paBooXpaHeHna Poccuiickoit depepaumm oT 9 anBapsa 2018 r. N 2
(3aperunctpuposaH MuHucTepcTBOM  tocTUumMM  Poccuiickon depepaumm 4 anpens 2018 r,
pernctpaumnoHHbiit N 50614), ot 2 Hosi6pa 2020 r. N 1186H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMNK
Poccuinckoit ®epepaumm 27 Hosibpa 2020 r., perucTpaumoHHbin N 61121).

YKaszaHune u agpeca mecta XUTesibCTBa U HOMEpPa Me,D,VILI,VIHCKOVI KapTbl nayneHTa, noay4yaroulero
MeONUNHCKYO NOMOLLb B aN\6ynaTopr|x YCNoBUAX, HE ABNAETCA OLUNBKOW.

B peuenTypHbix 6n1aHKkax popmbl N 148-1/y-04(n) B rpade "Homep MeaANLMHCKON KapTbl NauueHTa,
NoJlyyatoLLero MeguLMHCKYO0 NOMOLLb B aMByaTOPHbIX YCI0BUAX" YKA3blBAETCA HOMEP MeaMLMHCKOM
KapTbl NALMEHTA, NOJIyYatOLLEro MeANLMHCKYIO MOMOLLb B aMBYyNaTOPHbIX YCN0BUAX <3>.

<3>lMpwukas N 834H.



10. B rpade "damunus, MHULMANbI UMEHM U OTYECTBA (NoC/eaHee - TPU HA/IMYMK) leyallero Bpaya
(benbawepa, arkywepkn)" peuenTypHbix 61aHKoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3bIBAlOTCA MONHOCTbIO GamuanA, WMHWLMANbI MMEHW, OT4yecTBa (nocinegHee - MPU  HANUYUK)
MeAMLMHCKOro paboTHMKa, Ha3HAYMBLLErO JIEKAPCTBEHHbIE NpenapaTbl U 0GOPMUBLLETO PeLenT.

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

1) HauMmeHOBaHWE NEKapCTBEHHOro npenapaTa  (MeXAyHapogHoe  HenaTeHTOBaHHoe
HaMMeHOBaHMe, TFPyNnUMPOBOYHOE WAN XMMUYECKOE HaMMeHOBaHWe, TOpProBoe HauMeHOBaHWe) Ha
JNIATUHCKOM f3blKe WM Ha PYCCKOM A3blke, Gopma BbIMYCKa, A03MPOBKA, KOAMYECTBO (YKasbiBaeTcs
NPOMMCbIO Ha peLenTypHoM BaaHke popmbl N 107/y-HI);

2) cnocob nNpuMeHeHWs NeKapCTBEHHOTO MNpenapaTta Ha rocyfapcTBEHHOM f3blke PoccuiicKoi
denepaumnm UAM Ha rocygapcTBeHHOM Asbike Poccuiickoi depepaumy M rocyJapCTBEHHOM f3blKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Peaepauum <4>,

<4>Yactb 1 ctatbn 15 3akoHa Poccuiickoin Peapepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sa3bikax
HapoaoBs Poccuiickont Pepepaunn” (aanee - 3akoH N 1807-1). (BeaomocTn cbesga HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHune 3akoHoaaTenbcTBa Poccuiickoi
depepaunn, 1998, N 31, cT. 3804).

KoHcynbTaHTlAOC: NpuMmeYaHume.
Hymepauma NyHKTOB faHa B COOTBETCTBUM C ODULMANbHBIM TEKCTOM SOKYMEHTA.

13. Npu odopmneHnn peLenTypHbIX 61aHKOB 3anpeLLaeTca OrpaHNYMBaTbLCA OOLLMMMN YKA3aHUAMMU,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

14. Peuent, opopmneHHblIt Ha peuentypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), noanucbiBaeTcA MEAULIMHCKUM pabOTHUKOM M 3aBEPAETCA €ro nevarbio.

PeuenT, opopmneHHbIn Ha peuentypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n),
OONONHUTENIbHO 3aBepseTca NevyaTbio MeanUMHCKOM opraHusaummn "Ana peuentos".

[na peuenta, opopmaeHHOro Ha peuentypHom 6naHKke popmbl N 107-1/y, Hanuume neyaTtn "Ana
peuenToB" He ABNAETCA 06A3aTENbHbIM.

15. Ha oaHom peuentypHom 6aaHKe popmbl N 148-1/y-88 u popmbl N 148-1/y-04(n) paspeluaerca
OCYLLECTB/IATb Ha3HAaYeHMe TO/IbKO O4HOr0 HaMMEHOBaHUA JIEKAPCTBEHHOTO Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaerca OCYLIECTBAATb HasHauveHue
TOJIbKO O4HOTO HAMMEHOBAHMA IEKAPCTBEHHOTO Npenapara, oTHocALeroca no ATX K aHTUNCUXOTUYECKUM
cpeacteam (Kkoa NO5SA), aHkcuonuTukam (Kog NO5B), CHOTBOPHbIM 1 ceaaTUBHbIM cpeacTBam (koa NO5C),
aHTugenpeccaHTam (Kog NO6A) u He noanexallero nNpeamMmeTHO-KONMYECTBEHHOMY YYeTy, U A0 Tpex
HaMMeHOBaHMWIA NEKAPCTBEHHbIX NPENaAPaTOB - ANA UHbIX IEKAPCTBEHHbIX NPENapaTos, He OTHECEHHbIX K
BblleyKasaHHbim ATX.

16. UcnpasneHuna B peuente He JOMYCKatOTCA.

17. Mpn odbopmneHun peuentypHbix 6naHkos popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NeKkapcTBeHHble Mpenapatbl, HasHayeHHble NO pelweHuo BpadebHON Komuccumn, Ha obopoTe
peuenTypHoro 61aHKa cTaBuTCA cnelManbHas oTMeTKa (WwTtamn).



18. Ha peuenTtypHom bnaHke dopmbl N 148-1/y-04(n) BHU3Y MMeeTcA IMHUA OTPbIBA, Pa3aenatowas
peuenTypHbIi 61aHK U KOPELLOK.

Kopewok oT peuenta, opopMNEHHOTO Ha yKasaHHOM peuenTypHom 61aHKe, BblAaeTca NauneHTy
(ero 3akoHHOMY npeacTaBUTEN0) B anTeYHOM OPraHM3auMM, Ha KOpelwKe [AenaeTcd OTMEeTKa O
HaMMeHOBaHUK N1EKAaPCTBEHHOTO Npenapara, A03MPOoBKe, KOMYeCTBe, crnocobe NpUMeHeHus.

Il. OdpopmneHue peuenta B popme 3N€KTPOHHOro AOKYMEHTA

19. PeuenT B popme 3/1EKTPOHHOTO AOKYMEHTA, NOAMUCAHHOIO YCUNEHHOW KBaANPUUMPOBAHHOWM
3NEKTPOHHON noanucblo, GopmupyeTcs MeaNUNHCKMM PabOTHUMKOM, CBELEHUS O KOTOPOM BHECEHbI B
desepanbHbIit  perucTp MeauUMHCKUMX PaboTHUKOB <5>, a TaKxe nMpu YyCNoBUWU perucrTpaumm
MeAMUMHCKON opraHM3aLmm, B KOTopon opopmaseTtca peuenT, B peagepanbHOM peectpe MeauLMHCKUX
opraHusauui <6> eaAMHOM rocyaapcTBeHHON MHPOPMALMOHHOMN cucTeMbl B chepe 34paBOOXPaHEHMA U
NOAKNIOYEHMA TAaKOM MeAMUMHCKOM OopraHu3auMm K rocyaapcrBeHHOM MHPOPMALMOHHOM cucTemMe B
cdepe 3apaBooxpaHeHns cybbekTa Poccuiickoin Pepepaumm <7>.

<5> Yactb 4 cratbm 91.1 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHO4ATE/NbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<6> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHme 3aKoHOAATeNbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Ctatbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTeNbCcTBa Poccninckoi
depepaunn, 2011, N 48, cT. 6724).

20. Npu opopmeHnn peuenTa B popme 3/1eEKTPOHHOTO AOKYMEHTA Ha IeKapCTBEHHbIE NpenapaTbl,
YKasaHHble B MyHKTax 9 u 11 Mopsaka HasHayeHWsA N1IeKapCTBEHHbIX NPenapaToB, YTBEPKAEHHOro
HaCTOALMM NPUKA30M, U OTMYCKaeMble 33 NOJIHYH CTOMMOCTb, 3aMO/IHAIOTCA CeAyoLmMe PEKBUSUTLI:

1) Kog cybbekta Poccuiickon Pepepaunmn no OKATO, onpegenatowuii rocygapcTBEHHYO
MHOOPMALMOHHYIO cucTemy B chepe 34paBooxpaHeHns cybbekTa Poccuiickon deaepauunm, B KOTOPOit
chopmmnpoBaH peuent B Gopme 3/1eKTPOHHOTO AOKYMEHTa;

2) HaMMeHOBaHMe MeAULMHCKOM opraHM3aumm, agapec, TenedoH nnm dbamuana, MHUUMaNbl UMeHU
M oT4yecTBa (nocnegHee - NPy HaNMYUKU) UHANBUAYANAbHOTO NPEANPUHUMATENSA, UMEIOLLLETO INLEH3UIO Ha
MeNLNHCKYIO AeATeIbHOCTb, ero aapec;

3) OlrPH topupgmyeckoro nvua (MeamuMHCKon opraHmsauum) uam OFPHUN mHauBugyansHoro
npeanpuHMmaTens;

4) pata odopmaeHnn peuenTa (YKasbiBaeTcs YMCN0, MecsL, roa);

5) paTta OKoHuyaHuA gelicTBuA peuenta (dopmupyetcs rocyaapcTBeHHON WMHGOPMALIMOHHOM
cuctemolt B chepe 3apaBooxpaHeHma cybbeKkta Poccuiickoit Pepepaumm B COOTBETCTBUMM CO CPOKAMM
nencrens peuentoBs: 15 aHen, 30 aHein, 60 aHen, 90 aHen, Ao 1 roaa);

6) YHUKaNbHbIA HOMep peuenTta (bopmupyeTca rocyaapcTBeHHOW MHGOPMALMOHHOW CUCTEMOM B
cbepe 3apaBooxpaHeHua cybbekta Poccuitckon dPepepaumm n  obecneuymBaeTr OAHO3HAYHYHO
naeHTMduKaumnio peuenta B Gopme 3N1EKTPOHHOrO AOKYMeHTa B coyeTaHum ¢ OKATO, OFPH wmaum
OrPHUN);

7) otmeTkmM "cito" (cpouyHo) uam "statim" (HemeaneHHO) Npu HEOHXOAMMOCTU CPOYHOIO UK
HemeA/1eHHOTO OTNYCKa /IeKapCTBEHHOro NpenapaTa nauueHTy;



8) aapec naumeHTa (yKasbiBaeTCA MOYTOBbIM aapec MecCTa *KUTeNbCTBa (MecTa npebblBaHMA UK
mecTa GaKTUYECKOTo NPOXKMBAHUSA) C YKa3aHUEM MHAEKCA, HAMMEHOBAHMSA Kpas, 061acTy, pecnybamky,
aBTOHOMHOIO OKpyra U MHOTro cybbeKTa Poccuitickol PepepaLummn, HAMMeHOBaHUA HAaceNeHHOTo MYHKTa,
HauMeHOBaHMA yauubl (NPOCNeKTa, nepeyska, npoesaa), Homepa AomMa (C yKasaHWem Kopnyca, npu
Ha/IM4YMKM), HOMepa KBapTUPBbI);

9) HOMep 3/IEKTPOHHOW MEAMLIMHCKOM KapTbl MauMeHTa B rocyAapcTBeHHON WMHGOPMALIMOHHOM
cucteme B chepe 3apaBooxpaHeHnsa cybbekTa Poccuinickon Pepepaunm;

10) pammnna, nma, otuectso (nocnegHee - NPU HaANUYMK) NALMEHTA NONHOCTbIO;

11) pata poaeHusa naumeHTa (yKasbiBaeTca 4Mcno, mecaud, rog), Ana geten go 1 ropa
OONOIHUTENbHO YKa3bIBAeTCA KOIMYECTBO MOJHbIX MeCALEB;

12) pamnnuma, nHMUMaNbI UMEHU M 0TYeCTBa (NocaeaHee - NPU HaMYUM) MeANUMHCKOro paboTHUKa
NOJIHOCTbIO;

13) HaMmeHOBaHWE NEKApCTBEHHOro npenapata (MeKAyHapoAHoe  HenaTeHTOBAaHHOe
HauMeHOBaHWe, rpPynnMPOBOYHOE WAM XMMUYECKOe HauMMeHOBaHWe, TOProBoe HauMMeHOBaHue),
A031poBKa, dopmMa BbIMyCKa, KOIMYECTBO (BCe MO3ULMM YKa3bIBAOTCA HA PYCCKOM A3blKe);

14) cnocob npumeHeHWs NeKapCTBEHHOro npenaparta Ha rocyAapCTBEHHOM A3blKe Poccuiickoi
degepaumn MAM Ha rocyaapcTBeHHOM A3blke Poccuitickoit Pepepauum M rocyaapCTBEHHOM A3blKe
pecnybaunK 1 UHbIX A3blKax HapoaoBs Poccuiickon Peaepauum <8>;

<8> Yactb 1 ctatb 15 3akoHa N 1807-1 (Begomoctn cbesga HapogHbix genytatoB PCOCP u
BepxosHoro CoseTta PCOCP, 1991, N 50, cT. 1740; CobpaHue 3akoHogaTenbcTBa Poccuinckoit deaepauumy,
1998, N 31, cT. 3804).

15) AOKYMeHT, NOATBEPJaloWUi Ha3HaueHWe /NeKapCTBEHHOro npenapata Mo  pPeLieHuto
BpayebHO KOMUCCUM MeANLMHCKON OpraHn3aumnm;

16) oTMeTKa O Ha3HaYyeHWW NEeKapPCTBEHHOro MpenapaTta Mo pelweHuo BpavebHOM Komuccum
MeAMLMHCKOW OpraHM3aummn B Caydasax, YKasaHHbIX B ab3aue BTOpoOM MyHKTa 6 lNopagka HasHayeHua
NeKapcTBEHHbIX NPenapaTos, YTBEPXKAEHHOIO HaCTOALLMM NPUKA30M;

17) oTmeTKa O creumasbHOM HasHayeHWW IeKapCTBEHHOTO Mpenaparta (3anonHaeTcA B C/ayyanx,
YKasaHHbIX B MNyHKTax 15 u 24 MopsAKka Ha3HAYeHUA NEeKapCTBEHHbIX MPEenapaToB, YTBEPKAEHHOro
HaCTOALLMM NPUKA3OM);

18) oTMeTKa 0 crneLmManbHOM Ha3HaYeHMM IeKapCTBEHHOTo NpenapaTta NauneHTy ¢ 3abosieBaHuem,
TpebyloLWmnm ANNTENbHOTO KYPCOBOro IeYeHus (3anoiHAeTcA B Cyvae, yKasaHHOM B NyHKTe 23 MNopAaaka
Ha3Ha4YeHWs NEeKapCTBEHHbIX MPEenapaToB, YTBEP)KAEHHOro HacCTOALWMM MPUKA3OM) C MPOCTaBAeHUEM
NepuoAmnYHOCTM OTMNYCKa IeKapCTBEHHOro Npenapara;

19) npun odopmneHnn peuenta B Gopme 31€KTPOHHOTO LOKYMEHTA Ha JIeKapCTBEHHbIE Npenaparbl,
YKa3aHHble B NoANyHKTax 2 - 5 nyHKkTa 9 u nyHkTe 11 MNopagka HazHavYeHMA IeKapCTBEHHbIX NpenapaTos,
YTBEPKAEHHOIO HACTOALMM MNPUKA3oM, rpaKAaHam, MMelWwMm npaso Ha becnnaTHoe nosyyveHue
JIeKapCTBEHHbIX MPEnapaToB WUAM NOAyYeEHUE NEKAPCTBEHHbIX MPEMAPATOB CO CKUAKOM, 3aMOJHAOTCA
PEeKBU3UTbI, NpeaycMOTpeHHble nognyHkTamu 1 - 18 HacToAwero MNyHKTa, a TakXe cheayrowume
PEeKBU3UTDI:

a) KaTeropusa rpaK4aH, MMEKLWMX NpaBO Ha MOJyYeHUEe JIeKApPCTBEHHbIX MpenapaToB B
COOTBETCTBMM CO cTaTber 6.1 PeasepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-$3 "O rocygapcTtBeHHOM



coumanbHoi nomowm" <9>;

<9> CobpaHune 3akoHogaTenbcTBa Poccuitckon Pegepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

6) Ko, Ho3onornyeckoi dopmol no MKB;

B) UCTOUYHUK dMHaHcMpoBaHuA (1 - deaepanbHbit 6loaxKeT, 2 - BroaxKeT cybbekTa Poccuinckol
depepaunn, 3 - MyHULMNANbHBIN BIOAXKET);

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

) CTpaxoBoW HOMep WMHAMBUAYANLHOTO NMLEBOro cyeTa rpaskAaHuMHa B [eHcMoHHOM doHae
Poccuitckoin ®epgepaumm (npu Hanmumnm) (CHUNC);

e) HOMep noanca obasatenbHoro MeaANLMHCKOTOo CTPpaxoBaHUA.

21. Mpu npocTaBAeHUM OTMETKM, YKa3aHHOM B nognyHkTe 16 nyHKTa 20 Hactosawero MopsagkKa,
peuent B Qopme 3NEKTPOHHOIO AOKYMEHTa MOAMUCLIBAETCA YCUAEHHON KBaAnMULMPOBAHHOM
3NIEKTPOHHOM MNOANUCbIO NpeacefaTens WM  CeKpeTapsas BpavyebHOM KOMMUCCUM  MeAUUMHCKOM
opraHusaumun, Npu NPOCTaBJeHNUM OTMETOK, YKa3aHHbIX B noAanyHKTax 17 v 18 nyHKta 20 HacToAwero
MopaaKa, - YCUAEHHbIMU KBaAUGULMPOBAHHBIMW 3MEKTPOHHBIMM MNOAMUCAMM COOTBETCTBYHOLLMX
MeANUNHCKUX PabOTHUKOB.

22. Mo TpeboBaHWIO NauueHTa WAM ero 3aKOHHOTO NpeAcTaBuTeNs OPOPMIAETCS 3IK3eMnaap
peuenta B ¢OpMe 3/MEKTPOHHOrO [AOKYMEHTa Ha OymaxKHoOM HocuTene c otmeTkon "Aybaukar
3/IeKTPOHHOIO AOKYMeEHTa".

lll. YueT peuenTypHbiX 61aHKOB (32 UCKAIOUEHUEM peLenTypPHbIX
6naHKos no ¢opme N 107/y-HI "CneumnanbHbiii peuenTtypHblii 6aaHK")

23. Yyer peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
M3rotasanBaemMbIx Tunorpapckum cnocobom (manee - peuentypHble 6naHKWM, Moanexaluue ydery),
OCYLIECTB/IAETCA B 3KypHasiax ydera, MPOHYMEPOBaHHbIX, MPOLLIHYPOBAHHbIX U CKPEMIEHHbIX MOAMNMUCHIO
pYKOBOAMTENS W MeyaTbid MEAMUMHCKON OopraHvMsauum  WUAM  NOAMUCHIO  UHAMBUAYabHOIO
npeanpuHUMaTens, UMEIOLLETO TMLEH3UIO Ha MEANLIMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTypHbix 61aHKoB dopmbl N 107-1/y coaepkuT cneayrowme rpadbi:
1) Homep no nopaaKy;

2) B pa3gene "Mpuxon":

a) AaTa perncTpaumm 4OKYMEHTa, NOATBEPKAAOLWEro NOCTyN/IeHNe;

6) HoMmep U faTa AOKYMEHTA, NoATBEPKAAIOWErO NOCTyNAeHMe, HAMMEHOBAHME NOCTaBLLNKA;
8) 06LLee KONMYECTBO NOCTYNUBLLMX PeLLENTYPHbIX 61aHKOB;

I') d)amvmvm, MHUUManbl UMEHU N OTHECTBA (I'IOCJ'IE,D,HGE -npu HaJ'IVI‘-IVIVI) M noanncb OTBETCTBEHHOIO
MeaununHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 61aHKM OT NOoCTaBLWKa;

3) B pasaene "Pacxon':

a) AaTa BblAauM peuenTypHbiX 61aHKOB;



6) KOJ/INYECTBO BblAaHHbIX peLenTypPHbIX 6J'IaHKOB;

B) d)aMVIJ'IMﬂ, MHUNUManbl MMeHM U 0OT4HeCTBa (I'IOCJ'IE,D,HEE - npu HaJ'IVI‘-IVIVI) OTBETCTBEHHOIO
MmeanunHCKOro pa6OTHVIKa, nosiyymsLlero peuenTtypHble 6J'IaHKVI;

r) NoANUCb OTBETCTBEHHOrO MEANLMHCKOro PaboTHMKA, NOMYUMBLLErO peLenTypHble 61aHKK;

4) pammnnsa, HMUMANbI UMEHU M OTYECTBa (NocneaHee - MPU HaMYMK) U NOANUCL OTBETCTBEHHOMO
MeAMLMHCKOro paboTHMKa, BblAaBLIEro peuenTypHble 6aaHKu;

5) ocTaToK peuLenTypHbiXx 6/1aHKOB.

25. XypHan ydyeTa peuenTypHbix 6n1aHKoB dopm N 148-1/y-88 m N 148-1/y-04(n) copepsut
cnepyowme rpadobi:

1) Homep no nopAaKy;

2) B pasgene "Mpuxon":

a) AaTta pernctpaumm 4OKYMeHTa, NOATBEPIKAAIOLLErO NOCTYNIEHNE;

6) HOMep 1 gaTa LOKYMEHTa, NOATBEPKAAIOLLErO NOCTYNAeHMe, HAMMEHOBaHWe NOCTaBLLMKA;
B) 0b6LLee KoNMYeCTBO NOCTYNMBLUMX PeLEenTYyPHbIX 61aHKOB;

r) cepuu n Homepa peuenTypHbIX 61aHKOB;

[) KONMYecTBo peLenTypHbIX 61aHKOB MO cepuam;

e) d)aMVIJ'IMﬂ, UHUNUmManbl UMEHUN N OTHECTBA (I'IOCJ'IE,D,HEG -npu HaJ'IW-IVIM) M noanncb OTBETCTBEHHOTO
MeanunHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 61aHKM OT NoCTaBLWKa;

3) B pasgene "Pacxog:

a) AaTa BblAauM peuenTypHbIX 61aHKOB;

6) cepun U Homepa BblAaHHbIX PELLeNTYPHbIX 61aHKOB;
B) KO/IMYECTBO BblAaHHbIX peLenTypHbIX 6/1aHKOB;

I') d)aMMJ'IVIFI, nHUnUmManbl MMeHn “ OT4ecCTBa (nocne/J,Hee - npu HaJ'IW-IMM) OTBETCTBEHHOIO
MeanunHCKOro pa6OTHVIKa, nosyymseLlero peuenTtypHble 6J'IaHKVI;

,D,) noanncb OTBETCTBEHHOIO MeAULNHCKOIoO paﬁoTHMKa, nonyymsLliero peuenTtypHble 6J'IaHKVI;

4) pammnnsa, HUUMaNbl UMEHU M OTYECTBa (nocneaHee - MPU HaMYMK) U NOANMUCL OTBETCTBEHHOTO
MeAMLMHCKoro paboTHMKa, BblAAaBLIEro peuenTypHble 6aaHKu;

5) ocTaTok peuenTtypHbIX 61aHKOB.

26. YyeT peuenToB, 0POpMJIEHHbIX B GOpPME 3NEKTPOHHOTO [OKYMEHTA, OCYLLEeCTBASETCA B
rocygapcTBeHHoOM WHGOPMAUMOHHOMW cucteme B cdepe 34paBOOXpaHeHusa cybbekTa Poccuitckol
denepaumn NocpescTBOM BEAEHMA €4MHOMO peecTpa peLenTtos, 0GopMAeHHbIX B popMe 3/1EKTPOHHbIX
[OKYMEHTOB.

IV. XpaHeHue peuenTypHbiX 61aHKOB (3a UCKAOYUEHMEM peLenTypHbIX
6naHkos no ¢popme N 107/y-HI "CneumnanbHbiii peuenTtypHblii 6aaHK")



27. MeguuMHCKMe opraHM3aumnmn noaydatoT Heobxoammble peuentypHble 61aHKKM, obopmMaeHHble
TMnorpadckMm crnocobom, yepes TeppuTOpuasibHble OpraHbl YNpaB/ieHUA 34pPaBOOXPAHEHMEM WU
OopraHM3auuu, ynosHOMOYEHHbIE Ha 3TO OpraHamM WMCMNOJSIHUTENbHOW BAacTM cybbekToB Poccuitckoi
depepaumn.

28. PeuenTtypHble 6aaHKK, Nogjexalime yyYeTy, XpaHATCA OTBETCTBEHHbIM NNLOM, Ha3HAYEHHbIM
pPyKOBOAMUTENEM MELMLMHCKOM OpraHM3auuu, B 3anuMpaemom MeTanMyeckom wkraody (ceride) mau
MEeTaNINYeCKOM ALLMKeE.

29. namneuayanbHbli NnpeanpuHMMaTe b, UMELWMNI MLEH3NIO Ha MEANUMHCKYIO AeATEeNbHOCTb,
XpPaHMWT peuenTypHble 61aHKK, Noanexallume yyety, B 3annpaemom MeTaanmdyeckom wraody (cerde) nam
MEeTaNINYECKOM ALLMKeE.

30. MpoBepKa COCTOAHMA XpaHeHMWsA, ydyeTa, PaKTMUECKOro Ha/iuumMa M pacxoda pPeuenTypHbIX
671aHKOB, NOAJIEKAWMX Yy4YeTy, OOMH pa3 B KBapTa/J OCYLLECTBASETCA KOMMUCCUEM, CO34aHHOM B
MeAMLMHCKOW OpraHM3aLmu.

31. PeuenTypHble 651aHKM, odpopmasemMble Ha OymaxKHOM HoOcuTesne WU Nog/exalime y4yery,
BbIZAIOTCA MEAULMHCKMM PaboTHMKaM, MMeloWwuM NpaBo opopMIeHUA PEeLEenToB, NO PACNOPAKEHUIO
rNaBHOro Bpaya WM ero 3aMmecTuTens.

MonyyeHHble peuenTypHble 61aHKM Ha 6GYMaXKHbIX HOCUTENAX XPAHATCA MeAUUMHCKMMU
paboTHMKaMK B MOMeLLLEeHNAX, 06ecrnevnBalomX NX COXPaHHOCTb.

32. MNporpaMmHO-TEXHUYECKME CPeACTBa roCyAapCTBEHHbIX MHMOPMALMOHHbLIX cuctem B chepe
34,0aBOOXPaAHEHMS, MEANLMHCKUX MHPOPMALMOHHBIX CUCTEM MEAMULMHCKUX OpraHn3aumii obecneynsatot
XpaHeHWe 3/1IeKTPOHHbIX peuentoB, opopmMaeHHbIX B GOpPMe 3/1eKTPOHHbIX LOKYMEHTOB B TeuyeHue
CPOKOB, YCTaHOBJ/IEHHbIX ANS XpaHeHWA peuLenToB, OPOPMIEHHBbIX Ha COOTBETCTBYHOLWMX GOopmax
peLenTypHbIX 61aHKOB Ha BymaxkHOM HocuTene <10>.

<10> MoanyHKT 5.2.169 MNonoxeHns o MuHuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccuninckoi
depepaunn, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

Mpunoxenue N 4

K NpuKasy MUHUCTepCTBA 34,0aBOOXPaHEHMA
Poccuitckoit epepaumm

oT 24 Hos16pAa 2021 r. N 1094H

®OPMA CMNELMANIBHOIO PELENTYPHOTO BJTAHKA N 107/Y-HN

MWHUCTEPCTBO 34paBoOXpaHeHMA Poccuinckoit Koa ¢dopmbl no OKY/,
Pepepauun MeaunumHCcKaa JOKyMeHTauus
dopma N 107/y-HN,
YTBEPKAEHHaA NPMKa3om
MwuHUCTEPCTBA 34PaBOOXPaHEHNA
Poccuitckoit epepaumnm

0T 24.11.2021 N 1094H

wTamn MGAMLLMHCKOVI OopraHmnsauunun



PELIENT

Cepua N

" 20 r.
(naTa BbINUCKM peuenTa)

(B3pOCAbIN, AETCKUM - HYXKHOE NOAYEPKHYTD)

damunus, ms, oT4yecTso (nocneaHee - NPU HaANYKUK)
naymeHTa

Bospact

Cepl/lﬂ M HOMEP Nojsinca obAsaTenbHOro MeaUNLLMHCKOTO CTPaxoBaHUA

Homep meanUMHCKOM KapTbl

damunus, Ums, oTyecTso (NocaegHee - NPU HaMumK)
Neyvaluero Bpaya (benbaliepa, akywepKku)

2] o LSOO PTPTPPPPPIRE

MoAanuchb M ANMYHan nevaTb Bpaya
(nognuck denbawepa, akywepku)

damunna, Uma, oT4ecTso (nocieaHee - NPU HaANYUKU) U NOAMNMUCH YNONAHOMOYEHHOTO ANLA
MeANLMHCKOW opraHM3aumm

OTmeTKa anTe4yHoM opraHmnsaumnm ob oTnycke

damunma, nms, oT4ecTBo (nocne/J,Hee - npu HaJ'IW-IMM) M noanucob p360THMKa anTeyHou
OopraHnsauunum

Cpok aeiicteus peuenta 15 gHel

M.M.

M.M.

M.M.

MpunoxkeHne N 5
K NpuKasy MuHUCTepCTBa 34paBOOXPaHEHNSA
Poccuiickoin Pepepaumnn



oT 24 Hos16pAa 2021 r. N 1094H

noPAAOK
M3roToBNEHUA, PACNPEAENEHUA, PETUCTPALUN, YHETA U XPAHEHUA
PELLENTOB, COAEPHKALLUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NMNU NCUXOTPOMHDbIX BELLECTB

I. MopAaoOK U3roToBNAEHUA, pacnpeaeneHus cneyuanbHbIX
peuentypHbiXx 61aHKos no popme N 107/y-HM

1. OpraH13aumio M3roToBAEHNA U pacnpeaeneHua peuenTypHbix 6naHkos no ¢popme N 107/y-HI
"CneumanbHblii peuenTypHbin 6naHK" (nanee - cneuumanbHbIM peuenTypHbid 6aaHK) ocyllecTenseT
MuHKUCTEPCTBO 34paBooxpaHeHmsa Poccuiickoi ®eaepaunn (ganee - MUHUCTEPCTBO).

2. CneumnanbHble peuenTypHble 6AaHKM ABAAIOTCA 3aLLMULLEHHON nonurpaduyeckon npoaykumemn
ypoBHsa "B", nsrotasnneaemoit Ha bymare po3oBoro useTa pasmepom 10 cm x 15 cm, A0NKHbI UMETb
CEPUI0O M HOMEP, a TaK¥Ke COOTBETCTBOBaTb TPebOBaHWMAM, YKa3aHHbIM B NpuKasze MUHUCTepPCTBA
¢dunHaHcoB Poccuiickon deaepauymm oT 29 ceHTabpa 2020 r. N 217H "O6 yTBepKAeHUN TexHUYECKUX
TpeboBaHMIA W YCNOBUIM M3rOTOBJIEHMA 3aLUMLLEHHOW OT noaaenok nonurpadpuyeckoir npogykumm'
(3apernctpupoBaH MwuHUcTepcTBOM tocTuumMm  Poccuitickoit  degepauum 16 Hosbps 2020 .,
pernctpaumnoHHbiii N 60930).

3. B uenax opraHusaumm U3roToB/IEHUS U pacnpeaeneHus CneuuanbHbiX peuenTypHbIX 61aHKoB
MeAMULMHCKME OpraHM3auumn, MMmerowme MNpaBo OCYWECTBAATb Bblgayy PeLenToB Ha HapKoTUYecKue
CpeacTBa WMAM MCUXOTPOMHble BewectBa cnucka |l MepeyHs M 3aperncTpupoBaHHble B Poccuiickoi
degepaummn B KayecTBe JIEKAPCTBEHHbIX MpenapaTtoB ANA MeAMUMHCKOro npumeHeHus (ganee
COOTBETCTBEHHO - MEAMUMHCKaa OpraHusauma, HapKOTUYECKMI (NCMXOTPOMHbLIA) NeKapCTBEHHbIN
npenapar), COCTaBAAOT 3aABKM Ha peuenTypHble BAaHKK.

4. B cpok A0 1 oKTABpA TeKyllero roda 3afaBKU MEAMLMHCKMX OpraHusaluuMii Ha cneumasbHble
peuenTypHble 61aHKM NpeacTaBAsOTCA:

1) MeguUMHCKMMKM OpraHMsauusamu, Haxogawumuca B BedeHun denepanbHbiX OpPraHoB
NCNONHUTENbHOM BNACTK, - B COOTBETCTBYIOWME deaepanbHblie opraHbl MICMOAHUTENbHOW BAacTy;

2) MeAMUMHCKMMM OpraHusauMAMM, HaxoAAWMMUCA B BedeHWUM CcybbekToB PoccuicKoi
depepaunn, MEAULUHCKUMMN OPraHN3aLMAMN MYHULMMANBHON M YaCTHOM CUCTEM 34PaBOOXPAHEHUA - B
opraHbl MCMOJHUTENbHOW BNacTM cybbekToB Poccuiickoint Pepepaummn B chepe oxpaHbl 340pPO0BbA
rpaxgaH, Ha TeppPUTOPUM KOTOPbIX OHW PACMOIONKEHbI (4anee - OpraHbl MCMONHWUTENbHOW BAACTM
cybbeKkToB Poccuiickot deaepaunm).

5. B 3aABKe mMeauLMHCKON opraHu3aLmMu Ha crneuuanbHble peuenTtypHble 61aHKM yKasblBaloTcA
cneayiollme cBeeHus:

1) cBegeHus 0 MeAULMHCKOM opraHusauuu, noAaslieli 3asBKy Ha creuunanbHble peuentypHble
61aHKM (NONHOE HaMMeHOBaHMe, agpec MecTa HaxoXaeHus);

2) KONIM4EeCTBO CneunanbHbIX peuenTypHbIX 6]'IaHKOB, M3PaCXo40BaHHbIX MeAVILI,VIHCKOﬁ
opraHmaaumeVl Hal AHBApPA npeawecTsyowero roga;

3) Ko/IMYecTBO cneumnanbHbIX peuenTypHbiX 61aHKOB, HEOBXOAUMbIX MeAULMHCKON OopraHM3auum
Ha cneayrowmi roa,.

3anBKa Mep,VILI,MHCKOﬁ OpraHn3aunMmM Ha cneuunanbHble peLenTypHblie 61aHKM noanuncolBaeTcAa
pykosoauTenem ME,EI,VILI,VIHCKOI\;I OopraHunsauuu, KOTOprl‘/‘I HeCceT NnepCcoHa/ibHYKO OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb U AO0CTOBEPHOCTb YKA3aHHbIX CBeAeHMVI.



6. (De,u,epaanble OpraHbl WUCNONHUTEIbHOM BNacCtu, B Be4eHUN KOTOPbIX HaXo4ATCA MeaULUNHCKUE
opraHunsauunum (,u,anee - cbep,epaanble OpraHbl NCNONHUTENbHOM BJ'IaCTM), M OpraHbl NCNONHUTENbHOM
B/N1acTn Cyﬁ'beKTOB Poccuitckol CDe,u,epau,MM Ha OCHOBAHWUM 3aABOK MeAULUNHCKUX opraHmsau,Mﬁ Ha
cneynanbHble peuenTypHbie 61aHKK (bOpMMPYIOT CBOAHblIE 33aABKU Ha cneuunasibHble peuenTypHble
61aHKM N B CpoOK Ao 1 AEKaﬁpH TEKyUW,ero roga npeacrasaaroT X B MMHMCTepCTBO.

7.B CBO,D,HOﬁ 3aABKe Ha CneuunanbHble peuenTypHble 6.1aHKK YKa3blBakOTCA cheayrowme ceeaeHnAa:

1) cBegeHus o deaepanbHOM opraHe UCMOMHUTENbHOM BAacTh (opraHe UCMOMHUTENbHOM BAAacTU
cybbekTa Poccuiickoit degepaumm), npeacTaBuBLLEM CBOAHYIO 3aABKY Ha cneuuanbHble peuenTypHble
61aHKK (NONHOE HanmeHOBaHWe, aApPec MecTa HaxoXaeHusa);

2) KONMYecTBO cneumnanbHbIX peuenTypHbix 61aHKOB, pacnpeaeneHHbix denepanbHbiM OpPraHoOM
NCNOJIHUTENbHON BIAacTM (OpraHOM MCNONHUTENIbHOM BRacTn cybbeKkta Poccuinckoint deaepaumnm) Ha 1
AHBaApPA NPeALecTBYIOLLErO roAa MexKay MeaNUUHCKUMM OpraHM3aumnamm;

3) KO/MMYeCcTBO CcheumanbHbIX peuenTypHbix 61aHKOB, HeobxoauMmbix ¢eaepanbHOMYy OpraHy
NCNONIHUTENbHON BNacTu (opraHy WMCNOAHUTENbHOW BnacTn cybbekta Poccuiickon depepauumm) Ha
cneayoLwmii rod gna pacnpegeneHnn mexay meauumMHCKMMU OpraHm3aLmamu;

4) cBefeHUAs O NOABEAOMCTBEHHON OpraHusauMu, YNnoJHOMOYEHHON deaepasibHbiIM OpPraHom
WCNONHUTENIbHON BfacTM (OpraHomM WCMNOJIHUTENbHOW BnacTM cybbekTa Poccuiickon Pepepaunn)
OCYLLECTBAATb MOJIyYEHUE CheuManbHbiX peuenTypHbiXx 61aHKOB OT MWHUCTEPCTBA, MX XpPAHEHWE U
BblAauyy MeAMLMHCKMM opraHMsaumam (nonHoe HanmeHoBaHWe, aapec Mecta HaxoxkaeHua, MHH/KMM,
OKTMO opraHuM3aumnm, GpakTMUYECKUin aapec NoCTaBKK).

8. Ha OCHOBaHMM MNO/NYYEHHbIX CBOAHbLIX 3aABOK HA CcneuuanbHble pelenTypHble 61aHKu
MMWHUCTEPCTBO eXKerofHo B CpoK Ao 15 aHBapsa creayrowero roga Gopmupyet U yTBeprKAAeT NniaH
pacnpeaeneHus crneumanbHbIX pPeuenTypHbIX 6/J1aHKOB, B KOTOPOM OTpaKaeTcA rogosas noTpebHoCTb
Poccuiickoli degepaumm B CreuManbHbiX peLenTypHbiXx 61aHKax (ganee - nnaH pacnpegeneHus
MwuHUcTepcTBa).

9. B nnaHe pacnpegeneHvs MUHUCTEPCTBA YKa3biBaOTCA CAefylolme CBeAeHuUs:
1) nopAAKOBbLIN HOMEP 3anuUcK;

2) HaumeHoBaHWe ¢deaepanbHOro OpraHa MCNOAHUTENbHOM BAAcTU (OpraHa WCMOAHWUTENbHOW
Bnactm cybbekta Poccuitickoin ®degepaumn), NpeacTaBMBLIErO CBOAHYH 3aABKY Ha CrneuuanbHble
peuenTypHble 61aHKK;

3) HeobxoAMMOe KONNYECTBO CreLMabHbIX peLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbIX peLenTypHbix 61aHKoB dpesepasibHbIM OpraHam UCMOHUTENbHOWM
BJACTW, OpraHam MCMNOJAHUTENbHON BNacTM CcybbekToB Poccuiickot ®deaepaunm ocyliectTeaseTca
MMWHUCTEPCTBOM B KO/IMYECTBE, NpeayCMOTPEHHOM NAaHOM pacnpegeneHua MuHucTepcTsa.

11. MMHUCTEPCTBOM AOMONHUTENbHO K KOAMYECTBY CheuManbHbIX PeuenTypHbiX 61aHKoB,
npeaycmMoTpeHHOMY NiaHOM pacnpegeneHus MwuHucTepcTBa, GopMUpyeTcA pesepBHbl  3anac
cneumanbHbiX peuenTypHbiX 61aHKOB B Ko/uyecTBe, He npesblwatowem 150 000 cneumanbHbix
peuenTypHbIX 6/1aHKOB.

12. B cnyyae yBenuueHus NoTpebHOCTM B CneumasbHbIX pelenTypHbix 6aaHKkax denepasbHble
OpraHbl MCMONHUTE/IbHOM BNACTU (OpraHbl MCMOIHUTENIbHOM BacTM cybbeKkToB Poccuitckolt Pegepaunn)
HanpaenalT B MMWHUCTEPCTBO CBOAHbIE 3afBKM Ha [AOMOJHUTE/IbHOE KOJIMYECTBO CheLMasbHbIX
peuenTypHbIX 61aHKOB (C 06OCHOBaHMEM yBe/MYEHWA MOTPEeOHOCTM B CMELMabHbIX PeLenTypHbIX
6naHKax), KoTopble npenocTaBasatoTcs MUHUCTEPCTBOM M3  PEe3epBHOrO 3amaca  creumasbHbIX



peLenTypHbIX 6/1aHKOB.

13. depepanbHble opraHbl UCNOSHUTENbHOM BAACTU (OpraHbl UCMOJHUTENLHOM BAAcTU CybbeKTOB
Poccuiickolt ®denepaumnn) pacnpedenstoT NosyyYeHHble cneuuanbHble peuenTypHble 61aHKuM mexay
MeAMLMHCKMMM OpPraHu3aumMsamMM Ha OCHOBAaHMM MNAHOB pacnpegeneHvs, cOOPMUPOBAHHBLIX B
COOTBETCTBUM C 3aABKAMMN MEAMLMHCKMX OPraHM3aLMii Ha CneLuanbHble peuenTypHble 61aHKu.

Il. MopAapoK perncTpauum, yueta u XxpaHeHus cneumanbHbIX
peuenTtypHbIX 6naHKkoB no ¢popme N 107/y-HN

14. MuHWCTepCTBO, WHble deaepanbHble OpraHbl  MWCMOAHUTENbHOW BAACTM M OpraHbl
NCMNONHUTENbHOW BRacT cybbekToB Poccuitickoi degepaumy OPraHUM3ylOT XpaHeHMe chneumanbHbIX
peuenTypHbiX 61aHKOB B MOABEAOMCTBEHHbIX OPraHM3auuaX, YMNOJAHOMOYEHHbIX OCYLLECTBAATb
nonyyeHue chneumanbHblX pPeuenTypHbiXx 61aHKOB OT MMHUCTEPCTBA, WX XPaHeHMe U Bblaady
MeAMLMHCKMM OpraHu3aumam (ganee - ynoaHOMOYEHHas opraHmM3aums).

15. B yNno/HOMOYEHHOW OpraHn3auum U MeauMuUMHCKOW opraHu3auum, noayyYmsLeit cneyyanbHble
peuenTypHble 61aHKWM, OpraHU3yeTcA PerucTpauma, ydyeT M XpaHeHUe chneumanbHbIX peuenTypHbIX
6/1aHKOB.

PerncTpaums, yyeT M XpaHeHMe pe3epBHOro 3amnaca CheuuanbHbIX peuenTypHbix 61aHKoB
MuHucTepcTBa ocywecTensetca ¢deaepanbHbiM  rocyAapcTBEHHbIM  BIOAKETHBIM  yUpeXOEHMEM,
HaxodAWMMCA B BeAeHMM MuHuUcTepcTBa (ganee COOTBETCTBEHHO - pesepBHbld  3anac,
NoABeAOMCTBEHHOE yUpexaeHue).

16. PabOTHMK, Ha3Ha4YeHHbIA MPUKA3OM PYKOBOAMUTENS YNOJHOMOYEHHOW OpraHusauum
(ynonHomoueHHoW opraHu3aumm, NoABeA0MCTBEHHOIO yYpeXKAeHNA) OTBETCTBEHHbIM 32 PerMcTpauuio,
XpaHeHWe W ydyeT chneumanbHbIX PeuenTypHbiXx 61aHKOB (4anee - OTBETCTBEHHbIM PabOTHUK), Ha
OCHOBaHWK A0BepPeHHOCTU, 0GOPMIEHHON B NOPAAKE, YyCTAHOBAEHHOM 3aKOHO4aTeNbCTBOM Poccuiickoi
degepauun  (C  noagnuUcbio  PyKoBOAWUTENA  YNOJHOMOYEHHOW opraHusaumMm  (YynoaHOMOYeHHOM
OopraHusauum, NoaseA0MCTBEHHOTO YUpeXKAEHMS), aBHOTO Byxrantepa, 3aBepeHHbIX KPYr/1oi neyatsio),
NoJly4yaeT crneumasnbHble peuenTypHble 61aHKN U OCYLWECTBAAET BeAEHME KypPHaNa PerncTpaumm u yyeta
CNeuManbHbiX peuenTypHbiX 6/1aHKOB, K KOTOpomy npuobwaetr ¢oTo- u (Mau) BuAeomaTepuansi,
noaTeepxaatowme ¢akT obopmneHus peuenTypHbix 61aHKOB Ha oMY (NpY HaAUYKUK).

17. XypHan perucTpauuu UM y4yeTa chneuManbHbiX PeuenTypHbIX 6/1aHKOB A0/XeH 6biTb
NPOHYMepoBaH, NPOLIHYPOBaH, MMeTb Ha MociefHel CTpaHWLe 3anucb, COAEPXKaLlylo KOANYecTBO
CTPaHWL, MOAHOE HaumeHOBaHWe YMOJHOMOYEHHOW opraHusauumn (MeauUMHCKOW opraHu3aumum,
NnoABeAOMCTBEHHOrO YUYpesKAEeHMA), a TaKKe CKpenseH MoAMNUCbI0 PYKOBOAMTENA W  Me4yaTblo
YNO/IHOMOYEHHOW OpraH13aumm (MeauUMHCKON opraHn3aumm, NoABeA0MCTBEHHOIO YUpeXaeHUs).

ypHan peructpauum M ydeTa CcneuuanbHbIX peuenTypHbiXx 61aHKOB pe3epBHOro 3anaca
MMWHUCTEPCTBA CKPENAAeTCa TaKXe MOANUCHI0 AMpeKTopa (B C/lyyae ero OTCYTCTBMA - 3aMecTuTens
AvpekTopa) [lenaptameHTa peryanMpoBaHna o6palleHMsa /NeKapCTBEHHbIX CPeACTB M MeAUUMHCKUX
nsaennin MnHucTepcTea 1 nedvatbio MuHuUcTepcTBa.

18. B KypHane perucrtpauuum M y4yeTa CreumanbHbIX peuenTypHbiX 61aHKOB YKasbiBalOTCA
cneaylolme cBeAeHus:

1) nopaaKoBbIM HOMEp 3anucK;
2) npuxoA cneumnanbHbIX peLenTypHbIX 61aHKOB:
a) peKBU3UTbI U AaTa PerncTpaLmm NpMxoaHOro AOKYMEHTa;

6) 06u.|,ee KO/IN4eCTBO NOCTYNUBLLUUNX CneynanbHbIX peLenTypHbIX 6J'IaHKOB;



B) cepua U HoMep cneunanbHoro peuenTypHoro 6aaHKa;

r) KoAMYecTBO cneumnanbHbIX peLenTypHbIX 61aHKOB MO KaXaol cepuu;

) bamunus, nms, otyectso (nocneaHee - NPU HaAUUYUK) U NOANMUCL OTBETCTBEHHOIO PaboTHUKa;
3) pacxog, cneupanbHbIX peLenTypHbix 61aHKOB:

a) AaTa BblAaumM crneLumanbHbiX peLenTypHbiX 61aHKOB;

6) cepun U Homepa BblAaHHbIX CNeLManbHbIX peLenTypHbIX 61aHKOB;

B) KOZIN4eCTBO BblAaHHbIX CneLUnaZibHbIX peUenTYpPHbIX 61aHKOB C YKa3aHnem B CKOBKax KosinyecTtsa
cneynanbHbIX pelenTypHbIX 61'IaHKOB, BblAaHHbIX ONA Od)OpMJ'IEHVIFI Ha Aomy,;

r) ¢ammavsa, uMmA, oT4ecTBO (mocnegHee - MpPW HaAMuMM) U MNOAMNUCL AMLA, MNOAYYMBLUErO
cneumanbHble peuenTtypHble 6aaHKu;

[) KOIMYEeCTBO CneLnanbHbiX peuenTypHbiXx 61aHKOB, 0GOPMAEHHbIX Ha AOMY;

e) damumnma, mma, otyecTBo (nocnegHee - MpU HaAnMuyMKU) U NOAMUCL NMua, OPOPMUBLIENO
cneumanbHble peuenTypHble 61aHKK Ha AoMYy;

4) bamunus, UMaA, oTYeCTBO (NocneaHee - NPU HaAMUYUKU) U NOANUCH OTBETCTBEHHOTO PaboTHMKA;
5) ocTaToK cneumanbHbIX peuentypHbIX 61aHKOB.

19. CneumanbHbli peuenTypHbii BnaHK ABAAETCA AOKYMEHTOM CTPOroi oTyeTHocTM. 3anac
cneumanbHbIX peuenTypHbIX 61aHKOB B MeAULMHCKOM OpraHM3aLmMm A0KEH XPAaHUTLCA B CeuyanbHbIX
nomeLlleHusx, ceridax nam B crneumanbHO U3roTOBAEHHbIX WKadax, 0OUTbIX OLLMHKOBAHHbBIM Kene30M, C
HaZeXHbIM BHYTPEHHUM WUAN HABECHBIM 3aMKOM.

MomeLlleHUs, celdbl, WKadbl, B KOTOPbIX XPaHATCA cneunanbHble peuenTypHble 6AaHKK, AOMKHbI
6bITb 3aKPbITbl Ha 3aMKM W MOC/Ne OKOHYaHMA paboTbl onedyaTaHbl Me4yaTbld YMNOAHOMOYEHHOM
opraHuMsauunu (MeguUMHCKOM opraHusaumm) nam oniombmpoBaHsi.

20. B MEAMUMHCKMX OpraHM3aumsax 3amac cneumasbHblX PeuenTypHbiX 61aHKOB He AO0JIXKeH
npesbIWaTb ro40BoOM NOTPebHOCTHU.

21. Paspewaetca BblgaBaTb MeAMUMHCKOMY pPaboOTHUKY, MMelolWemMy MpaBo Ha3Ha4aTb
HapKoTUYecKMe (MCMXOTPOMHbIE) NIeKapcTBEHHble MnpenapaTthl, eaAMHOBpemeHHO He 6onee ABaauaTu
cneumanbHbIX peuenTypHbix 61aHKOB.

MeaununHckume paﬁoTHMKM, BbiNuUCbiBaOWMe peuenTtbl Ha HAPKOTUYECKUE (I'ICVIXOTpOI'IHbIe)
NEeKapCTBEHHbIE NpenapaTbl, HA OCHOBaHWKN NPUKa3a pykoBoOOAUTENA ME,D,MLLMHCKOVI opraHnsaunnm HecyT
NYHYKO OTBETCTBEHHOCTb 3a COXPAHHOCTb MOJIYydEHHbIX ChneunanbHbIX pPeLenTypHbIX 61aHKOB.
CneumanbHble peuenTtypHble 61'IaHKM, nonyyeHHbie megnumnHCKMm paﬁoTHMKOM, XPaHATCA No4 3aMKOM B
ce17|cbax, METaNNNYECKUX LIJKad)aX U MeTannnvyeCckmnx amKax.

22. B MeAMLUMHCKOW OpraHuM3aumMy CO34aeTcsa MOCTOAHHO AeMCTBYHOLWAA KOMMUCCUA, KoTopaa He
pexke 1 pasa KeapTan (N0 peleHUI0 PYKOBOAUTENS MEeAMUMHCKOM OpraHuM3auun BO3MOXKHO yalle)
OCYLLECTBAAET NPOBEPKY COCTOAHUA PErMcTpaLumn U ydeTa cneumanbHbIX peuenTypHbIX 6/1aHKOB, B TOM
yncae NyTem CBEPKM 3amnucen KypHana perucTpauum u ydeTta cneumanbHbIX peuenTypHbiX 61aHKoB, C
baKTUYECKMM HaMumMem crneumanbHbiX peLenTypHbIX 61aHKOB, a TaKKe NPOBEPKY COCTOAHUA XpaHeHuA
cneumanbHbIX peuenTypHbix 61aHKOB.

Mo pe3ynbTaTamM NPOBEPKU B KypHae PerncTpaumun 1 yyeta cneumasbHbiX peuenTypHbiXx 61aHKoB



Aenaetca 3annCb O pe3ysibTaTaxX NpoBedeHNA CBEPKU OAHHbIX, 3aKpenieHHaa noanncamm Bcex 4ieHoB
KOMUCCUU, NI CO3aaeTCA CI'IeLI,MaJ'IbeIﬁ dKT NPOBEPKU.

23. depepanbHble opraHbl UCMOJHUTEIbHOW BNACTU M OPraHbl UCNOJIHUTENIbHOM BAAcTU Cy6beKToB
Poccwuiickolt denepaunmn ocyLEeCcTBASAIOT KOHTPO/Ib 33 OpraHusaumelt perucTpaummn, yyeta U xpaHeHus
CNeLManbHbIX peuenTypHbIX 61aHKOB B YNONHOMOYEHHbIX OPraHM3aumax U MeaULMHCKMX OPraHn3aLmsX.

24. Bblgava cneumanbHblX peuenTypHbiXx 6aaHKOB M3 pe3epBHOro 3anaca MwuHucTepcTBa
depepanbHbIM OpraHam WCNONHUTENIbHOM BAACTM W OpPraHam WMCNOAHUTENbHOW BAAcTM CcybbekToB
Poccuitckoit  depepaunm  OCyL,ecTBAAETCA  OTBETCTBEHHbIM  PabOTHMKOM  MOABEAOMCTBEHHOIO
yupexaeHnA Ha OCHOBaHMM pelleHna 06 oTnycKe cneunanbHblX peuenTypHbix 61aHKoB, 0GOpPMAEHHOTO
B BUAE NMUCbMa, MOAMNUCAHHOIO AMPEKTOPOM (B C/lyyae ero OTCYTCTBMA - 3aMecTUTeNemM AMpeKTopa)
[enapTameHTa peryiMpoBaHusa ob6palleHnAa NeKapCTBEHHbIX CPeACTB W MeAWMUMHCKUX  U3Aenni
MwuHucrtepcrtsa.

MpoBepKa AeATeNbHOCTU NOABEAOMCTBEHHOIO YUpeXKAeHUsA No perncTpaumm, yu4ety u XpaHeHuIo
pe3epBHOro 3anaca ocyulecTsaseTcAa [enapTamMeHTOM peryampoBaHua obpalleHus NeKapcTBeHHbIX
cpeacTs U MeaMUMHCKUX u3aennit MuHucTepctBa 2 pasa B rog He nosaHee 20 uucna mecaua,
cNeayioLLero 3a UCTEKLWUM Noayroanem.

MpunoxkeHne N 6

K NpuKasy MuHUCTepcTBa 34paBOOXPAHEHNA
Poccuiickoin Pepepaumm

oT 24 HoAbpna 2021 r. N 1094H

NPABUNA
OdPOPMJIEHUNA PELENTOB, COAEPKALLMNX HASHAYEHME HAPKOTUYECKUX
CPEACTB UM NCMXOTPONHbIX BELLECTB, B TOM YUCJIE B POPME
SNEKTPOHHbIX AOKYMEHTOB

I. OpopmneHume peuenTta Ha 6ymaxKHOM HocuTene

1. Ha peuenTypHbix 6n1aHKax ¢opmbl N 107/y-HM B neBoM BepxHem yray npocTaBAfeTcs LWTamn
MeANUMHCKON OpraHM3auMmn C yKasaHMem ee NOJIHOr0 HaMMeHOBaHWA, agpeca n TenedoHa c AaTol
BbINUCKM (faTol odpopmaeHna) peuenTta Ha IeKapCTBEHHbIM Npenapar.

PeuentypHble 6naHkn ¢dopmbl N 107/y-HIT 13rotaBaMBaloTCA MCKAOYUTENBHO TUMOrPadCKnUm
cnocobom.

2. Ha peuentypHbix 61aHKax, odOPMAAEMbIX WHOMBMAYANbHbIMW MNpeanpUHUMATENAMMU,
UMEIOWUMM JINLEH3NIO Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEpXHEM JeBOM Yray Tunorpadpckum
cnocobom MAM NyTem NPOCTaBAeHMA WTamna AoaXeH 6biTb YyKasaH agpec WMHAMBUAYANbHOrO
npeanpuHMmaTens, HOmMep M AaTa JMUEH3MW, HaMMEHOBaHWe opraHa rocyAapCTBEHHOW BAacT,
BbIABLUErO /IMLEH3MIO.

3. PeuenTypHble 6naHKku dopmbl N 107/y-HI 3anonHa0TCA MeAMLMHCKUM PaboTHUKOM YepHUAaMK
WU LLAPUKOBOWN PYYKON.

4. [onyckaeTcs opopMIeHne BCex PEKBU3NTOB (3a MCKAOYEHMEM pekBM3MTa "Moanuch nevaliero
Bpaya (moanucb denbaliepa, akywepkun)') peuentypHbix 6naHkos ¢dopmbl N 107/y-HMN ¢
MCNO/Ib30BaHWEM MeYaTaloWwmnx YCTPOUCTB.



5. B peuentypHom 6naHke ¢popmbl N 107/y-HIM B cTpoKkax "damumana, nms, otiectso (nociegHee -
npwu Hannumm) naumnenTa" n "Bospact” yKasblBatOTCA MNOJHOCTbIO pamuama, MMA, OTYECTBO (nocnegHee -
Npv HaM4YMK) NALMEHTa, ero Bo3pacT (KOANYeCTBO MOJHbIX JIeT).

Jonyctmmo yKasaHue AaTbl POXKAEHWNA NaLMeHTa.
6. B peuentypHom 6naHke popmbl N 107/y-HIM:

1) B cTpoke "Cepusi U HoOMep nonnca obA3aTeNbHOro MeaMLMHCKOro CTpaxoBaHUA" yKasbliBaeTcA
Homep noaunca 06a3aTesIbHOro MeANLNHCKOTO CTPAXOBaHWUA NaLMeHTa (Mpu Haanuum);

2) B cTpoke "Homep meaAMUMHCKOM KapTbl" yKasbiBaeTcA HOMEpP MeAULMHCKON KapTbl NaLMeHTa,
NOJIy4aloLLero MeamMuUMHCKY0 NOMOLWb B ambynaTOPHbIX YCIOBUAX, UM UCTOpUKM BONE3HWM NauueHTa,
BbIMMUCbIBAEMOTIO M3 MEANLMHCKON OpraHnsaunm;

3) B cTpoKe "®amunua, uma, oTyecTBo (NocaesHee - NPy HanMYMK) Nedallero Bpaya (penbglepa,
aKyLWepKn)" yKasbiBaeTcs MOMAHOCTbIO pamuanaA, MmsA, OTY4eCTBO (nocnegHee - NMpPU HaAMuYMKM) Bpayda
(penbpluepa, akywepkn), BbiNMCaABLUEro PeLEnT Ha HAaPKOTUYECKUI (MCUXOTPOMHbIN) NeKapCTBEHHbIN
npenapar.

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

1) HauMmeHOBaHWE NEKapCTBEHHOro npenapaTa (MeXAyHapogHoe  HenaTeHTOBaHHOe
HaMMeHOBaHMe, FPYNMNUMPOBOYHOE WAW XMMMUYECKOe HAaMMEHOBAHWe, TOProBoe HaMMeHOBaHWe) Ha
NATUHCKOM f3blKE WM HA PYCCKOM A3blke, dopma BbINYCKa, A03MPOBKA, KOAMYECTBO (YKasblBaeTcA
NPONMCbIO Ha peuenTypHom baaHke popmbl N 107/y-HM);

2) cnocob nNpuMeHeHWs NeKapCTBEHHOTO MNpenapaTta Ha rocyfapcTBEHHOM fA3blke PoccuiicKoi
denepaummn UAM Ha rocyaapcTBeHHOM A3blke Poccuiickoli Peaepauun M rocyaapCTBEHHOM Si3biKe
pecnybaunK 1 UHbIX A3blKax HapogoB Poccuiickon Pegepauum <1>,

<1>Yactb 1 ctatbu 15 3akoHa Poccuiickoin Pepepaumm ot 25 oktabpa 1991 r. N 1807-1 "O a3bikax
HapoaoBs Poccuiickont Peaepaunn (aanee - 3akoH N 1807-1). (BeaomocTn cbesga HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCHCP, 1991, N 50, cT. 1740).

8. Npu odopmneHnm peLenTypHbIX 61aHKOB 3aMpPeLlaeTca OrpaHMYMBaTLCA OBLLMMM YKa3aHUAMM,
Hanpumep, "BHyTpeHHee", "M3BecTHO".

9. Mpu odopmaeHUM naumeHTy peuentypHoro 6naHKa dopmbl N 107/y-HM Ha HapKOTUYECKUi
(NCMXOTPONHbLIA) NEeKApPCTBEHHbIM MpenapaT B pPaMKax OKasaHUs MeAMLUMHCKOW NOMOLWM Mpu
onpeaeneHHom 3abosieBaHUMN TaKOW peLLenT 3aBepseTcs:

1) noanucblo M ANYHOW NeYaTblo Bpada IMbo nognucbio penbaluiepa (aKywepKu);

2) neyatblo MeAMUMHCKOW OpraHu3aumu, AnMbo CTPYKTYPHOro noAapasfaeneHns MeauuMHCKOM
opraHusaumm "[na peuentos", KOTopaa NPOCTaBAAETCA JIMLOM, YNOJHOMOYEHHbIM PyKOoBOAMUTENEM
MeAMLMHCKOWM OpraHM3aummn C ykasaHuem damMuinu, UMeHW, OTYecTBa (nocneaHee - Npu HaaUuUK) u
NPOCTaB/IeHNEM ero IMYHOMN NoANUCH.

B cayyaax HeobxogumocTM oGOpPMNEHUA peuenta Ha HapKOTMYECKUM (NCUXOTPOMHBLIN)
NeKapCTBEHHbIM MpenapaT Ha AOMYy B PaMKax OKasaHua NaniMaTMBHOW MEeAMUMHCKOM MOMOLLM
[OMyCKaeTca NpeaBapuTeNbHOE 3aBepeHue peuenTa WTaMnomM MeAMUMHCKON OpraHu3aumm, nevyatbio
MeAMLMHCKOWM opraHuMsaumm Mbo CTPYKTYPHOro noapasfaeneHus MegvumMHCKOM opraHusauuun "Ons
peuenToB"”, KOTOpas MNPOCTAaBAAETCA /IULOM, YMNOJHOMOYEHHbIM PYKOBOAWUTENEM  MELULMHCKOWM



OopraHusauum, ¢ ykasaHvem Gamuanm, UMeHM, oTyecTBa (nociegHee - NPU HaANMYMKM) U NPOCTaBAEHMEM
ero fiM4yHol nognucu. Mpu 3TOM B XKypHaie perucTpaLumn 1 ydyeta peLenTypHbix 6/1aHKOB B COOTBETCTBUM
¢ MopsaaKoM perucTpauuu, yyeta U XpaHeHus creumnanbHbiX peLenTypHbiX 61aHKOB Ha HapKOTMYecKue
CpeACcTBa UM NCUXOTPOMHbIE BEL,ECTBa, YTBEPKAEHHbIM HAaCTOALWMM NPUKA30M, 4e/1aeTCA OTMETKA O ero
Bblgaye Ana oGOPMIEHMS Ha AOMY, A TaKKe OTMETKa, YAO0CTOBepeHHas MoANuCbio Bpaya Anbo
denbawepa (akywepku), obopmumsliero peuent, o pakte ero oPpopmaeHUsa, KOTOPbIN MOMKET ObITb
AOMONHUTENBHO NoATBEpPKAEH GOTOo- 1 (MK) BUAeOMaTEPUANAMM.

B cTpoke "OTmeTKa anTe4yHoM opraHu3aumm ob otTnycke" cTaBUTCA OTMETKa anTe4YHON opraHn3auum
06 OTNYyCKe HapPKOTMYECKOTO (MCUXOTPOMHOrO) NEKAPCTBEHHOTO Npenaparta (C ykasaHMem HauMeHoBaHWA,
KO/IMYECTBA OTMYLLEHHOrO HAapPKOTUYECKOro (MCUXOTPOMHOro) NEeKapCTBEHHOrO MpenapaTta W AaTbl ero
OTMYyCKa), KoTopas 3aBepseTca MNOAMUCbl0 PabOTHMKA anTeyHoW OpraHusauuu, OTMNYCTUBLLErO
HapKOTUYECKUIA (NCUXOTPOMHbBIN) NIeKAapCTBEHHbIN npenapat (c ykasaHMem ero ¢Gamuanun, UMeHM,
oT4yecTBa (nocnegHee - NPU HaMUMKM), @ TaKKe KPYr/0M neyaTblo anTeYHOW OpraHM3aumu, B OTTUCKE
KOTOPOI AOMKHO ObITb AEHTUDULMPOBAHO NOSHOE HAMMEHOBAHUE aNTEYHOM OPraHM3aLUN.

10. Ha ogHom peuentypHom 6aaHke dopmbl N 107/y-HIN paspellaeTca ocywecTBAATb Ha3HavyeHne
TO/IbKO OAHOIO0 HaMMEHOBAHWA NEKAPCTBEHHOIO Npenapara.

11. UcnpasneHunA B peuente He JOMYCKaOTCA.
Il. OpopmneHune peuenta B popme 3/IEKTPOHHOTO AOKYMEHTA

12. PeuenT B popme 3/1EKTPOHHOTO AOKYMEHTA, NOAMNUCAHHOIO YCUNEHHOW KBaMPUUMPOBAHHOWM
3NEeKTPOHHON noanucbto, GopmmpyeTcs MeaNUNHCKMM PabOTHUMKOM, CBELEeHUS O KOTOPOM BHECEHbI B
desiepanbHbIit  pPerucTp MeauUMHCKUX PaboTHUKOB <2>, a TaKXe nMpu YCI0oBUWU perucrTpaumm
MeANUMHCKON opraHM3aLmm, B KOTopon opopmaseTtca peuenT, B peaepaibHOM peectpe MeauLMHCKUX
opraHusauui <3> eaAnHOM rocyaapcTBeHHON MHPOPMALMOHHOM cucTeMbl B cdhepe 34paBOOXPaHEHMA U
NOAKNOYEHMA TAaKOM MeAMUMHCKOM OopraHu3auMm K rocygapcrBeHHOM MHPOPMALMOHHOM cucTeme B
cdepe 3apaBooxpaHeHns cybbekTa Poccuiickoit Peaepaumm <4>.

<2> Yactb 4 cratbm 91.1 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3aKoHOZATE/bCTBA
Poccuinckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<3> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOAATeNbCTBA
Poccuitckoit ®epepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Ctatbn 91 n 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoaaTeNbCcTBa Poccninckoi
depnepaunn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO MaUMEHTA MAM €ro 3aKOHHOrO NpeacTaBuTeNns oGOPMASETCA 3K3eMNAAp
peuenta B ¢doOpmMe 3/EKTPOHHOrO [AOKYMEHTa Ha OymaxKHoOM HocuTene c otmeTkon "[Aybaukar
3/IeKTPOHHOIO AOKYMeEHTa".




