MWHWUCTEPCTBO 34PABOOXPAHEHWNA POCCUMCKOWN ®EAEPALIUK

NPUKA3
0T 24 HOAGBpA 2021 r. N 1094H

Ob YTBEPXKAEHUN NOPAAKA
HA3HAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIENTYPHbIX
BZIAHKOB HA NIEKAPCTBEHHbIE MPEMNAPATbI, NTOPAAKA O®OPM/IEHUA
YKA3AHHbIX B/IAHKOB, X YYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COAEPHALUUNX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOMHDbIX BELLECTB, MOPAAKA NX U3TOTOBJ/IEHUA,
PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA,
A TAKXKE NPABM1 O®OPMJIEHUA BNNAHKOB PELENTOB,
B TOM YUC/IE B DOPME IIEKTPOHHbIX JOKYMEHTOB

B cootBeTCTBMM C NYHKTOM 16 YyacTn 2 ctatbm 14 PepepanbHOro 3akoHa ot 21 HoAbpAa 2011 r. N 323-
®3 "0O6 ocHoBax oxpaHbl 340p0BbA rpaxaaH B Poccuitickont deapepaummn” (CobpaHne 3akoHoaTeNbCTBA
Poccuiickoit Pegepaunm, 2011, N 48, cT. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbn 26 PenepanbHOro
3aKoHa oT 8 sHBapA 1998 r. N 3-d3 "O HapKOTMUYECKUX CPeaCcTBaXxX U MCUXOTPONHbIX BewecTtsax" (CobpaHue
3aKkoHogaTtenbcTBa Poccuiickoit ®egepaumn, 1998, N 2, c1. 219; 2017, N 31, c1. 4791), noanyHKTamm
5.2.177, 5.2.178 wn 5.2.179 nyHKTa 5 MonoxeHnsa o MuHUCTepcTBE 3apaBooxpaHeHus Poccuiickol
depepaunn, ytBepKaeHHOro nocraHosneHnem lMpasutenbctBa Poccuiickon ®egepaunm ot 19 umtoHA
2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickonn deagepauum, 2012, N 26, cT. 3526; 2015, N 23,
cT.3333; 2017, N 52, c1. 8131; 2021, N 43, cT1. 7258), np1KasbiBato:

1. YTBEepauTb:
MopAnoK HazHavYeHNA NeKapCTBEHHbIX NPenapaToB COrfacHo npuaoxeHuto N 1;
bopMbl peuenTypHbIX 61aHKOB Ha IeKaPCTBEHHbIE NPenapaTbl COrNAacHo NpuaoKeHuio N 2;

MopagoK odopmaeHnn peuenTypHbiXx OGNaHKOB Ha JIEKAapCTBEHHble MpenapaTtbl, UX y4yeTa U
XpaHeHWA cornacHo npuaoxexuto N 3;

dopmbl 6N1aHKOB PELLENTOB, COAEPKALLNX HAa3HAYEHNE HAPKOTUYECKUX CPeaCTB AN NCUXOTPOMHbIX
BELLEeCTB, COr/1IacHo npuaoxKenumio N 4;

MopsAAO0K M3roTOBAEHMA, pacnpeaeneHns, pernctTpaumm, yueta u XpaHeHUs peLenTos, COAEePHaLLMX
Ha3HaYeHWe HaPKOTMYECKUX CPEACTB MW NCUXOTPONMHbIX BELLECTB COMNAacHO NpuaoKeHuo N 5;

MpaBuna odopmMaeHMA peLenToB, COAEPXKaWMX HasHayeHMe HapPKOTUMYECKUX CPeacts Wau
MCMXOTPOMHbIX BELLECTB, B TOM YMC/ie B GOPME 3/EKTPOHHbIX JOKYMEHTOB COrlacHO npuaoskeHuto N 6.

2. Mpu3HaTb yTPaTUBLIMMM CUAY:

npuKkas MuHucTepcTBa 34paBooxpaHeHmna Poccuiickoit ®epepauymm ot 1 aBrycta 2012 r. N 54H "06
yTBEpKAeHUM ¢opmbl 61aHKOB PELEenToB, COAEprKaluxX HasHaYeHWe HaAPKOTUYECKUX CPeacts wau
NCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBNIEHWA, pacnpeaeneHuns, permcTpaLmm, y4eta u XpaHeHus, a
TaKKe npasun odopmaeHuna" (3apernctpupoBaH MuHUCTEPCTBOM tocTUUMKM Poccuiickon depepaumm 15
asrycta 2012 r., peructpaumoHHbin N 25190);

npuKkas MunHucTepcTsa 3gpaBooxpaHeHns Poccuiickon ®epepaumm ot 30 nioHa 2015 r. N 385H "O
BHECEHUW M3MEHEHUI B NpUKa3 MUHUCTePCTBa 34paBooxpaHeHus Poccuiickolt Peaepaumm ot 1 aBrycra
2012 r. N 54H "O6 yTBepKAeHUN popMbl BNAHKOB PELLENTOB, COAEPKALUMX Ha3HAYEHNE HAPKOTUYECKMX
CPeACTB MAN NCUXOTPONMHbIX BELLECTB, NOPALKA UX U3FOTOBNEHUS, pacnpeaeneHuns, pernctpalmm, yieta u
XpaHeHus, a Takxe npasun odopmneHuns" (3apernctpuposaH MUHUCTEPCTBOM HOCTULMU Poccuiickomn
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depnepaunn 27 Hosbpa 2015 r., pernctpaumoHHbin N 39868);

npuKkas MuHUcTepcTBa 3apaBooxpaHeHnn Poccuiickont Pegepaumm ot 21 anpens 2016 r. N 2541 "0
BHECEHUW M3MEHEHWN B NpuKas MuHUcTepcTBa 34paBooxpaHeHua Poccuiickont Pepepauun ot 20
Aekabpa 2012 r. N 1175H "O6 yTBEepXKAEHMM NopsAAKa Ha3HAYeHMA U BbIMUCbIBAHUA NIEKAPCTBEHHbIX
npenapaToB, a TaKXe ¢OpM peuenTypHbiXx 6AaHKOB HA /NeKApCTBEHHble MpenapaTtbl, MopALKa
odpopmMaeHns yKasaHHbIX 61aHKOB, UX y4eTa U XxpaHeHua" u npunoxkeHne N 2 K npukasy MuHuctepcraa
3apaBooxpaHeHns Poccuickolt deaepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepKaeHUM ¢Gopmbl
6/1aHKOB PELEenTOB, COAEPKALLMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB UM MCUXOTPOMHbLIX BELLECTB,
nopAgKa WX W3roTOBJIEHMA, pacnpeneneHuda, PerucTpauum, yyeta M XpPaHEHUA, a TaKKe npasu
odopmneHnn" (3apernctpuposaH MuHucTepcTBom toctuumm Poccuninickon ®epepaunn 18 miona 2016 r.,
pernctpaumnoHHbin N 42887);

NYHKT 4 U3MEeHEeHUN, KOTOPble BHOCATCA B HEKOTOPbIEe NpUKasbl MUHUCTEPCTBA 34paBOOXpaHeHMUA
N coumanbHoro passutua Poccuiickoit Pepepaumm n MuHUCTEpPCTBa 34paBoOXpaHeHUs Poccuinckoi
Pepepaunn no Bonpocam 06paLLEHWMA NIEKAPCTBEHHbIX MPErnapaToB, COAepXKalUMX HapPKOTUYecKue
cpencTea, NCUXOTPOMHbIE BELLECTBA M UX MPEKYPCOpPbl, WU NEKAPCTBEHHbLIX CPEeACTB, NOAAexallmx
npeaMeTHO-KO/IMYECTBEHHOMY YyYeTy, YTBEPXAEHHbIX MpuMKazom MwuHuUcTepcTBa 34paBoOOXpaHeHMUA
Poccuiickoit degepaunmn ot 31 okTabpsa 2017 r. N 882H (3apermuctpmpoBaH MUHUCTEPCTBOM HOCTULUM
Poccuiickoit ®epepaumnm 9 aHBapsa 2018 r., peructpaymoHHbiii N 49561);

npukas MuHucTepcTBa 3apaBooxpaHeHnsa Poccuinckon ®egepaumnm ot 11 gekabpa 2019 r. N 1021H
"O BHeceHUW uaMmeHeHMn B npunoxeHna N 2 u 4 K npukasy MuHWUCTepcTBa 34paBOOXPAHEHMA
Poccuiickoit depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBep:kaeHun dopmbl 61aHKOB peLenTos,
coAepKalWmx Ha3HavyeHne HaPKOTUYECKUX CPpeacTB WAM  MNCUXOTPOMHbIX BeLlects, nopaaKa Wux
W3rOTOB/IEHMA, pacnpeseneHuns, PerncTpaunm, yvyeta M XpaHeHusa, a Takke npasun odopmaeHua"
(3apeructpupoBaH MuHUCTepCcTBOM tocTULMKM  Poccuiickon  depepaumm 28 saHeapa 2020 r.,
perncTpaumoHHbin N 57293);

npuKkas MuHUCTepcTBa 34paBooxpaHeHma Poccuiickon ®epepaumm ot 8 oktabpa 2020 r. N 1076H
"O BHeceHMWU M3MeHeHWu! B MMopAJOK perncTpaumm, y4yetTa U XpaHEeHUA CneumnanbHbIX peuenTypHbIX
61aHKOB Ha HapPKOTUYECKME CPeAcTBa WM MNCUXOTPOMHbIE BELLECTBA, YTBEPMKAEHHbIN MNPUKA3OM
MuHUcTepcTBa 3apaBooxpaHeHns Poccuiickont Peaepaumm ot 1 asrycta 2012 r. N 541" (3apermuctpupoBsaH
MuHUcTepcTBOM tOCTULUMKM Poccnitickoit Pegepaummn 13 Hosbpa 2020 r., permcTpaumoHHbii N 60898);

npuKkas MuHuUcTepcTBa 3apaBooxpaHeHna Poccninckoit Pepepaumm ot 14 aHsaps 2019 . N 41 "06
YTBEPXKAEHMM MOPALKA Ha3HAYEHWUA NEeKAPCTBEHHbIX NpenapatoB, Gopm peLenTypHbix 6JaHKOB Ha
NleKapcTBEHHblE npenapaTtbl, nopagka odOpPMAEHUA YKa3aHHbIX 61aHKOB, WX yyeTa WU XpaHeHuA"
(3apeructpupoBaH MuHUCTepcTBOM tocTMumKM  Poccuitckoit  Pepgepaummn 26 mapta 2019 r,
pernctpaumnoHHbin N 54173);

npuKas MuHuUcTepcTBa 34paBooxpaHeHns Poccuitckoint Pepepaumm ot 11 aekabpa 2019 r. N 1022H
"O BHeceHUN nU3MeHeHui B nNpukas MuUHUCTepPCTBa 34paBooXpaHeHua Poccuitickon ®epepaumn ot 14
AHBapA 2019 r. N 4H "O6 yTBEep)KAEHMM MopAfKa HA3HAYEHMA NEKAPCTBEHHbIX NpenapaTos, ¢opm
peLenTypHbIX 6/1aHKOB HA JIeKapCTBEHHbIe NpenapaTbl, NopAaKa 0pOPMAEHUA YKa3aHHbIX 61aHKOB, UX
yyeTa u xpaHeHus" (3apeructpmpoBaH MUHUCTEPCTBOM tOCTUMLMK Poccuiickon Pepepaunm 28 sHeaps
2020 ., pernctpaumnoHHbiin N 57292);

npukas MuHUcTepcTBa 34paBooxpaHeHma Poccuiickon ®epepaumm ot 8 oktabpa 2020 r. N 1075H
"O BHECEHUW U3MEHEHWA B NOPALOK HA3HAYEHMA JIEKAPCTBEHHbIX MPEnapaTos, YTBEPKAEHHbIN
npukasom MuHUcTepcTBa 34paBooxpaHeHus Poccuiickonn Pepepaumm ot 14 sHeapa 2019 r. N 4n"
(3apeructpupoBaH MuHUcTepcTBOM tOCTULMKM  Poccuitckoit  depepauun 22 pekabpsa 2020 r.,
pernctpaumnmoHHbin N 61695);

NYyHKT 3.8 MHCTPYKUMM O nopagKe BbINUCbIBAHUA NEKapCTBEHHbIX NpenapaToB U odopmaeHus
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peLenToB U TpeboBaHUM-HAKNAAHbIX, YTBEPKAEHHON MPMKa3om MUHUCTEPCTBA 34PaBOOXPAHEHUS U
coumanbHoro passutma Poccuiickoit ®egepauymm ot 12 pespana 2007 r. N 110 "O nopsiake HazHayYeHUA 1
BbIMWUCbIBAHWUA  JIEKAPCTBEHHbIX  MpenapaTos, u3genMin  MegMUMHCKOrO  Ha3HayeHwus "
cneumannsmMpoBaHHbIX NPoAYKTOB fevyebHoro nutaHua" (3apeructpupoBaH MUHUCTEPCTBOM HOCTULMMU
Poccuiickoit depepaumm 27 anpena 2007 r., peructpaumoHHbin N 9364);

npukas MMUHUCTEPCTBA 34paBOOXPAHEHNA U couManbHoro passutmna Poccuiickot Pegepaunm ot 17
man 2012 r. N 562H "06 ytBep:aeHnm NMopagka oTnycka GU3NYECKUM TMLAM NeKapCTBEHHbIX NpenapaTos
ONA MeAULUMHCKOro MpUMEHEHUA, COoAEeprKalUMX KPOoMe MasblX KOAMYeCTB HAapKOTUMYECKUX CPencTs,
MCUXOTPOMHbIX BELECTB M MX NPeKypcopoB Apyrne dapmaKosiormyeckme akTMBHble BelecTBa'
(3apeructpupoBaH MuHucTepctBoMm tocTuuMmM  Poccuiickont  ®depepaumm 1 umwoHs 2012 r,
pernctpaumnoHHbin N 24438);

MYHKT 2 U3MEHEHUN, KOTOPbIE BHOCATCA B HEKOTOPbIE NPMKasbl MUHUCTEPCTBA 34paBOOXPaHEHMSA
M couManbHoro passuTus Poccuiickon Pepepaumn, YTBEPKAEHHbIX MpPUKasom MuUHUCTepCTBa
3apaBooxpaHeHus Poccuitickoit depepauum ot 10 uoHs 2013 r. N 369H (3apeructpupoBaH
MuHUcTepcTBOoM toCcTULMM Poccuiickoit Penepaunm 15 utona 2013 r., peructpaumoHHbiii N 29064);

npuKkas MmHUCTepcTBa 3a4paBooxpaHeHna Poccuiickon ®egepaumm ot 21 aBrycta 2014 r. N 465H "0
BHECEHUW W3MEHEHUW B MOPAAOK OTNYCKa OM3MYECKMM NULAM JIeKapCTBEHHbIX MNpenapaTtoB Anf
MEAMUMHCKOrO MPUMEHEHUA, COAEP)KALMX KPOME MaNbiX KOJAMYECTB HAPKOTUYECKUX CpeacTs,
MCUXOTPOMHbIX BELLECTB WM WX MNPEKYPCOPOB Apyrne ¢apmaKonaormyeckme aKTMBHblE BeLLECTBa,
YTBEPXKAEHHbIA NpMKazom MWHUCTEPCTBA 34paBOOXPAHEHMA W COLMANbHOrO passBuTUA Poccuiickomn
depepaumn ot 17 mas 2012 r. N 562H" (3apernctpupoBaH MuUHUCTEPCTBOM HOCTULMM Poccuitckoi
depepaunn 10 ceHTabpa 2014 r., pernctpaumoHHbin N 34024);

NYHKT 1 MU3MeHeHMN, KOTOPble BHOCATCA B HEKOTOPbIE NPUKa3bl MUHUCTEPCTBA 34paBOOXPaHEHMA
n coumanbHoro passutma Poccuiickont ®epepaunm u MuHUCcTepcTBa 34paBooxpaHeHMA Poccuiickon
Pepepaumnn, yTBepKaeHHbIX NpuKazom MuHUcTepcTBa 34paBooxpaHeHna Poccuinckon ®epepaumm ot 10
ceHTabps 2015 r. N 634H (3apernctpuposaH MuHUCTepCTBOM tocTMUMKM Poccuiickon ®epepaumn 30
ceHTAbpsa 2015 r., pernctpaunoHHbin N 39063);

NYHKT 3 MU3MEHEHMUN, KOTOPble BHOCATCA B HEKOTOPbIE NpMKa3bl MUHUCTEPCTBA 34paBOOXPaHEHMA
N coumanbHoro passutma Poccuiickont ®egepaunm u MuHUcTepcTBa 34paBooxpaHeHMA Poccuiickon
depepaunn no Bonpocam 06paLLeHWA NIEeKAaPCTBEHHbIX MPEenapaToB, COAEpPNKALLMX HAPKOTUYECKue
CpencTBa, MCUXOTPOMHbIE BeWecTBa M UX MPEKYPCOPOB, U JIEKAPCTBEHHbIX CPeACTB, MOAAerKalLmX
NpeaMeTHO-KOIMYECTBEHHOMY YYeTy, YTBEPXKAEHHbIX MPUKA3omM MuHUCTepCTBA 34pPaBOOXPaHEHMUA
Poccuiickoit depepaunmn ot 31 okTabpsa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUN
Poccuiickoit ®epepaumnm 9 aHBaps 2018 r., peructpaymoHHbiii N 49561).

3. PeuentypHble 6naHKM ¢opmbl N 107/y-HM, m3rotoBneHHble A0 AHA BCTYN/AEHMA B CUANY
HACTOSALLLEro NpMKasa, MoryT ObiTb MCMO/b30BaHbl 40 1 mapTa 2023 roaa.

4. HactoAawmii npmKas BctynaeT B cuay ¢ 1 mapTa 2022 r. u gencteyeT Ao 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

MpunoxeHne N 1
K NpuKasy MuUHUCTepCcTBa 34paBoOOXpPaHeHMUA
Poccuiickoit deaepaumm
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oT 24 HoAbpa 2021 r. N 1094H
NoPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB
I. Obwue nonoxkeHma

1. Ha3HauyeHMe neKapcTBEHHbIX MpPenapaTtoB ANA MeAULMHCKOro MnpumeHeHus (panee -
NleKapcTBEeHHble MpenapaTbl) OCYLLECTBAAETCS NeYallummM Bpadyom, denballepom, akylepKon B cayyae
BO3/IOKEHUA Ha HWUX MOJIHOMOYMIM Jleyallero Bpaya, MNpPU OKasaHUM MeaMLMHCKOM MOoMOWM B
MeAVUMHCKUX  opraHm3aumax <1>, B nopsagKe, YCTaHOBNIEHHOM Mpukasom MwuHucTepcTea
3[1paBOOXPaHEHNs N coumManbHOro passutua Poccuiickoit ®egepaumm ot 23 mapTta 2012 r. N 252H "06
yTBepXaeHmn [lopAaaka BO3NOXKEHUA Ha denbalepa, aKyllepKy PpPyKoBoAUTENEM MeAULMHCKOM
OpraHusaumMm npu OpraHM3auuM OKasaHUA NepBUYHON MEeAMKO-CAaHUTAPHOM MOMOLWM U CKOpOU
MEOMLMHCKOM MOMOLLM OTAENbHbIX GYHKUWIA fNeyallero Bpada No HenocpeacTBEHHOMY OKasaHWio
MEOMLMHCKOM MOMOLLM NAUMEHTY B nepuoj Habao4eHWs 33 HUM W ero JIe4eHus, B TOM Yucie no
Ha3Ha4YeHNI0 U NPUMEHEHUNIO NEKAPCTBEHHbIX NpenapaTtoB, BK/IIOYAA HAPKOTUYECKUE NeKapCTBEHHbIE
npenaparbl " NCUXOTPOMHbIE  /IEKAPCTBEHHbIE npenapatbl” <2>, MHANBUAYANbHLIMU
npeanpPUHUMATENAMK, OCYLLECTBASIOWMMMU MEOULMHCKYIO AeATeNbHOCTb (ganee - megMUMHCKME
paboTHUKN).

<1> MNyHKT 11 cTaTtbm 2 PeaepanbHOro 3akoHa ot 21 Hosi6pa 2011 r. N 323-d3 "O6 ocHoBax oXpaHbl
340p0oBbA rpaxaaH B Poccuiickon Pegepaunn” (CobpaHune 3akoHogaTenbcTsa Poccuiickon deaepaymu,
2011, N 48, cT. 6724, 2019, N 52, cT. 7796) (nanee - deaepanbHbiii 3akoH N 323-03).

<2> 3apeructpmupoBaH MuHUCTEpPCTBOM toCcTULMKN Poccuinckon Pepepaummn 28 anpena 2012 r.,
pernctpaumoHHbin N 23971 ¢ UI3MEeHEeHUAMMU, BHECEHHBIMW MPUKA30M MUHUCTEPCTBA 34paBOOXpPaHEHMA
Poccuiickoit degepaunn ot 31 okTabpsa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUM
Poccuiickoit ®eaepaumnm 9 aHBapsa 2018 r., pernuctpaymoHHbii N 49561).

MeauUNHCKNIA paboTHMK, 0dOPMUBLUMIA peuLenT C HapyweHWem HacToALWEero nopsagka, wau
pyKoBOAUTENb MEAULMHCKOM oOpraHusauumM obecneymBaloT CcBoeBpeMeHHoe nepeodopmaeHue
Tpebyemoro Ana nayMeHTa peuenTa.

2. CBeAeHMAa O Ha3HAYeHHOM JIeKapCTBEHHOM npenapaTte (HaMMeHOBaHME NeKapCTBEHHOro
npenapara, 403MPOBKa, CNOCOb BBEAEHUNA U NMPUMEHEHUSA, PEXKUM A03UPOBAHUA, NPOAO/IKNTENbHOCTb
neyeHna n 060cHOBaHME Ha3HaYeHNA NEKAaPCTBEHHOro npenapara) BHOCATCA MeAULMHCKUM PaboTHUKOM
B MEAMLMHCKYIO OKYMEHTaLMIO NaLMeHTa.

B cnydyasx, yKasaHHbIX B MNyHKTax 8 - 11 HacToAwero Mopsaka, MeAMUMHCKUN pPaboTHUK,
Ha3HAYMBLUMIA NEKAPCTBEHHbIN NpenapaTt, opopmMaseT HasHAYeHNEe NEKAaPCTBEHHbIX NpPernapaTos, B TOM
yncne nogneskallimx WU3roTOB/IEHUIO U OTMYCKY anTeYHbIMW OpraHM3auuamu (ganee - NeKapcTBEHHble
npenapaTbl MUHAMBUAYANbHOIO U3rOTOB/NEHUSA), Ha PeELLENTYPHOM 61aHKe, opopMIEHHOM Ha BymarkHOM
HocuTesle 3a CBOEN Nognucbio (ganee - peuenT Ha BymaxkHOM HocuTene), u (Man) ¢ cornacus nauueHTa
WKW ero 3aKOHHOro NpeacTaBuUTens <3> Ha peuenTypHoM 6naHKe B Gopme 3N1eKTPOHHOIO AOKYMEHTA C
MCMNO/Ib30BAaHNEM YCUAEHHOW KBanMOUUMPOBAHHOW 3N1EKTPOHHOW NOAMUCU MeAULMHCKOro paboTHUKa
(nanee - peuent B popme 3N1€KTPOHHOrO AOKYMEHTA).

<3> MyHKT 2 cTaTbn 20 PenepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaaTenbcTBa Poccuitckoi
depnepaunn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

PeuenTt B d)opme 9/1IEKTPOHHOIO OOKYMEHTaQ, co,a,epmau.l,mﬁ Ha3Ha4YeHne HapKOTUYeCKUX cpeacrts
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WUAN NCUXOTPOMHbIX BELLeCcTB, NOAMMUCLIBAETCA C WUCMOJb30BAaHUEM YCUIEHHOW KBaNMOULMPOBAHHOM
3N1EKTPOHHOW NoAnucy nedallero Bpada unm denbgluepa, akylwepKn, Ha KOTOPbIX BO3N0MKEHbI GYHKLMU
Nlevallero Bpaya, U COOTBETCTBYIOLLEN MEANLMHCKON opraHmu3aumnmn <4>,

<4> TyHKT 1 cTaTbM 26 PegepanbHOro 3akoHa ot 8 aHBapa 1998 r. N 3-d3 "O HapKOTUYECKUX
cpeacTBax M NcuxoTponHbix Belectsax" (CobpaHue 3akoHogaTenbcTea Poccuiickolt degepaumm, 1998, N
2,cT1.219,2017, N 31, c1. 4791) (nanee - deaepanbHbiit 3akoH N 3-03).

OdopmneHune peLentoB B GoOpMe 3NEKTPOHHbBIX AOKYMEHTOB OCYLLECTBASETCS B C/ly4ae NPUHATUA
YNOJHOMOY€EHHbIM OPraHOM UCNONHUTENbHOM BAACTU CybbeKkTa Poccuitickoii degepaumm B COOTBETCTBUM
C NyHKTOM 4 cTatbn 6 ®depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6paweHumn
NeKapcTBEeHHbIX cpeacts”" <5> peleHua 06 MCNONb30BaHUKM Ha TeppuTopun cybbekTa Poccuiickol
denepaunn Hapaay C peuenTamMy Ha JIeKapCTBEHHble MpenapaTbl, 0GOPMIEHHbIMU Ha BymarkHOM
HoCuTeNe, peLenToB Ha JieKapcTBEHHble npenapaTbl, CGOPMUPOBAHHLIX B QOpMe 3/1EKTPOHHbIX
OOKYMEHTOB.

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

3. Mpu BbINMCKE MaUMeHTa W3 MEeOMLMHCKOM OpraHM3auuu, B KOTOPOM emMy OKasblBaJjiacb
MeANUMHCKAA MOMOLLb B CTaLMOHAPHbIX YCNOBUAX, MNPWU HEOBXOAMMOCTM MPOAO/IKEHMA NpUema
JIeKapCcTBEHHOrO NpenapaTta B aMbynaTopHbIX YCNOBUAX aHHOMY NaLMEHTY MO PeLIeHN0 PyKOBOAMUTENA
MeOMLMHCKOM OpraHM3aumMm HasHavaroTca ¢ obopmaeHnem peLenTta B Gopme 3N1eKTPOHHOIO AOKYMEHTa
n (Mnn) Ha BymarkHOm HocuTene (3a UcKAOYeHWEM OQOPMIEHUA PELLENTOB Ha JIEKAPCTBEHHbIE
npenapatbl, Noanexallme oTnycky 6ecnnaTHO AN CO CKMAKoW) nnMbo BblaatoTcA (NauMeHTy uUam ero
3aKOHHOMY MpeAaCTaBUTeN0) OLHOBPEMEHHO C BbIMUCKOW M3 UCTOPUM 6OME3HU NeKapCTBEHHble
npenapaTbl, B TOM YMCAe HAapPKOTUYECKUE N MCUXOTPONHbIe SIeKapCTBeHHble npenapaTbl, BHECEHHble B
cnucku |l n lll nepevyHA HAPKOTUYECKMX CPEeACTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, NOANEXKALLMX
KoHTposto B Poccuiickoinn Pepepaunn, yreepaeHHoro MpasutensctBom Poccuiickoit depepaumnm <6>
(mBanee - MepeyeHb), CUAbHOAENCTBYIOLLME NEKAPCTBEHHbIE NPENapaThl, HA CPOK NPUEMA NALMEHTOM [0
5 gHen.

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

4. Ha3sHayeHWe NeKapCTBEHHbIX MPEenapaTtoB MNPM OKasaHUM MEAMLMHCKOM MNOMOLWM B
CTAaLMOHAPHbIX YC/IOBMAX MOMKET OCYLLeCTBAATbCA NOCpeAcTBOM  TpeboBaHUM  MeaMUMHCKOM
OpraHu3auMu,  HanpaeAsemblX B  anTeyHble  OpraHM3auuu,  ABAAIOWMECA  CTPYKTYPHbIMMU
noAapasaeneHnaMmn MeanunMHCKON opraHm3aumnm. <7>

<7> MyHKT 54 ctatbn 4 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "O6 obpauieHnK
NnekapctBeHHbIx cpeacts” (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaummn, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - PegepanbHbliii 3akoH N 61-3).

5. Ha3HayeHMe neKkapCTBEHHbIX MPenapaTtoB OCYLW,eCTBAAeTCA MeAULUUHCKUM pa6OTHVIKOM no
mexayHapogHomMy HeENaTeHTOBAHHOMY HaMMEHOBAHUIO, a NMPW ero oTCyTCTBUU - TPYNNMUPOBOYHOMY UIU
XMMUYECKOMY  HaWMeHOBAHWUIO. B cnyyae oOTCcyTCTBMA  MEXAYHAPOAHOro HenaTeHTOBAaHHOro


https://login.consultant.ru/link/?req=doc&base=LAW&n=471038&dst=390
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=767
https://login.consultant.ru/link/?req=doc&base=LAW&n=462227&dst=100178
https://login.consultant.ru/link/?req=doc&base=LAW&n=462227&dst=100315
https://login.consultant.ru/link/?req=doc&base=LAW&n=471038&dst=100394
https://login.consultant.ru/link/?req=doc&base=LAW&n=468491&dst=835

HaMMEHOBAHUA W TPYNMNUPOBOYHOIO WMAN XMMWMYECKOrO HaMMEHOBAHWA NEKAPCTBEHHOro npenapaTta
NeKapCTBEHHbIN NPenapaT Ha3HavyaeTca MeaANUMHCKUM PpaboTHMKOM MO TOProBOMY HauMeHoBaHMto. Mpu
HaZ YU MeANLNHCKUX NOKa3aHWi (MHANBMAYaNbHAA HENEPEHOCUMOCTb, MO KU3HEHHbIM MNOKa3aHUAM)
No pelweHuto BpayebHOM KOMUCCUM MEeAULMHCKOW OpraHM3aumm <8> OCyLLEeCTBAAETCA HasHayeHue U
odopmneHne HasHayeHUA NIeKAPCTBEHHbIX MPEnapaToB, He BXOAALMX B CTaHAAPTbl MeAMUMHCKOM
nomouym, paspaboTaHHbIe B COOTBETCTBMMU € MyHKTOM 14 cTaTbm 37 PepepanvHoro 3akoHa N 323-93 <9>,
WAM He NpeayCMOTPEHHbIX COOTBETCTBYHOLWLEN KAMHUYECKON pekomeHaaumer, nMbo no Toprosbim
HauMeHOBaHUAM. PelleHne BpayebHON KOMWUCCUMU MEAMUMHCKON opraHusaumm oGuUKcupyeTcs B
MeANLNHCKON AOKYMEHTALMKN NaLMeEHTa U B XKypHane BpayebHoM Komuccuu.

<8> MpurKaz MUHUCTEPCTBA 34,0aBOOXPAHEHMA U COLMANbHOrO passntua Poccuiickoit Pepepaumn
oT 5 man 2012 r. N 502H "O6 yTBEpKAEHMM NOpPALKA CO34aHUA U AeATelbHOCTM BpayebHoW Komuccum
MeOMLMHCKOM opraHusaumn” (3apernctpmpoBaH MuHucTepcTBomM oCcTMumnm Poccuiickon deaepaumm 9
nioHa 2012 r., perncTpaumnoHHbii N 24516) ¢ U3MEHEHMAMM, BHECEHHbIMKU MPUKa3om MUHUCTEPCTBA
34paBooxpaHeHna Pocculickolt depepaumm ot 2 pgekabpa 2013 r. N 886H (3aperucrpupoBaH
MuHKUcTepcTBOM HOCTUUMM Poccnitickolt Pepepaumnmn 23 gekabps 2013 r., pernctpaunoHHbin N 30714).

<9> CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaunn, 2011, N 48, cT. 6724.

EcnM npu OKasaHMM NauMeHTy MeAMUMHCKOM MOMOWM B MEAWLMHCKON opraHuMsaumMm B
CTAUMOHAPHbIX YCNOBUAX MO pPELEHU0 BpavyebHOW KOMMCCUMM OCYLLECTBAAIOTCA HasHayeHue U
NPUMEHEeHMe NeKapCTBEHHOro npenapaTa ¢ KOHKPETHbIM TOProBbiM HaUMMEeHOBaHUEM, TO NP OKa3aHUU
AAHHOMY MaUMEHTY MeAMUMHCKON NOMOLWM B WMHOW MEeAMLMHCKOMW OpraHuM3aunm B CTaLMOHAPHbIX
YC/IOBUAX, @ TaKXe B amMbynaTopHbIX YCNOBUAX OCYLLECTBAAETCA Ha3Ha4YeHWe emy JIeKapCTBEHHOTO
npenapaTa C TeM e TOProsbiM HaumeHoBaHnem <10>.

<10> MNyHKT 2 noctaHoBneHuA MpasuTenbcTBa Poccuiickot ®egepauunm ot 30.06.2020 N 965 "O
BHECEeHUU nameHeHui B Mpasuia GopMUPOBAHUA NEPEUHA NEKAPCTBEHHbIX CPEACTB, 3aKyMNKa KOTOPbIX
OCYLLECTBAAETCA B COOTBETCTBMMU C UX TOProBbIMW HAMMEHOBAHMAMM, U O NMPUMEHEHUN NEeKapPCTBEHHbIX
npenapaTos C KOHKPETHbIMW TOProBbIMN HaumeHoBaHUAMKU" (CobpaHune 3akoHoaaTenbcTBa Poccuitickoit
depepaumnn, 2020, N 28, cT. 4422).

6. HasHaueHWe nekapcTBeHHOro npenapaTta B peuente Ha Byma)KHOM HocuTene UAM peuenTe B
bopme 31eKTPOHHOro AOKYMeHTa OGOPMAAETCA Ha MMA NauMeHTa, ANA KOTOpPOro npeaHasHayeH
NleKapcTBEHHbIV Npenapar.

PeuenT Ha BymaskHOM HocuTene, obopMIEeHHbIN Ha peuenTypHom 6naHke dpopm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBep*KAEHHbIX HACTOALMM MPUKA3OM, MOXKET BbiTb MOYYEH
NaLMeHTOM, €ro 3aKOHHbIM NPeACTaBUTENEM UAN NULLOM, UMEOLWMM 0POPMIEHHYIO B COOTBETCTBUM C
rpak4aHCKMM 3aKoHozatenbcTBom Poccuitckon Pepepaumm [0BEepeHHOCTb OT MauMeHTa Ha MNpaso
nosly4eHua TaKoro peuenTa (ganee - ynoHOMOYEHHOE nL0).

MpeactaBneHne A0BEPEHHOCTU He TpebyeTca B Caydvae MoyYeHUsa pelenTta Ha JeKapCTBEHHbIN
npenapar A4na MHKypabenbHoro 60/1bHOro Ha 3aBepLUaloLLLEM 3Tane ero }KU3HM IMLOM, OCYLLLECTBIAIOLLMM
YXOZ 33 TaKMM MHKypabenbHbiM 60nbHbIM. B Takom c/iydae MeAMUMHCKUA PaboOTHMK BblAAET AUy,
OCYLLECTBAAOLWEMY yX04, 33 UHKYpabenbHbIM 601bHbIM, AOKYMEHT, NOATBEPXKAAIOWMIA UHKYpabenbHoe
cocToAHMEe 6ONbHOro, coaepskallMii CBedeHWs O nuue, KoTopoe 6yaeT MNoAyyaTb JeKapCTBEHHble
npenapartbl No peuenTy (pamunma, ums, oT4ecTBo (nocneaHee - NpyU HaAMuUK), BUA, cepus n (nnn) Homep
[OKYMEHTa, YA0CTOBEPSAIOLLErO IMYHOCTL), 3aBEPEHHbIA MOAMNUCHIO U MeYyaTbio A4aHHOMO MeAULMHCKOro
paboTHMKa, a TaKKe nevyaTbio MeanLMHCKON opraHn3aumnn.
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JOKYMeHT, noATBEpKAAWNIA MHKypabenbHoe cocToAaHMe 60/1bHOro, OCTaeTcs B anTeYHOM
opraHmsaumm.

PeuenT B popme 3/1eKTPOHHOIO AOKYMEHTa GOpPMUPYETCA C MCNOb30BaHMEM rOCYAapCTBEHHOM
MHPOPMALUMOHHOM cuctembl B cdepe 34paBooxpaHeHUsa cybbekTa Poccuitickon dDepepaunu,
MeONLMNHCKOM MHOOPMALLMOHHOM CUCTEMbBI MEAULIMHCKOM OpraHm3aumm <11>.

<11>Cratbm 91 1 91.1 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbcTBa Poccuiickom
depepaunn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT Bblga4yn peuenta Ha HEKapCTBEHHbIVI npenapat 3akKOHHOMY npeacraBuTento Uan
YNO/THOMOYEHHOMY NNy q)MKCMDVETCFI B MEAMLI,MHCKOVI AOKYMEHTAU MM NnauneHTa.

7. MegMumnHcKkMm paboTHMKamM 3anpelaetca odopMAATb PeuenTbl NPM OTCYTCTBUM Yy MaLMeHTa
MEOMLMHCKMX MNOKa3aHWM; Ha He3aperncTpMpoBaHHbIE J/IeKapCTBEHHble npenapatbl <12>; Ha
JIeKapCTBEHHbIE MpenapaThbl, KOTOPble B COOTBETCTBMM C MHCTPYKUMEN NO MEeSULMHCKOMY NMPUMEHEHMIO
npesHasHayYeHbl 417 NPUMEHEHMSA TOSIbKO B MeAULIMHCKUX OPraHU3aumsaX; Ha HAPKOTUYECKME CpeaCTBa U
NMCUXOTPOMHbIE BELLECTBA, BHeCeHHble B cnMcoK |l lMepeyHs, 3apernctpupoBaHHble B KavecTse
JIeKapCTBEHHbIX NPENapaToB, B LEeAaX MPUMEHEHMA ANA IeYeHNA HAPKOMaHUN.

<12> PeweHne CoBeTa EBpPasmMMCKOM 3KOHOMWUYECKOM Komuccum oT 3 Hoabpa 2016 r. N 78 "O
MpaBunax pernctpaumMmM W SKCNepTU3bl NEKAPCTBEHHbIX CPEeACTB ANA MeAMLMHCKOro npumeHeHus"
(odmumanbHbIi catT EBpasninckoro aKoHoMMYecKoro cotosa http://www.eaeunion.org/, 21 Hoa6pa 2016
r.). Cratba 13 depepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoaaTenbCcTBa Poccuiickon deaepaunu,
2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

MHaMBMAYanbHbIM  NpeanpuHMMaTeNaM, OCYLLeCTBAAIWMM  MeAULMHCKYID  OeATeNbHOCTb,
[ONONHUTENbHO K TpeboBaHMAM, YKa3aHHbIM B ab3aue MepBOM HaCTOAWEro NyHKTA, 3anpelwaeTca
odopMNATbL peuenTbl Ha HAPKOTUYECKME CPeacTBa U NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCKKU || n
[l NMepeyHn (manee - HapKOTMYECKUE U MCUXOTPOMHbIE NEKAaPCTBEHHble npenapatbl cnuckos Il u Il
MepeyHs).

8. lNpn Ha3HaYeHUWN HAPKOTUYECKMX W MCUXOTPOMHbLIX JIEKAPCTBEHHbIX MNpenapaTtoB cnucka |l
MepeyHa, 32 UCKAOYEHMEM NIeKAaPCTBEHHbIX NPenapaToB B BUAe TPaHCAEPMAsIbHbIX TepaneBTUYECKUX
CUCTEM UM JIEKAPCTBEHHbIX MpenapaTos, COAepXKalMx HAPKOTMYECKOoe CpeacTBO B COYETaHUU C
QHTAarOHWCTOM OMWOWAHbLIX PEeLenTopoB, peuenTbl Ha 6ymaxHOM HocuTene odopmAasalTcA Ha
peuentypHom 6naHKe dpopmbl N 107/y-HI.

9. PeuentypHbiit 6naHk dopmbl N 148-1/y-88 opopmaseTca npu HasHaYeHUU:

1) HAapKOTUYECKUX W MCUXOTPOMHbIX JEKAPCTBEHHbIX NpenapatoB cnucka |l MepeyHs B BuAe
TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, HAapPKOTUUYECKMX JIeKapCTBEHHbIX MpenapaTosB cnucka |l
MNepeyHsa, cogeprkamx HAPKOTUYECKOe CPeaCcTBO B COYEeTaHNM C aHTAaroHUCTOM ONUOUAHbIX PELLEeNTOPOB,
NCUXOTPOMHbIX IeKapCTBEHHbIX NpenapaTos cnucka lll NepeyHs;

2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX NPENapaToB, COAEPKALLUX:

a) KogeuH Unn ero conu (B NepecyeTe Ha YNCTOE BELLECTBO) B KoanyecTse 40 20 Mr BK/IOUNTENIbHO
(Ha 1 no3y TBepAOI NneKapCTBEHHOM GpopMbl) MK B Konndvectse A0 200 mr BKAtoUMTENbHO (Ha 100 ma nau
100 r XXMAKOM NekapcTBeHHOM GpopMbl AN BHYTPEHHErO NPUMEHEHUS);

6) ncesgoadenpuHa rMAPOXA0pPUA B Koandectse, npesbilwatowem 30 mr, U 40 60 Mr BKAKOUYNTENbHO
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(Ha 1 po3y TBepAOIt NnekapcTBeHHOW GOpPMbl);

B) ncesaoadenpuHa rMAPOXaA0pUa B KOMYecTse, npesbiwatolem 30 mr, n 40 60 MF BKAIOUYNTENIbHO
B COYEeTaHUM C AeKCTpomeTopdaHOM rMapobpommaom B Konmyectse, npesbiwatowem 10 mr, u o 30 mr
BK/lOUMTENbHO (Ha 1 03y TBEPAO NeKapCcTBEHHOW Gopmbl);

r) aekctpomeTtopdaHa ruapobpomma B Konndyectse Ao 200 mr BKAoUMTENbHO (Ha 100 ma namn 100
I KMOKOW NeKapcTBEHHOW GOPMbI 417 BHYTPEHHETO NPUMEHEHUSA);

4) abegpuHa rugpoxnopug B Koanyectse, npesbiwatowem 100 mr, n 8o 300 mr BKAOYMTENBHO (Ha
100 mn nnm 100 1 KUAKON NekapCTBEHHOM GopMbl ANA BHYTPEHHETO NPUMEHEHNA);

e) adeapuHa rugpoxnopug B Koamdectse o 50 mr BkatouuTenbHo (Ha 1 p[o3y TBepaoi
NeKkapcTBeHHoM dopmbl);

*) ¢deHunnponaHonamMmH B KoauvectBe A0 75 mr BKAUMTenbHo (Ha 1 po3y TBepaoi
NneKkapcteeHHOW ¢opmbl) nam ao 300 mr BrAoUMTENbHO (Ha 100 ma nam 100 1 *KUAKOW NekapCcTBeHHOM
$opMbl ANA BHYTPEHHErO NPUMEHEHUS);

3) ¢peHobapbuTan B KosmyectBe A0 15 Mr BK/IOYMTENbHO B COYETAHMM C KOAEUHOM (MM ero
CONSIMM) HE3AaBUCUMO OT KOoIMYecTBa (Ha 1 fo3y TBepaol IeKapCcTBeHHOM dopMbl);

n) ¢deHobapbutan B KoaunyectBe A0 20 MI BKAYUTENbHO B COYETaHUM C 3despuHOM
rMAPOXN0PUAOM HE3ABUCMMO OT KoAnYecTBa (Ha 1 03y TBepAOol NekapcTBeHHOM Gopmbl);

K) Xxnopanasenokcug, B Konnyecrse, npesbiwatowem 10 mr, n go 20 mr BkAouuTenbHO (Ha 1 gosy
TBEpA0W NeKapcTBeHHOM Gopmbl);

3) neKkapcTBEHHbIX NpenapaToB UHAMBUAYANbHOTO M3rOTOBAEHMSA, COAEPHKAWMX HAaPKOTUYECKOE
CpPeacTBo MM NCUXOTPONHOE BelwecTBO cnucka Il MepeyHa, n apyrve dapmaKkoiormyeckme akTMBHble
BelecTBa B [A03e, He MpeBbllaloWwei BbICWYHO pPasoByld A403y, W MNpU  YyCIO0BMM, YTO 3TOT
KOMOMHMPOBAHHBIA NIEKAPCTBEHHbIA NpenapaTt He ABAAETCA HAPKOTUYECKMM WM MCUXOTPOMHbLIM
NleKapCTBEHHbIM npenapaTtom cnucka ll MepeyHs;

4) neKkapCTBEHHbIX MNPEenapaTtoB, BK/AOYEHHbIX B MepeyeHb JEKAPCTBEHHbIX CpeacTB Ans
MEOULMHCKOrO  MPUMEHEHMA, MNOogNEeXKalnX MNpegMeTHO-KONUYecTBEHHOMY  ydyeTy (panee -
NleKapcTBeHHbIe NpenapaTbl, BKAOYEHHble B nepedeHb MKY) <13>.

<13> MNoanyHKT 5.2.171(1) nyHKTa 5 noctaHoBneHua MNpaBuTtenbctsa Poccuitickolt dPegepaunn ot
19.06.2012 N 608 "O6 ytBepraeHun lNonoxeHns o MUHUCTEPCTBE 34paBOOXpPaHeHMA Poccuiickomn
depepaumn” (ganee - MonoxeHne o MuHuctepctee) (CobpaHue 3aKoHogaTenbcTBa Poccuiickol
depepaumn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuenTypHblit 6naHk popmbl N 148-1/y-04(n) odpopmnseTca npu HasHaYE€HUU NEeKapPCTBEHHbIX
npenapaTos rpaxgaHam, UMerLWUM NpaBo Ha becniaTHoe NoyYeHWe NeKapCTBEHHbIX NPenapaToB UK
Nnosly4YeHMe NEeKapPCTBEHHbIX NPENAPATOB CO CKUAKOIA.

11. PeuenTypHbiit 6naHKk dopmbl N 107-1/y opopmnseTtca npu HazHaYeHUU:
1) nekapCTBEHHbIX NPENapaToB, He YKa3aHHbIX B MyHKTax 8, 9 HacToAwero MNopaakKa;
2) KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPENapaToB, COAEPKALLMX:

a) aprotammHa rMApoTapTpaT B KosuuyecTBe A0 5 Mr BKAouMTenbHo (Ha 1 posy Teepaoi
NieKapcTBeHHOW popmbl);
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6) adeapuHa rugpoxnopua B Konndectse Ao 100 mr BkAOUUTENbHO (Ha 100 ma nam 100 r Kuakoi
NeKapcTBeHHOM Gpopmbl ANA BHYTPEHHEro NPUMEHEHNA);

B) nNcesgoadespuHa rmapoxnopua B Koaudecrse, He npesbiwatowem 30 mr (Ha 1 fo3y TBepaom
NleKapCTBEHHOM Gpopmbl);

r) ncesgoadespuHa rMapoxaopug B Konmyectse, He npesbiwatowem 30 mr, B COYETaHUU C
AeKcTpomeTopdaHom rmapobpoMmmnaom B Koaundyectse, npesbiwatowem 10 mr, n 40 30 Mr BKAOYMTENBHO
(Ha 1 po3y TBEpAOM NEeKapCTBEHHOMN GopMbl);

) nekctpomeTopdaHa ruapobpomug B KosvyecTBe, npesbiwatowem 10 mr, 1 go 30 mr
BKNOUYMUTENbHO (Ha 1 803y TBepA0oM NeKapcTBeHHOW Gopmbl);

e) ¢peHobapbuTan B Konmnyectse, npesbiwatowem 20 mr, 1 go 50 mr BKAoUMTENbHO (Ha 1 Ao03y
TBEPLOWN NeKapcTBeHHOM Gopmbl);

X) deHobapbuTan B KoamdectBe A0 20 Mr BKAOYUTE/NIbHO B COYETAHUMM C 3ProTaMUHOM
rMApoTapTPaTOM HE3aBUCUMMO OT KonmndyecTsa (Ha 1 f03y TBepAoi IeKapCTBEHHON popMbl);

3) xnopanasenoKkcuz B Konnyectse Ao 10 Mr BKAOUNTENBLHO (Ha 1 403y TBEPAOWM NeKapCTBEHHOM
dopmbl).

12. Mpwn Ha3zHaYeHMN NeKapCTBEHHOro npenapaTta MHAMBUAYANbHOIO M3rOTOBNEHUA B peuenTe Ha
6YMa)KHOM Hocutene wu (MJ'IVI) peuente B d)opme 3/IEKTPOHHOIO AOKYMEHTa HaumeHOBaHUA
NEKapCTBEHHbLIX CpeancTs (BELLI,eCTB), BK/IIOYEHHbIX B MNepevyeHb MKy, YKa3blBalOTCA B Ha4asne peuenTa,
3aTeM - BCe OCTa/ibHblE€ MHIpeaAUNEHTHI.

13. MpuM Ha3HaAYeHUU NeKapCTBEHHOro npenapaTta B peuente Ha BymaxKHOM Hocutene n (Mnam)
peuente B GOpMe 3/1EKTPOHHOrO AOKYMEHTa 3anpeLwiaeTcA npeBblwaTb KOMMYECTBO HAPKOTUYECKMX
CPeACTB UM NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXKET ObITb BbINMMCAHO B O4HOM peLLeNnTe, yCTaHOBEHHOE
npunoxkeHnem N 1 K HacTtoAawemy lNopaaKy, 3a UCKAKOYEHMEM CaydYaeB, YKa3aHHbIX B NyHKTax 15 un 24
HacToAawero Mopagka.

14. Mpn Ha3HaYeHUUN NeKaAPCTBEHHbIX NpenapaTos, BKAKOYEHHbIX B NepedeHb [MKY, fo3a KoTopbix
NpPeBbllLAeT BbICWWA OAHOKPATHbIA NpUeM, MEAUUMHCKMI paboTHUMK o6o03Ha4YaeT [03y 3TOro
NIeKapCTBEHHOrO npenapaTa B peuente Ha OymaXHOM HoOcCUTesle MPOMUCbID C MPOCTaBAEHUEM
BOCK/IMLLATE/IbHOTO 3HAKa U (M/IM) NPOCTaBAAET BOCKAMLATENbHbIM 3HAK Npu opopmMIeHUN peLenTa B
bopme 3N1eKTPOHHOIo AOKYMEHTa.

15. KonnuyectBo HasHauyeHHbIX NeKapCTBEHHbIX NPenapaTos, BKAOYEHHbIX B nepedeHb [KY, npu
OKa3aHWM NaUMEeHTaM, HYKOAOLWMMCA B AJWUTENIbHOM NEYEeHUWN, MEPBUYHON MeAMKO-CaHWUTapHOM
NOMOLLM U MNaNIMATUBHON MELULMHCKOMW MOMOLLM MONKET ObiTb YBENYEHO C YYETOM KJIMHUYECKUX
pekomeHAauMn He H6onee Yem B 2 pasa MO CPABHEHMUIO C KOJMYECTBOM HAPKOTUYECKUX CPeacTB Uau
MCUXOTPOMHbIX BELECTB, KOTOpoe MOeT OblTb BbIMMCAHO B OAHOM peLenTe, YCTAaHOBNEHHbIM
npunoxkenmem N 1 K HacToawemy Mopagky.

B cnyyasx, NpeaycMoTpeHHbIX ab3auem nepBbiM HACTOALWEro NYHKTa, Ha peuenTtax Ha bBymaxkHOM
HocuTene Npomns3BoAMTCA Hagnuck "o cneymanbHOMY HasHauyeHuto", oTAeIbHO 3aBepeHHasa NoAnuchbo
MeANLUMHCKOro PaboTHMKA M MedyaTblo MeAMLMHCKOM opraHusauuu "[Ons peuentos”, Ha peuenTtax B
bopme 3/1EeKTPOHHOrO AOKYMeHTa npou3soauTca oTtmeTka '"Mo chneuManbHOMY HasHayeHu" ¢
NpocTaBAeHNEM YCUNEHHOW KBaANPULMPOBAHHOM 3/1€KTPOHHOW NOANMUCU MeAULMHCKOro paboTHUKa.

16. CoctaB N1eKapCTBEHHOro Mnpenaparta, JieKapcTBeHHasa ¢opma M obpalleHne MeANLMHCKOro
paboTHMKa K dapmaueBTMYeCKOMY PaboTHUKY 06 OTMyCKe JIeKapCTBEHHOro npenapaTa Ha GymaxKHom
HocuTene opopPMAAIOTCA HAa NATUHCKOM UM PYCCKOM AI3blKE B POAUTENIbHOM NaAeKe, 33 UCKAIYEHUEM
odopmneHna peLentos B opme 31EKTPOHHOTO AOKYMEHTA, OCYLLECTBAAEMOrO Ha PYCCKOM fA3bIKE.



Mpu odopmneHun peuLenTypHbIX O/NAHKOB  AOMYCKAeTcd  WUCMO/Ib30BaHWE  COKpaLLeHui
(npunosxkenne N 2 K HacTosawemy NMopAagky).

Mpn HasHayYeHUU NeKapCTBEHHOro npenapata He AO0MNYCKaeTcA COKpalieHWe HaumeHOoBaHWUiA
WHIPeaneHTOB, COCTaBAAIOLLMX IEKapPCTBEHHbIN NpenaparT, He NO3BOALMNX YCTAHOBUTL, KAKON MMEHHO
NeKapCTBEHHbIN NpenapaTt Ha3HayeH.

17. Cnocob npumeHeHUA eKapcTBEHHOro npenapaTta 0603Ha4YaeTcs ¢ yKasaHWeM nyTu BBeAeHus,
[03bl, YaCTOTbl, BPpEMEHN Mpuema OTHOCUTENbHO CcHa (YTPOM, Ha HO4Yb) U ero ANUTeNbHOCTM, a ANA
NNleKapCTBEHHbIX NpenapaTos, B3aMMOAENCTBYIOLWMX C MULLEN, - BPEMEHU UX YNOTPebAeHUA OTHOCUTENIbHO
npuema nuwm (40 eabl, BO BpemMs efbl, Nocsie efbl).

18. Mpyn HEObX0AMMOCTU HEeMeaNeHHOTO AN CPOYHOTO (B TeueHue AByX paboumnx AHel) oTnycKa
NIeKapCcTBEHHOrOo NpenapaTta NauueHTy B BepXHel YacTu peLenTa Ha BymaxKHOM HocuTene NpocTaBastoTCA
0603HayeHus "cito" (cpoyHo) nam "statim" (HemepgneHHo). AHanornyHble 0603HaYeHUA NPOCTABAAIOTCA B
BMAE OTMETOK Npu odopmMieHUM peLenTta B GOpMe IN1EeKTPOHHOTO AOKYMEHTA.

19. Mpu odpopmneHnn HazHaueHUa roTOBOTO IEKAPCTBEHHOMO NpenapaTa B peuenTte Ha bymaxkHOM
HocuTene wuan peuente B GOPMe 3SNEKTPOHHOIO LOKYMEHTA KOJIMYECTBO [AENCTBYHOLMX BELLECTB
YKa3blBaeTcA B COOTBETCTBUM C WMHCTPYKUMENH NO MEOULMHCKOMY MNPUMEHEHUID JIeKapCTBEHHOrO
npenapara. [lonycTMmMo yKasblBaTb A03MPOBKY JIEKAaPCTBEHHbIX NMPENAPaTOB CUCTEMHOrO AeicTeus (aaa
pe3opbTMBHOroO NpMema) B TBEPAbIX IEKAPCTBEHHbIX opmax (Hanpumep, TabneTku, MOPOLLIKK, Kancybl)
KaK cogeprKaHue OA4HOro WM HECKOJIbKUX OEWCTBYIOLLMX BELWECTB B €AMHULAX MAcCbl (B rpammax,
MUAAUrpammax). JonycTMmo yKasblBaTb A03MPOBKY JIEKAPCTBEHHbIX NPENAPaTOB CUCTEMHOIO AENCTBUA
(anA pe3opbTUBHOIO MNPUMEHEHUA) B KUAKUX NIEKAPCTBEHHbIX ¢Gopmax (Hanpumep, pPacTBOPbI,
CYyCMeH3uKn) Kak Cofep’kaHne OAHOIO MAN HECKOJIbKMX AEeCTBYIOWMUX BELLECTB B eAMHMLAX Macchbl Ha
eanHuLy obbema (Hanpumep, MUAAUTPAMM/MUAINANTP) C yKasaHuem obliero obbema nNekapcTBeHHOoM

dopmbl.

Mpu odopmaeHUN HasHAYEHWUs NEeKApPCTBEHHOro npenapata MHAMBWAYANbHOrO M3roTOBNEHUS B
peuenTe Ha BymarKHOM HocuTene uau peuenTte B OPMe 3/IEKTPOHHOIO JOKYMEHTA KONMYECTBO TBEPAbIX
M cbinyunx dapmaL,eBTUUYECKUX cybcTaHumii ykasbiBaetca B rpammax (0,001; 0,5; 1,0), *Kuakux - B
MUAIMAUTPAX, FPaMMaXx U Kannasx.

20. PeuenTtbl Ha BymarkHoM HocuTene, B popme 3NEKTPOHHOTO AOKYMeHTa, opopmieHHble Ha
peuentypHom 6naHke ¢opmbl N 148-1/y-88 u npeaHasHauyeHHble A8 OTNYCKa JIEKAPCTBEHHbIX
npenapaTos, NPeayCMOTPEHHbIX NoanyHKTamm 1 - 3 nyHKTa 9 HacToswero MopAagKa, A4eNCcTBUTENbHbI B
TeyeHue 15 gHelt co gHA obopmaeHUs.

21. PeuenTtbl Ha BymaxkHOM HocuTene, B GOpmMe 3/IEKTPOHHOIO AOKYMeHTa, 0popMIeHHble Ha
peuentypHom 6naHKe dopmbl N 148-1/y-04(n) u npenHasHayeHHble ANA OTNYCKa /IeKapCTBEHHbIX
npenapaTos rpakgaHam, ykasaHHbim B nyHKTe 10 Hactoswero MopsagKka, agencreutenbHbl B TedeHue 30
AHel co gHAa odopmIeHMs, 33 UCKAOUYEHNEeM ciydaeB obopmMIeHUs peLenTa B COOTBETCTBUM C MyHKTaMM
38 1 39 HacToawero MNopsagKa, NpM KOTOPbIX OH AeACTBUTENIeH B TedeHMe 15 gHelt co aHA odopmaeHums.

22. PeuenTtbl Ha BymaxkHoMm HocuTene, B Gopme 3N1EKTPOHHOTO AOKYMeHTa, opopmaeHHble Ha
peuentypHom 6naHke dopmbl N 148-1/y-04(n) M npeaHasHayeHHble AN OTMYCKA /1€KAPCTBEHHbIX
npenapaTos rpa)kgaHam, AOCTUTLUMM MEHCMOHHOTO BO3pacTa, MHBa/WZAM MepBOM Tpynnbl, AETAM-
WMHBa/IMAAM, a TaKXe TrpaxgaHaMm, CTPajaloWMm XPOHUYECKMMM 3abosieBaHUAMM, TPEOdYyHLMMM
O/MTENbHOTO KYpCOBOrO /leYeHua, OencTBuTenbHbl B TedyeHue 90 aHeh co gHA odopmaeHua, 3a
WUCKNtOYEHWEeM C/lydaeB, YKasaHHbIX B NyHKTax 38 u 39 Hactoauwero [lopafka, nNpu KOTOPbIX OH
aencrteuteneH B TedeHue 15 gHei co gHA obopmneHus.

Ona neyeHna XpoHWYECcKMX 3ab0neBaHMIA YKa3aHHbIM KaTeropusaM rpaxgaH JfIeKapcTBEHHble
npenapatbl ¢ 0pOPMIEHNEM PELLENTOB Ha ByMaKHOM HOocuTesle UK PeLenToB B Gopme 3N1EKTPOHHOTO



AOKYMEHTa MOTyT Ha3Ha4yaTbCca Ha Kypc ieyeHns ao 180 aHen.

23. Peuentbl Ha BymaskHOM HocuTene, B Gpopme 3NEeKTPOHHOTO AOKYMeHTa, opopmaeHHble Ha
peuentypHom 6naHKe dopmbl N 107-1/y n npegHasHayeHHble AN OTNYCKa IeKapCTBEHHbIX NpenapaTos,
npeaycMOTPEHHbIX NMyHKTOM 11 Hactosauwero lNopAagka, AeACTBUTENbHbI B TeyeHne 60 AHen co AHSA
odopmaeHums.

MpM HasHAYeHMM T[OTOBbLIX JIEKAPCTBEHHbIX MPEMNapaToB M JIEKAPCTBEHHbIX MpenapaTos
WMHAMBUAYANbHOIO M3rOTOB/IEHMNA NaUMEHTaM C 3a60/1eBaHMAMM, TPEOYIOWMMU ANNTENBHOTO KYPCOBOMO
neyeHus, c obopmaeHrem Ha peuenTypHom 6aaHke popmbl N 107-1/y peuenTta Ha bymaskHOM HocuTene
nnu B Gopme 3/1eKTPOHHOIO AIOKYMEHTa YCTaHaBAMBAETCA CPOK AEMCTBMSA peLenTa B npeaenax Ao 04HOro
roga.

B cnyyae ycTaHOB/MEeHUA CpOKa AeNcTBMA pelenTa B npedenax A0 O4HOTO roga B peuenTe
npousBoauTca Hagnucbk: "Mo cneunanbHOMy HasHayeHMo", 0603HaYaeTca CPOK AENCTBUA peuenTa U
NepmoanYHOCTb OTMYCKa IEKAPCTBEHHbIX NPEenapaToB 13 anTe4yHoW OpraHn3aunumn Uan UHANBUAYaAIbHbIM
npeanpuMHUMaTenem, UMeLMM NNLEH3UI0 Ha GapMaLLeBTUUECKYIO AeATeNbHOCTb <14> (exkeHeaenbHo,
eXXeMeCaYHO U UHble nepuoabl). JonoNAHUTENbHO 3TO YKasaHWe 3aBepsaeTcsa NoANUCbi0 MeANLNUHCKOro
paboTHKMKa, a TaKKe nevyaTbio MeANLMHCKON opraHm3auum "Ons peyentos” (405 peuenTta Ha BymaxKHOM
HOCUTENe) AN YCUNEHHOM KBaMPULMPOBAHHOM 31EKTPOHHOM NOANUCHI0 MeAUUNHCKOro PaboTHMKA U
NNUA, YNONHOMOYEHHOrO 3aBepATb AOKYMEHTbl OT UMEHU MeAMLMHCKOW opraHunsauumm (ana peuenta B
bopme 3/1eKTPOHHOIo AOKYMEHTA).

<14> MyHKT 47 vactm 1 ctatbm 12 PepepanbHoro 3akoHa ot 4 mas 2011 r. N 99-d3 "O
NINUEH3NPOBAHNKU OTAENbHbIX BUAOB AeaTenbHOCcTM" (aanee - depepanbHblit 3akoH N 99-93) (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoint Pegepaumm, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24, PeuenTbl Ha JlIeKapCTBeHHble npenapaTbl, BKAOYEHHble B nepedveHb [MKY, ana nedeHuA
NauUMEHTOB C XPOHMYECKMMM 3aD00/1eBaHNAMN MOTYT 0POPMAATLCA Ha Kypc ieyeHunsa Ao 60 aHen.

B cnyyae, Koraa Kypc nedeHus coctaBndeT 6onee 30 aHel, AONONHUTENbHO B peLenTax Ha
B6ymarKHOM HoCUTeNe NPOoU3BOAUTCA HaaNKUCh "Mo cneuyanbHOMY Ha3HaYeHUto", 3aBepeHHasn NoANUCHIo
MeOULMHCKOro paboTHMKa M MeyaTbio MeaMUMHCKOW opraHusaumu "[Ons peuentoB”, Ha peuenTtax B
dbopme 3/MEeKTPOHHOro [AOKyMeHTa npousBoamuTcas oTmeTKa '"lMo chneumanbHOMYy HasHayeHuto" ¢
NpOCTaBAEHUEM YCUNEHHON KBaNUPULMPOBAHHOM 3NEKTPOHHOM NoANUCU MEeANLMUHCKOro PaboTHMKA U
1A, yNONHOMOYEHHOTO 3aBEPATb AOKYMEHTbI OT UMEHU MEeANLMHCKOM opraHM3auum.

25. PeuenT Ha 6ymaxKHOM HocuTene B GoOpme 3/1eKTPOHHOro AOKYMeHTa, 0POpPMAEHHbIN C
HapyLweHnem yCTaHOB/IEHHbIX HacToAWMM MNMopagKkom TpeboBaHUI, CYMTAETCA HEAENCTBUTE/IbHBIM.

Il. HasHaueHMe neKapCcTBEHHbIX NPenapaToB NPU OKa3aHUU
MeAMUMHCKOﬁ nomouiu B CTAUMOHAPHDbIX YCN10BUAX

26. Mpu OKasaHMWM MaUMEHTY MEeLMLMHCKOM NOMOLLM B CTaLMOHAPHbIX YC/NOBUSX HA3HavyeHue
JNIeKapCTBEHHbIX MpenapaTtoB npousBoguTca 6e3 opopmaeHua peuenta MeguUUHCKUM PaboTHUKOM
€4MHOIMYHO, 33 UCKNOYEeHNEM C/lydaeB, YKa3aHHbIX B NyHKTe 27 HacToAwero MNopaaka.

27. CornacoBaHne Ha3Ha4vyeHuA NEKaAPCTBEHHbIX NpenapaTtoB C 3aBeaywowmm otTaeneHnem wunum
OTBETCTBEHHbIM AEXKYPHbIM Bpa4YOM nmbo Apyrum nnyom, ynosIHOMOYEHHbIM MPUKA30M rnaBHOro Bpada
Me,ﬂ,VILI,VIHCKOﬁ OopraHn3auun, a TaK¥Ke, nNpun Haandnn, C BpPa4YOM - KJANHUYECKUM ¢apMaKOl‘IOFOM
HeO6XOp,VIMO B Cay4vaax:

1) OAHOBPEMEHHOIO HAa3HAa4YeHNA NATU U bonee NEKaPCTBEHHbLIX NPENAapPaToB O4HOMY NALNEHTY;
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2) Ha3Ha4YeHMA IeKapCTBEHHbIX MPenapaToB, He BXOAALLMX B NepeyeHb KU3HEHHO HEOBX04MMbIX U
Ba*KHEMLUNX NEeKapCTBEHHbIX NpenapaTtoB <15>, NpuM HETUNUYHOM TeyeHUM 3aboneBaHUsA, HaNUuuu
OC/NOYKHEHWN OCHOBHOro 3aboneBaHuAa W (MAM) conyTcTByOWMX 3aboneBaHMi, NPU  HA3HAYeHUU
NIEeKapPCTBEHHbIX MPenapaToB, 0COOEHHOCTU B3aMMOAEWCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHo
MHCTPYKLUMAM MO WX MNPUMEHEHUIO TMPUBOAAT K CHUXKEHUIO 3PPEeKTUBHOCTM UM HesonacHoCTU
dapmaKkoTepanuu u (Mam) co3aatoT NOTEHLMANBHYO ONACHOCTb A1A XU3HU U 340P0BbA NaLMeHTa.

<15>Yactn 1 ctatbk 60 PegepanbHoro 3akoHa N 61-P3 (CobpaHue 3akoHozaTenbcTBa Poccuiickomn
denepaunn, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yKasaHHbIX C/lydasax Ha3HayeHWe JsieKapCTBEHHbIX npenapaTos (bMKCMpyETCFl B MeAMLI,MHCKOﬁ
AOKYMEHTaUMn nauneHta wu 3aBepAeTca nognncbito MegUUUNHCKOro pa6OTHMKa 1M 3aBegyrouero
oTaeNneHnem (OTBETCTBGHHOI’O AEXYPHOro Bpaya nam gpyroro ynoJIHoOmo4eHHoOro nmu,a).

28. MeguUMHCKUIA pPabOTHUK MEAMUMHCKON OpraHM3aumMm (ee CTPYKTYpHOro nogpasgeneHus),
Pacro/IoXKEHHOM B CE/IbCKOM HaceNeHHOM TMYHKTe, OCYL,EeCTBNAEeT Ha3HayeHWe JIeKapCTBEHHbIX
NpenapaToB B Cy4YasnX, YKasaHHbIX B MyHKTax 27 1 29 HacTosuero MopaaKa, eANHOANYHO.

29. Mo peleHnto BpayebHOM KOMUCCUM MaLMeEHTaM MPU OKasaHUU UM MeLUUNHCKOM NOMOLLN B
CTAUMOHAPHbIX YCNOBUAX HA3HAYAlOTCA JIEKAPCTBEHHble MpenapaTtbl, He BK/IOYEHHble B NepeyvYeHb
KU3HEHHO HEOOXOAMMbBIX M BaKHEMLWMX JIEKAPCTBEHHbIX MPENApPaToB, B C/y4ae WX 3aMeHbl WU3-3a
UHOMBUAYANbHOM HENEPEHOCUMOCTH, MO KU3HEHHbBIM NMOKA3AHUAM.

PeweHne BpayebHON Kommccum OUKCUpPYeTCA B MEAUUMHCKOM AOKYMEHTALMKW MauMeHTa M
KypHasne BpayebHOM KOMUCCUU.

30. B cnyyaax obcnenoBaHMA UM leYeHUs TpaxgaHuHa B CTaUMOHaPHbIX YCAOBUAX B pamKax
npeaocTaBAeHMA MegULMHCKUX YCNYT Ha BO3ME34HOM OCHOBE 3a CYET JIMYHbIX CPeACTB rpakaaH, cpeacTs
HOPUOMYECKUX UL, U UHBIX CPEACTB Ha OCHOBaHWMW A0roBopa, B TOM 4YMC/e A0roBopa 406poBO/bHOMO
MEeAULMHCKOro CTpaxoBaHus <16>, emy MOryT 6biTb Ha3HauyeHbl /JI€KAapCTBEHHble MpenapaTbl, He
BXoAALIME B MepeyeHb KU3HEHHO HeobXOAMMbIX U BasKHEWLINX NEeKapCTBEHHbIX MpPenapaTos, ecan ux
Ha3HaYeHne 1 npumeHeHme obycnoBAEeHO MeANLNHCKMMU NOKa3aHUAMM.

<16> MocTtaHoBneHUe MNpaButenbcta Poccuiickoin Pepepaunn ot 4 oktabpa 2012 r. N 1006 "06
yTBEepXaeHuu MpaBua npeaocTaBAeHUA MeANULUHCKUMW OpPraHM3aumaMm NAaTHbIX MeaUUNHCKKX yeayr"
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit ®epepauymm, 2012, N 41, cT. 5628).

Ill. Ha3HayeHue neKapCcTBEHHbIX NPENapaToB NPU OKa3aHUKU
nepBUYHON MeaUKO-CaHUTAaPHOW NOMOLLM, CKOPOI MeAULUHCKOM
NOMOLLU U NAaN/INAaTUBHON MeAULIMHCKOA MOMOLLMU

31. MNpn OKasaHUU MEPBUYHON MEANKO-CaHUTAPHOM MOMOLLM W MaNNMaTUBHOW MeAWLUHCKON
NMOMOLLM B ambynaTOpHbIX YCNOBUSAX HA3HaYeHMEe JIeKapCTBEHHbIX MpenapaToB OCYLeCcTBAAeTCA
MeANUNHCKMM PabOTHMKOM B C/Ty4asx TUMNMYHOIO TeyeHUA 3aboseBaHMA NaLMeHTa UCXOAA U3 TAXKECTU U
XapakTepa 3aboseBaHUs.

32. HasHauyeHWe NIeKapCTBEHHbIX NPEenapaToB NO pelweHnio BpayebHoM KOMUCCUM MPU OKasaHWUK
NMepBUYHON MeAMKO-CaHMTapHON MNOMOLLM, MaNINAaTUBHON MEeAULMHCKON NOMOLLM B ambynaTopHbIX
YC/I0BUAX NPOU3BOAMTCA B C/yYanX:

1) OAHOBPEMEHHOIO HAa3dHa4YeHMA O 4HOMY NaUUEeHTY NATU U bonee NEKapPCTBEHHbIX NPEnapaTos B
Te4eHne ogHNX CYTOK UM CBbille OECATU HaMMeHOBaHMUI B TeYEHUe TpUALUaTH AHEﬁ;
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2) Ha3HaYeHWs NeKapCTBEHHbIX MPenapaTtoB NPU HETUMUYHOM TedeHUU 3ab0seBaHWUs, HaMuUn
OC/OXKHEHWUI OCHOBHOro 3abonesaHua W (MAKM) conyTcTByloWMX 3aboneBaHW, NPU Ha3HAYEHUU
NeKapCTBEHHbIX MpenapaToB, 0CO6EHHOCTU B3aMMOAENCTBMA WU COBMECTMMOCTM KOTOPbIX COracHO
MHCTPYKLMAM MO MX MPUMEHEHUIO NMPUBOSAT K CHUNKEHWUIO 3OPEKTUBHOCTM M HE30MacHOCTM JleYeHus
naumMeHTa n (Maun) co3aatoT NOTEHLMANbHYIO OMACHOCTb A5 }KU3HWU U 340POBbA NaUUeHTa;

3) nNepBMYHOro HA3HAYEHWUA MAUMEHTY HAPKOTUYECKUX U  MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapatos cnuckos Il u lll MepeyHa (B cnyyae NpUHATUA pyKoBoAUTENEM MEANLMHCKON OpraHusaumm
peleHns o HeoHXo0AMMOCTU COrNACOBaHMA Ha3HAYEHMNA TaKUX JIEKAPCTBEHHbIX NPENapaToB C BpayebHoM
Komuccuen).

33. [MoBTOpHOE Ha3Ha4YeHME HAPKOTMUYECKUX U MCUXOTPOMHbIX NEKAPCTBEHHbIX MPENapaToB CNMCKOB
I u Il NMepeyHs npousBoaAUTCA MeOUUMHCKMM PabOTHMKOM CaMOCTOATENIbHO UAW eAWHONANYHO 6e3
y4yacTus BpayebHOM KOMMCCMM NaUMEHTamM C BbipayKeHHbIM 60NeBbIM CUHAPOMOM /t06Oro reHesa,
HapylweHMem CHa, CYLOPOXKHbIMU COCTOAHMAMMW, TPEBOXHbIMW  paccTpoicTBamu, dobusmu,
NMCUXOMOTOPHbIM BO3DYXKAEHNEM.

34. MpK OKasaHWM CKOPOW MEeAMULMHCKOMN MOMOLIM fIeKapCTBEHHbIE npenapaTbl Ha3HavaloTcA
MeANUMHCKUM paboTHMKOM Bble3aHOW 6puragbl CKOPOM MNOMOLM, MEeANUUHCKUM paboTHUKOM
MeANLMHCKON OpraHusauMm npyu OKasaHMM MeOMLMHCKOM MOMOLWM rpaxkaaHam npu 3aboneBaHUsX,
Hec4acTHbIX C/ly4anx, TPaBMax, OTPaBAEHUAX U APYrUX COCTOAHUAX, TPEBYIOLWMNX CPOYHOIO MEANLIMHCKOrO
BMelLaTe/bCTBa.

IV. HasHaueHMe neKapCcTBEHHbIX NPenapaToB rpaxKAaHam,
MMEeLMM NPaBo Ha 6ecniaTHoe NoslyyeHne NeKapCTBEHHbIX
npenapaToB UM NONYYEHME IeKAPCTBEHHbIX NpenapaTos
CO CKUAKOM, NPpU OKa3aHUM NePBUYHOIA
MeANKO-CaHMTapHOWU NOMOLLMU

35. Mpu OKasaHMM MNEPBUYHON MeOMKO-CaHUTAPHOW MNOMOLWM Ha3HauyeHue MedULUHCKUM
PabOTHMKOM Ha OCHOBE KAMHUYECKUX PEKOMEHAALMIN U C y4eTOM CTaHAapTOB MeAULMHCKON MOMOLM
<17> nekapcTBEHHbIX NpenapaTos, OTNycKaemMblXx 6ecniaTHO UK CO CKUAKOW, rpaxkaaHam, UMEIOLLMM
npaBo Ha obecneyeHue fieKapCTBEHHbIMK MpenapaTtaMmy 3a cYeT cpeacTs 6oAKeTHbIX acCUrHOBaHWUIMA
denepanbHoro 6roaxeta M boasketoB cybbekToB Poccuitickon dPepepauuu, OCyLWECTBAAETCA Ha
peuentypHom 6naHKe N 148-1/y-04(n).

<17> CraTbs 37 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoi
depepaumnn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).

Mpn odopmneHnn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha 6ymarkHom Hocutese
odbopmNATCA ABa 3K3emnaspa, OAWH U3 KOTOPbIX OCTAaeTcA B anTeYHOW OpraHusauuun, BTOpPON - B
MeOULMHCKOM AOKYMEHTALMM NaLMeHTa.

36. [paBo Ha3Ha4yaTb NEKapCTBEHHble NpenapaTbl rpaxaaHam, MMerLWmnm Npaso Ha 6ecnnatHoe
nosiy4yeHune NeKapCTtBeHHbIX NpenapaTtoB AN noayvyeHne neKapCTBeHHbIX NpenapaTtos CO CKVI,EI,KOVI, TaKXe
MMEIoT:

1) meanumMHcKMe paboTHUKK, paboTatowme B MeAULMHCKOWM OpraH13aLmm no COBMecTUTeNbeTay (B
npegenax cCBoem KomneTeHuun);

2) meguuMHCKME PabOTHUKM CTaLMOHAPHbIX OPraHU3auuii COLManbHOro O6CAYKMBaHUA Mnpwu
HaAMYMU NNLEH3UU Ha OCYLLEeCcTBeHMe MeAMUMHCKOW aAeATenbHoCcTM <18>, npeaycmatpusatolueit
BbiNo/MIHeHWe paboT (OKasaHWe ycAyr) Mo OKasaHWIo MNEepPBUYHON MeAWMKO-CaHWTapHOW nomown B
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ambynaTopHbIX yCA0BUAX (HE3aBUCUMO OT BEAOMCTBEHHOM MPUHAANENKHOCTH);

<18> MyHKT 46 yactn 1 ctatbm 12 degepanbHoro 3akoHa N 99-03 (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoit depepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) MeaMUMHCKME PabOTHUKU MEAMUMHCKMX OpraHM3aLuMi, OKasblBalOWMX NEPBUYHYI0 MeaWKO-
CaHUTapHY MNOMOLb, MOABEAOMCTBEHHbIX ¢eaepasbHbiM OpraHam MUCMOAHUTENbHON BAACTU MAK
opraHam UCNoJIHUTENbHOM BacTM cybbekToB Poccnitickoit Pepepaunu;

4) uHaMBMAyanbHble NpeanpUHUMAaTENN, OCYLLECTBAAIOWME MEANLMHCKYIO AEATe/bHOCTb U
BK/IIOYEHHbIE B pPeecTp MeAMUMHCKUX OpraHuM3aumnii, OCyLLeCTBAAIWMX AeATeNbHOCTb B cdepe
0653aTeNbHOro MeAULMHCKOro CTPaxoBaHuA.

37. MNMpyn Ha3HaYeHMM NeKAPCTBEHHbIX NPenapaToB rpaxaaHam, MMeLWmMMm NpaBo Ha becnnatHoe
nonyyeHne NeKapCTtBeHHbIX MpenapatoB UAU MoJsiydeHUe NeKapCTBeHHbIX MpenapaTtoB CO CKVILI,KOVI, B
peuenTe yKasblBaeTcs Homep TenedoHa, MO KOTOPOMY pPabOTHMK anTeyHOlM opraHuMsauumn npu
HeobX04MMOCTN MOKET COracoBaTb C MeULMHCKUM PabOTHUKOM 3aMeHY IEKapPCTBEHHOTO NpenaparTa.

38. HasHayeHne HapKOTUYECKMX U NCUXOTPOMHbIX IEKAPCTBEHHbIX Npenapatos cnucka |l MNepeyHa
(33 MCKNOYEHMEM IEKAPCTBEHHDbIX MPEnapaTos B BUAE TPAHCAEPMA/bHbIX TEPaNeBTUYECKUX CUCTEM, a
TaKXKe NeKapCTBEHHbIX MPenapaToBs, COAepKalUnX HAPKOTUYECKOEe CPeACTBO B COYETaHUM C aHTaroHMCTOM
ONUOUAHbIX PELLENTOPOB) rparkAaHam, MMeKLWMM NpaBo Ha becnnaTtHoe NojyvyeHWe NeKapCTBEHHbIX
NpenapaToB WM NOJYYEHUA IEKAPCTBEHHbIX MPENAPATOB CO CKMAKOM, OCYLLECTBAAETCA HA PELLENTYPHOM
6n1aHKe popmbl N 107/y-HI1, K KOTOPOMY AOMONHUTENBHO 0OPMAAETCA PELLENT HA PeLenTypHOM BaaHKe
dopmbl N 148-1/y-04(n) (B ABYX 3K3emnaapax npu opopmaeHmm Ha BymaskHOM HocuTene).

39. HasHayeHne HapKOTMYECKMX U MCUXOTPOMHbIX 1IEKAaPCTBEHHbIX NpenapaTos cnucka |l MNepeyHa B
BUAE TPaHCAEPMabHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKMX SIEKAPCTBEHHbIX NPenapaToB CNUCKa
Il MepeyHa, copeprkallMx HAPKOTUYECKOe CpeacTBO B COYETaHUMM C AHTArOHUCTOM OMWOUAHbLIX
peLenTopoB, MNCUXOTPOMHbIX JIeKAPCTBEHHbIX npenapaTtos cnucka Il lepeyHa, nexkapCTBEHHbIX
npenapaTtos, BKAIOYEHHbIX B nepeyeHb [KY, cogepxawmxca B NoAgnyHKTe 2 nyHKTa 11 HactoAwero
MopagKa, npegHasHayeHHble ANA NeYeHUa rpaxkgaH, MMetlowmx npaBo Ha becnsiaTHoe noJsyyYeHue
JIeKapCTBEHHbIX NpenapaTtoB UKW NOyYeHWE NIeKapCTBEHHbIX MPEeNnapaToB CO CKMAKON, OCYLLECTBAETCA
Ha peuenTtypHbix 6aaHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPbIM AOMNONHUTENLHO OpopMaAEeTCA
peuenT Ha peuentypHom 6aaHKke dopmbl N 148-1/y-04(n) (B ABYyX 3K3emnaapax npu opopmaeHun Ha
6ymarkKHom HocuTene).

MpunorxkeHne N 1

K MopAaaKy Ha3HayeHus
JIeKapCTBEHHbIX NPEenapaTos,
YyTBEPKAEHHOMY NPUKA3OM
MuHMCTEPCTBA 340aBOOXPAHEHNS
Poccuiickoi ®epepaumm

oT 24 HoAbBps 2021 r. N 1094H

KOJIUYECTBO
HAPKOTUYECKUX CPEACTB UJIU MCUXOTPONHbIX BELLLECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OAHOM PELLENTE
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N MexayHapoaHoe HenaTeHTOBaHHOe ®opma BbinycKa u Konnuectso
n/n HaMMeHOBaHMe HaPKOTUYECKOro U 003UPOBKa
NMCUXOTPOMHOIO JIEKAPCTBEHHOTO
npenapara
1. bynpeHop¢duH + HanokcoH TabneTku 60 TabnetoK
cybnuHreanbHble 0,2 Mr + | (ynakoBKa, KpaTHasa N
0,2 mr 20)
2. BynpeHopduH PacTBOp 418 MHBEKLMN, 30 amnyn (wWnpwu-
0,3 mr/mn 1 mn TIo6MKOB)
3. BbynpeHop¢uH TpaHcaepmanbHbIin
naacTbipb
35 mKr/vac 20 nnacTbipen
52,5 mKr/yac 10 nnacTbipei
70 mKr/uac 5 nnactbipen
4. MopduH PacTBop A18 MHBEKLMN,
pacTBop Ans 20 amnyn (wnpuu-
NOAKOMKHOro BBEAEHMA TiobMKoB)
10 mr/mn 1 mn
5. KogeunH + MopduH + HockanuH + Pactsop ana
ManaBepuH + TebaunH NOAKOXHOro BBEAEHNA
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. TpumenepnauvH TabneTtku 25 mr 50 TabneTtok
7. TpumenepnauH PacTBop 418 MHBbEKLUN 20 amnyn (Wnpus-
10 mr/mn 1 mn TIo61KOB)
20 mr/mn 1 mn
8. MopduH Tabnetku (Kancynbl) 180 TabneTok (Kancyn)
NPO/IOHIMPOBAHHOIO 60 TabneTtokK (Kancyn)
nencreua 40 Tabnetok (Kancyn)
10 mr 20 TabneToK (Kancyn)
30 mr 20 TabnetokK (Kancyn)
60 mr
100 mr
200 mr
9. MopduH TabneTku
5 mr 100 TabneTok
10 mr 100 TabneTok
10. MopouH Kanau gna npuema
4
BHYTPb 20 mr/mn 20 mn prakoHa
11. MopouH PactBop ana npuema

BHYTPb (MOHOA03bI)




2 Mmr/mn 5 mn
6 mr/mn 5 mn
20 mr/mn 5 mn

100 amnyn n/s
80 amnyn n/3
30 amnyn n/3

12. OKcnKoaoH + HanoKkcoH Tabnetkn
NPONOHIMPOBAHHOIO

nencrema
5mMr+2,5mr 100 TabneTokK
10 mr+5 mr 60 Tabnetok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 Tabnetok
13. | MponnoHUNDEHNNITOKCUITUANUNEPUAUH | TabneTku 3alwedHble 20 50 Tabnetok

mr

14. deHTaHuN Mnactbipb
12,5 MKr/4yac 20 nnacTbipeit
25 MKr/uac 20 nnacTbipeit
50 mKr/uac 10 nnacTbipei
75 mKr/uac 10 nnacTtbipen
100 mKr/yac 10 nnacTbipen

15. deHTaHUN Cnpeit Ha3abHbIN

®dnakoH 50 mKr/po3a

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

dnakoH 100 mKr/no3a

2,0 mn (10 pgo3)
3,2 mn (20 pos)
5,0 mn (40 pos)

dnakoH 200 mkr/no3a

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

24 dnakoHa
12 dnakoHoB
6 ¢pnrakoHoB

12 ¢dnakoHoB
6 ¢prakoHoOB
3 ¢pnakoHa

12 ¢nakoHoB
6 dnakoHoB
3 ¢pnakoHa

MpunoxkeHune N 2

K MopAaaKy Ha3HavyeHuA
JIEKAapPCTBEHHbIX NPEenapaTos,
YyTBEPKAEHHOMY NPUKA3OM
MuHMCTEPCTBA 340aBOOXPaAHEHMA
Poccuiickoit deaepaumm

oT 24 HoAGpA 2021 r. N 1094H



CnpaBo4yHO

PEKOMEHAOBAHHbIE K UCNOJ/Ib3OBAHUIO COKPALLIEHUA
NP O®GOPMJIEHMU PELLEENTOB

N CokpaweHue MNonHoe HanucaHue MNepesoa
n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum Kncnorta

3. aer. aerozolum asposo0/b

4. amp. ampulla amnyna

5. ag. agua BOAaA

6. aq. purif. aqua purificata BOAa OYMULLEHHaA

7. but. butyrum macno (Teepgoe)

8. caps. capsula Kancyna

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

10. D. Da (Detur, Dentur) Bolnait (nyCTbBi:p;ZC;’ Mycts byaer
11. D.S. Da, Signa Detur, Signetur BblA:Eﬁ‘;ﬁ%ﬁ'—g;:;ﬁtiyﬂm
12. D.t.d. Da (Dentur) tales doses Beiaa (Mycto 6:2';,;%"5"3%') TaKue
13. dil. dilutus pasBefeHHbIN

14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu
15. emuls. emulsio amysibcusA

16. extr. extractum 9KCTPAKT, BbITAXKA

17. in enem. in enemas B MMKPOK/IN3MaxX

18. F. Fiat (fiant) MycTb 0b6pasyetca (0bpasytoTca)
19. gran. granulum rPaHybl

20. gt., gtt gutta, guttae Kanna, Kanam

21. gtt. peror. guttae peroralis Kanaum ana npuema BHyTpb
22. inf. infusum HacTou

23. inamp. in ampullis B amnynax

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




B TabneTKkax ¢ NPO/IOHTNMPOBAHHbIM

25. | intab. prolong. in tab(u)lettis prolongatis BbICBOBOKAEHMEM
. B TabseTKax ¢ MPOSIOHIMPOBAHHbLIM
2. | " tabc.)tp:;olong, in tab(u)lettis prolongatis obductis BbICBOBOXAEHMEM, MOKPbITbIX
' 060104KOM
27. in tubul. in tubulis B THOOMKAX
28. lin. linimentum JNIMHUMEHT
29. lig. liquor KUOKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum NUIIbHAA Macca
32. membr. bucc. membranulae buccales MJEHKM 3alleyHble
33. M. Misce, Misceatur Cmeuwsait
(MycTb ByaeT cmewaHo)
34. mixt. mixtura MUKCTYpa
35. N. numero yncnom
36. ol. oleum Macso (3kuaxoe)
37. past. pasta nacra
38. pil. pilula, pilulae NUAONA, MUNONN
39. p. aeq. partes aequales paBHble YacTn
40. ppt., praec. praecipitatus OCaXKAEHHbIN
41. pulv. pulvis NOpPOLLUOK
47, as. quantum satis CKONbKO n0TpHea6;|/:Tcn, CKONbKO
43, r., rad. radix KOpeHb
44, Rp. Recipe Bo3bmu
45. Rep. Repete, Repetatur MosTopwm (MycTb ByaeT noBTopeHo)
46. rhiz. rhizoma KopHeBULLEe
47. S. Signa, Signetur OG%:;:Z:ZX;Z)GYAH
48. sem. semen cems
49, simpl. simplex npocToit
50. sir. sirupus cmpon




51. sol. solutio pacTBop

52. spr. spray cnpet

53. spr. nas. spray nasale Cnpei Hasa ibHbIN
54. supp. suppositorium cBeya, CynnosnTtopuii
55. susp. suspensio CycneHsus, B3BecCb
56. tab. tab(u)letta TabneTtka

57. t-ra, tinct. tinctura HacToMKa

58. tubulis tubulis TIOOUKMK

59. STT Systema Therapeutica Transcutanea Tep;:::TcieeF::z\aa:z:?:ﬂTema
60. ung. unguentum Masb

61. vitr. vitrurn CKAAHKaA

MMHUCTEPCTBO 34paBoOXpaHeHmsa Poccuinckoi

depepaunu

HaumeHoBaHue (wTtamn)
MeaMLMHCKOM opraHM3aumm

HaumeHoBaHMe (WTamn) MHAMBUAYANbHOMO

MpunnoxkeHune N 2

K NpuKasy MuHUcTepcTBa 34paBOOXPaHEHMA
Poccuiickoin Pepepaumm

oT 24 HoABps 2021 r. N 1094H

®OPMA PELIENTYPHOIO B/NIAHKA N 107-1/Y

Koa ¢opmbl no OKY
Kog yupexgeHna no OKIMNO

MeauuMHCKan AOKYMeHTaLUus

®opma N 107-1/y

YTBepXaeHa npMKasom
MuHWCTEPCTBA 34paBOOXPaHEHMA
Poccuiickoin Pegepaymm

oT 24 HoAbpsA 2021 r. N 1094H

npegnpvHumaTtens (yKasaTtb agpec, Homep v
AaTy MLEH3UKN, HAMMEHOBAHME OpraHa
rocyA4apCcTBEHHOM BAACTU, BblAABLLErO
JINLEH3UIO)

PELLEMT
(B3pOCAbIN, AETCKUI - HYXKHOE NOAYEPKHYTb)
" 20 .


https://login.consultant.ru/link/?req=doc&base=LAW&n=491130

damnnus, MHUNUManbl UMEHU N OTYECTBA (nocne,u,Hee -npu Ha}'IMLIMM)
nauneHTa

[aTa poraeHua

damnnna, MHULMAAbI UMEHWU U OTYeCTBa (nocsiegHee - NPy HaAUYmm)
Nevauiero Bpaya (denbawepa, akywepku)

py6.|kon.| Rp.
py6.|kon.| Rp.
py6.|Kkon.| Rp.
Mopgnuce M.1.

M Neyatb Jleyallero Bpaya
(nognuck denbaluepa, akyLwepKku)

Peuenrt melcrBuUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe NOINUYEepPKHYTH) (yxaszsaro
KOJIMUEeCTBO IHEN)

O6opoTHan CTOpoHa

OTmeTKa 0 Ha3Ha4YeHMM IeKapCTBEHHOTO
npenapara no peleHu1to BpayebHol Komuccum

Mpurotosun Mposepun OTtnyctun

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

MWHUCTepPCTBO 34paBooOXpaHeHna Poccuiickoi Koa ¢opmbl no OKY/ 3108805

depepaumm MeanumHCcKana AoKymeHTaumA
®opma N 148-1/y-88

HaumeHosaHme (wramn) YTBEpKAEHa NPUKA30M

MeAULIMHCKOW opraHm3aumm
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MuHWCTEPCTBA 34paBOOXPaHEHMA

Poccuiickoin Pepepauymm
HaumeHoBaHMe (WTamn) MHAMBUAYANbHOTO oT 24 Hoabpsa 2021 r. N 1094H
npeanpuHMmaTens

(ykasaTb agpec, Homep 1 AaTy NMLEH3NN,
HanMeHOBaHWe OpraHa rocyapcTBeHHowM
B/1ACTW, BbIAABLLErO JIULEH3UIO)

o | ] L)L LvL) L) L) L) L

PELIENT nom 20T

(naTa opopmneHma-peuenta)

(B3pOCAbIN, ETCKUI - HYXKHOE NOAYEPKHYTDb)

damnnna, HULMANbl UMEHWU U 0TYeCTBa (nocnegHee - NPy HaAN4YMK)
naumeHTa

[aTta poxxaeHua

Appec mecta Xutenoctsa mam N Mep,MLl,MHCKOVI KapTbl aM6ynaTopHoro nauneHTa, noay4yatouwero
MeaANLUHCKYIO nomolulb B aM6y}'|aT0prIX yCcnoBuax

damunnnsa, HULMAAbI UMEHM U OTYECTBa (NocneaHee - MPY HannMumm)
Nevalero Bpava (denbawepa, akywepku)

Py6. Kon. Rp:

Moanucb n neyatb neyvalLero Bpaya M. .
(nognuck dpenbaliepa, akyLiepKku)

PeuenT gelictButeneH B TedeHue 15 aHel

O60opoTHas CTOpOHa

OTmeTKa 0 Ha3HaYeHMM IeKapCTBEHHOTIO
npenapara no peLleHu1to BpayebHol Komuccum




Mpurotosun

Mposepun

OTtnyctun

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

MWHUCTEPCTBO 3 paBOOXPaHEHMUA
Poccuiickoin Pepepauymm

WTamn

Kop,

MeANLMHCKON opraHM3aumnm

LWTamn

Kogp,

MHONBMAYanbHOIoO npeanpuHmMmMmatTena

YTBEPK/IEHA

MECTO A P e
LITPUXKOL, APaBOOXP

A<ts Poccuiickoi ®epepauun

oT 24 HoAbGpA 2021 1. N
1094H

Koga ¢opmbl no OKY/ 3108805

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

Kopg Kopa Ho30n10rM4Yeckom
KaTeropuu dopmbl (no MKB)
rpaxkaaH

NCTOYHMK dMHAHCUPOBAHUA:

(noauepKHyTb)

% onnartbl:

1. depepanbHblli 6roaxKeT (noayepKHyTb)

2. Broget cybbekTa Poccuiickoin

depepaumn

3. MyHMumMnanbHbIN BogKeT

1. becnnaTtHo
2.50%
3. UHON %
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PELLENT Cepua N [aTta opopmneHusa: 20 .

®amunna, UHUUMANbI UMEeHW UM oT4yecTBa (mocnefnHee - npu
Ha/IM4YMK) NaumneHTa Jata poxaeHusa

CHMUAC

N nonuca
obna3aTtenbHOro
MeAUNLUHCKOro
CTpaxoBaHuA:

Homep MeAMLMHCKOM KapTbl NaLMeHTa, No/y4atoLero MeANLMHCKYIO MOMOLLb B ambBy1aTopHbIX
ycnoBumax

dammnus, MHULMANbI UMEHM U OTYECTBA (nocneaHee - MpU HaMuum)
Nevallero Bpayva (penbaluepa, akyliepKu)

Py6. Kon. 2 o




MoAnuch 1 NeyaTb Nevallero Bpaya
(nognuck denbaliepa, akywepKku)

PeuenT pelictButeneH B TeyeHue 15 gHelr, 30 gHeld, 90 gHel (HYyXHOEe NOAYEePKHYTb)

OTtnyweHo no peuenTy: Toprosoe HaMmeHOBaHUE U JO3UPOBKa:
Oata otnycka: " " 20 . Konwnuecrso:
MpuroTosun: MNposepwun: Otnyctun:

(nHKMA oTpbIBa)

Kopelwok peuenTtypHoro 61aHkKa Cnocob npumeHeHus:

MpoaonKUTeNbHOCTb Hen
HanmeHoBaHue poA A

NIEKAPCTBEHHOIO NpenapaTta:

Jo3npoBkKa: Konnyectso npMemoB B AEHb: pas

Ha 1 npuem: ea.

<*> B cnyyae WU3roToBAEHUS peLenTypHoro 6/1aHKa C WMCNO/b30BaHMEM KOMMbIOTEPHbIX
TEXHONOrnN.

O6opoTHan CTOpoHa

OTmeTKa 0 Ha3Ha4YeHMM IeKapCTBEHHOTO
npenapara no peleHnto BpayebHol Komuccum

Mpurotosun Mposepun OTtnyctun

Mpunoxenne N 3



K NpuKasy MuHUCTepCTBA 34paBOOXPaHEHUS
Poccuiickoin Pepepauymm
oT 24 HoAbps 2021 r. N 1094H

NOPAAOK
OPOPMJIEHUA PELLENTYPHbIX B/IAHKOB HA NEKAPCTBEHHbDIE NMPENAPATDI,
UXYYETA U XPAHEHUA

. OpopmneHue peuenta Ha bymaxKHOM HocuTtene

1. Ha peuentypHbix 6naHkax popm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B neBom BepxHem
Y7y NPOCTaBAAETCA LWTAaMN MEAMLMHCKON OpraHuM3auumn C ykasaHWem ee HaMMeHOBaHuA, agpeca u
TenedoHa C AaTOW BbINUCKM (4aTO 0pOpMAEHUA) peLienTa Ha 1IeKapCTBEHHbIN npenapar.

[dononHutenbHo Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) npocTaBnserca Kop,
MEOMULMHCKOM OpraHusaumMm B COOTBETCTBMM C OCHOBHbIM FOCYAAPCTBEHHbIM PErMCcTPaLLMOHHbIM
Homepom (aanee - OTPH).

Cepua peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BKAOYaeT Koa cybbekTa Poccuitckoi
depepaumn, COOTBETCTBYIOLWMNIN ABYM nepBbiM Lndppam ObLLepoccuinckoro KnaccupurkaTtopa o6beKToB
aAMUHUCTPATUBHO-TEPPUTOPUaNbHOro aeneHua (aanee - OKATO).

PaspeluaeTca n3rotasansath peuenTypHble 6aaHkn popmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢
NOMOLLLbIO KOMMbIOTEPHbIX TEXHOOTUA.

PeuenTtypHble 6naHku ¢opmbl dopmbl N  148-1/y-88 M3roTaBAMBAIOTCA MCKAHOUUTENBHO
TMnorpadckmm cnocobom.

2. Ha peuenTtypHbix 6naHKax, 0GOPMAAEMbIX WHOMBUAYANbHLIMW NPeanPUHUMATENAMM,
UMEIOWUMM JINLEH3UIO Ha MEAULMHCKYIO AeATeNbHOCTb, B BEPXHEM JIEBOM Yray Tunorpadckum
cnocobom MAM NyTeM MNpPOCTaBAEHUA LWTaMMa AO/MKeH OblTb YKasaH agpec WHAMBUAYA/IbHOMO
npeanpuHUMaTens, Homep M gaTta JIMUEH3UM, HauMeHOBaHWe oOpraHa rocyAapCTBEHHOW BAaCTH,
BblAABLUErO NNLEH3NIO.

3. PeuenTypHble 6naHkn ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHatoTCcA
MeANLMHCKUM PabOTHUKOM YEPHUIAMWN AN LLAPUKOBOW PYYKON.

4. [onyckaetcs opopmaeHNe BCEX PEKBU3UTOB (3a UCKIOYEHMEM peKBuM3uTa "Moannch nevallero
Bpaya (Nnognuce denbaluepa, akywepkun") peuentypHoix 6naHkos dopmbl popmbl N 107-1/y, dopmbl N
148-1/y-88 n dopmbl N 148-1/y-04(n) c Mcnonb3oBaHMEM NeyaTaoLmX YyCTPONCTB.

5. OdopmneHune peuenTypHbix 6naHkos ¢opmbl N 148-1/y-04(n) BKAouaeT umpposoe
KOoaupoBaHue.

LndpoBoe KogMpoBaHUe yKasaHHbIX PeLenTypHbIX 61aHKOB BKIOYAET:

1) Kon MeguuMHcKolM opraHmsaumm (OFPH) wamn Kop vHAMBWMAYaNbHOrO nNpegnpuHUMaTens B
cootBeTcTBMM C OCHOBHbIM TOCYAaPCTBEHHbIM PErnCcTPaLMOHHbIM HOMEPOM WHAMBUAYANbHOIO
npeanpuHumartens (aanee - OFPHUM), npocTaBnsieMbiii NpU U3roTOBAEHUN PELLENTYPHbIX 6/1aHKOB;

2) KOo4 KaTeropuu rpaxgaH, MMeoLWMxX NpaBo Ha MNOJyYeHWE NEeKapCTBEHHbIX MpenapaTos B
COOTBETCTBUM CO cTaTben 6.1 PepepanbHOro 3akoHa ot 17 nons 1999 r. N 178-d3 "O rocygapcTBeHHOM
coumanbHoi nomowm" <1> M Kod HO30/10TMYEeCcKor ¢opmbl Mo MexayHapoaHOM CTaTUCTUYECKOM
Knaccudukaumm bonesHern u npobnem, cBAs3aHHbIX co 3ao0poBbem (10-i nepecmoTp) (aanee - MKB),
3aMo/IHAEMbIE N1IeYalLMM BPavyoM NyTeM 3aHeCeHUA KaKaoh umdpbl B NyCcTble AYElKM, NPU 3TOM TOYKa
NPOCTaBAAETCA B OTAENbHON AYENKE;
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<1> CobpaHune 3akoHogaTenbcTBa Poccuitckoit ®epepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

3) oTmeTKy 06 ucTouyHuKe ¢uHaHcMpoBaHua (dbenepanbHbin BroaxeTt [1], 6loa)KeT cybbekTa
Poccuiickoit depepaumm [2], MyHuUMnanbHbIi 6toaxKeT [3]) n npoueHTe onnaTbl peuenTa (becnnaTHo [1],
50% [2], uHoin % [3]);

4) WTPUX-KOA - AONONHUTENbHbINA PEKBU3UT (B C/lydae M3rOTOBNEHUA Ha TeppuTopumn cybbekTa
Poccuiickoit ®epepaumnm peuentypHoro 61aHKa ¢ UCMO/Ib30BaHNEM KOMMbIOTEPHbIX TEXHO/I0TUI).

6. B peuentypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpade "damunns,
MHULMAAbI UMEHM M OTYECTBa (NociedHee - NPU HaMYMKM) NaumeHTa" yKasblBatoTca Gamuansa, MHUUManb
MMEHU 1 oTYecTBa (MocnegHee - NPy HaAMYUK) NaUMeHTa.

7. B peuenTypHbix 6naHkax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) 8 rpade "[HaTta
poxaeHna" yKasbiBaeTca AaTa POXAEHMA naumeHTa (YMcno, mecau, roa).

[ononHuTenbHo B peuenTtypHbIX 6aaHKax popmbl N 148-1/y-88 u dopmbl N 107-1/y ans aeteii B
Bo3pacTe A0 1 roaa B rpade "[ata poxkaeHns" yKasbIBaeTCA KOIMYECTBO MOJHbIX MECALEB.

8. B peuenTypHbix 61aHKax popmbl N 148-1/y-04(n) 8 rpadax "CHUIC" n "N nonnca obsazatensHoro
MEeOULMHCKOrO CTpaxoBaHMA" YKasblBalOTCA CTPAxOBOW HOMEpP WMHAMBMAYANbHOIO /IMLEBOrO cyeTa
rpaxkaaHuHa B NMeHcnoHHom doHae Poccuiickoit ©eaepauum (CHUAC) (npy HanmMyuum) n Homep nosuca
06A3aTeNbHOro MeAULIMHCKOro CTPaxoBaHus.

9. B peuenTypHbix 61aHKax popmbl N 148-1/y-88 B rpade "Aapec mecrta KUTENbCTBA AN HOMEP
MEAMUMHCKON KapTbl NaLMEHTa, NOAYYaloWEro MeAUUMHCKYIO NOMOLb B ambynaTopHbIX ycaosusx",
YKa3blBaeTCcA MOYTOBbIM aApec MecTa XUTenbCTBa (MecTa npebbiBaHMA WMAM MecTa (AKTUYECKOoro
NPOMKMBaAHUA) MNaLMEHTa WMAM HOMEP MEAWMUMHCKOM KapTbl NauMeHTa, MOy4Yalowero MeanUUHCKYHo
nomolLLb B aMbynaTOPHbIX YCI0BUAX <2>.

<2> MNpurKas MuHUCTepcTBa 34paBooxpaHeHns Poccuiickon deaepaumnm ot 15 gekabps 2014 r. N
834H "O6 yTBEpPXKAEHUU YHUPUUMPOBAHHBLIX GOPM MEOUUMHCKOW AOKYMEHTALMM, UCMONb3yeMbIX B
MEOULMHCKMX OPraHM3aumaAx, OKasblBAOWMX MEOULMHCKYID NOMOLLb B aMbOynaToOpHbIX YCNOBUAX, U
nopaaKoB No ux 3anonHeHuto" (ganee - Mpukas N 834H) (3apeructpnposaH MUHUCTEPCTBOM OCTULMK
Poccuiickoit Pegepaunm 20 deBpans 2015 r., pernctpaunoHHbiii N 36160) c USMeHEHUAMM, BHECEHHbIMM
npuKkasamum MuHUCTepCcTBa 34paBooxpaHeHns Poccuiickot depepaumm oT 9 AHBaps 2018 r. N 2
(3apeructpuposaH MuHucTepcTBOM tocTUUMKM  Poccuiickoh  depepauum 4  anpens 2018 r,
pernctpaunoHHbiin N 50614), ot 2 Hos6pa 2020 r. N 1186H (3apernctpmposaH MUHUCTEPCTBOM HOCTULINK
Poccuiickoit depepauum 27 Hoabps 2020 r., pernctpaumnoHHbii N 61121).

YKasaHue 1 agpeca MecTa KUTe/bCcTBa U HOMepa MeaULMHCKOM KapTbl NauveHTa, NoayyaroLero
MeAMLMHCKYI0 MOMOLLb B ambynaTopHbIX YC/IOBUAX, HE ABAETCA OWMOKON.

B peuenTypHbix 6naHkax popmbl N 148-1/y-04(n) B rpade "Homep MeaANLMHCKON KapTbl NaumeHTa,
NOJIYYaIOLWLEro MeAMLMHCKYI0 NOMOLLb B ambynaTopHbIX YCI0BUAX" YKasblBaeTca HOMEP MeAULMHCKON
KapTbl NaLMeHTa, NOMYYaOLWEro MeA LMHCKYI0 NOMOLLb B aMby1aTOPHbIX YCI0BUAX <33,

<3>Mpwnkas N 834H.
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10. B rpade "damunns, vHMLMaNbl UMEHU M OTYECTBa (NociegHee - NPy HaIMYMKM) NIeYallero Bpaya
(benbaliepa, akywepku)" peuentypHbix 6naHkos dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3blBalOTCA MOJIHOCTbIO GaMuANA, MHUMLMANbI UMEHM, OT4YecTBa (nocnegHee - NpU  HaAUuUK)
MeNUMHCKOro paboTHMKA, Ha3HAYMBLUErO IEKAPCTBEHHbIE NPenapaTbl M1 0GOPMUBLIETO peLLenT.

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

1) HauMmeHOBaHWEe  /IeKapCTBEHHOro  npenapaTa  (MeXAyHapoAHOe  HenaTeHTOBAaHHOe
HaMMeHOBaHMWe, TrPyNnnNUMPOBOYHOE WAW XMMMUYECKOE HAMMEHOBAHWE, TOProBoOe HauMMeHOBaHWE) Ha
JNIATUHCKOM fi3blKe WM Ha PYCCKOM A3blke, ¢OopmMa BbIMyCKa, A03MPOBKA, KOAMYECTBO (yKasbiBaeTcs
Nponucbio Ha peuentypHom bnaHke popmbl N 107/y-HI);

2) cnocob nNpuMeHeHWA NeKapCTBEHHOrO NpenapaTta Ha rocygapcTBEHHOM f3blke Poccuiickoi
depepaunm UAM Ha rocydapcTBEHHOM fA3blke Poccuiickoi degepauun M rocyaapCTBEHHOM A3blKe
pecnybamnK 1 MHbIX A3blKax HapoaoB Poccuiickolt Geaepaumm <4>,

<4>Yactb 1 ctatbm 15 3akoHa Poccuiickon Pegepaumm ot 25 okTabpa 1991 r. N 1807-1 "O s3bikax
Hapoaos Poccuitckoit Peaepaunn' (ganee - 3akoH N 1807-1). (Beagomoctn cbesaa HapoaHbIX AenyTaToB
PC®CP 1 BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3aKoHOoAaTebCTBa Poccuiickoi
depepaumn, 1998, N 31, ct. 3804).

KoHcynbTaHTlAlOC: NpnMmeyaHme.
Hymepauua nyHKTOB AaHa B COOTBETCTBMU C ODULLMANbHBIM TEKCTOM AOKYMEHTA.

13. Mpu opopmaeHnmn peLLenTypHbIX 61aHKOB 3anpeLlaeTca orpaHNYMBaTbCs OBLMMM YKA3aHUAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

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

Peuent, opopmneHHbI Ha peuentypHom 6naHke dopmbl N 148-1/y-88 1 dopmbl N 148-1/y-04(n),
[OMNONHUTE/IbHO 3aBepPAETCA NevaTbio MeAULMHCKOM opraHn3aumm "Oaa peuentos".

Ona peuenta, obopMaeHHOro Ha peuenTypHom 6naHke dpopmbl N 107-1/y, Hannume nevatn "Ons
peuenToB" He ABAeTCA 0653aTe/IbHbIM.

15. Ha oaHom peuentypHom 6aaHKe popmbl N 148-1/y-88 u popmbl N 148-1/y-04(n) paspeluaerca
OCYLLECTBASATb Ha3HAaYeHWe TONbKO O4HOr0 HAMMEHOBAHMA IEKAPCTBEHHOIO Npenapara.

Ha ogHom peuentypHom 6naHke ¢opmbl N 107-1/y paspeluaercs ocywecTBAATb HasHayeHue
TO/IbKO O4HOr0 HAMMEHOBAHMA NEKAPCTBEHHOMO Npenaparta, oTHocAweroca No ATX K aHTUNCUMXOTUYECKUM
cpeacrteam (Kog NO5A), aHkcnonutnkam (Koa NO5B), CHOTBOPHbIM U ceaaTuBHbIM cpeacTeam (Koa NO5C),
aHTugenpeccaHtam (Kog NO6A) u He noasexallero npegMeTHO-KOANMYECTBEHHOMY Y4YeTy, U A0 Tpex
HaMMeHOBaHMUIA NEKAaPCTBEHHbIX NPENapaToB - AN UHbIX IEKAPCTBEHHbIX MPenapaTos, He OTHECEHHbIX K
BbllleyKasaHHbim ATX.

16. MicnpasneHunsa B peuenTte He A0NYCKaloOTCA.

17. Npwn odbopmneHnn peuenTtypHbix 6aaHkos dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NIeKapCTBEHHbIE MNpenapaTtbl, Ha3Ha4YeHHble MO peleHuto BpadvebHOW Komuccun, Ha obopoTe
peLenTypHoro 61aHKa cTaBUTCA crnelyManbHas oTMeTKa (WwTamn).
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18. Ha peuentypHom 61aHKke dopmbl N 148-1/y-04(n) BHU3Y MMEETCA IMHUA OTPbIBA, pa3genstoLlan
peLenTypHbI 61aHK U KOPELLIOK.

KopelwoK oT peuenTta, opopMNeHHOro Ha yKasaHHOM peuenTypHoM 61aHKe, BblaaeTca naumeHTy
(ero 3akoHHOMY npeacTaBMTE/NO0) B anTeYHOM OPraHM3auMM, Ha KOPELIKe AefaeTcs OTMETKa O
HaMMeHOBaHUK NEeKapCTBEHHOrO Npenapara, 403MPOBKe, KonYecTse, cnocobe NpUMeHeHus.

Il. OpopmneHue peuenta B Gopme 3INEKTPOHHOIO AOKYMEHTa

19. PeuenTt B popmMe 31eKTPOHHOIO AOKYMEHTA, NOANUCAHHOIO YCUNEHHOWN KBanuduULUMPOBaHHOM
3/IEKTPOHHOM noanucbto, popmmpyeTca MeauUUHCKUM PaboOTHUKOM, CBEAEHUSA O KOTOPOM BHECEHb! B
denepanbHblil  PerucTtp MeaMUMHCKUMX paboTHUMKOB <5>, a TaKXe npu YCI0BUM perncrpauuun
MeANLMHCKON opraHM3aumm, B KOTopon opopmnseTtca peuenT, B pegepanbHOM peectpe MeanLUHCKUX
opraHusauumii <6> eauHON rocyaapcTBeHHON MHPOPMaLMOHHON cucTembl B chepe 34paBoOXpaHeHMA U
NOAKNOYEHNA TaKON MeAMULMHCKON opraHu3aumMm K rocyfapcTBeHHOM WMHGPOPMALMOHHOW cucTeme B
chepe 3gpaBooxpaHeHua cybbvekTa Poccuinckon ®egepaumnm <7>.

<5> Yactb 4 cratbm 91.1 depgepanvHoro 3akoHa N 323-d3 (CobpaHuMe 3aKOHOLATENbCTBA
Poccuiickoit depepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHuMe 3aKOHOAATENbCTBA
Poccuiickoit ®eaepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<7> Cratbu 91 1 91.1 depepanbHoro 3akoHa N 323-93 (CobpaHue 3akoHOoAaTebCTBA Poccuinckom
depepaumm, 2011, N 48, ct. 6724).

20. Npu opopmneHnmn peLenTa B GOPMe 31eKTPOHHOTO AOKYMEHTA Ha JleKapcTBEHHbIE NpPenapaTsbl,
YKasaHHble B NyHKTax 9 u 11 MMopsaKa HasHAYeHUs JIEKAPCTBEHHbIX MPenapaToB, YTBEPXKAEHHOro
HaCTOALLMM NPUKA30M, U OTMYCKAeMble 33 NOJHYI CTOMMOCTb, 3aMN0JTHAKOTCA CeAyIoLIMEe PEKBU3UTDI:

1) Kop cybbekta Poccuiickon depepaumu no OKATO, onpenenawolmnii rocyaapCTBEHHYIO
MHOOPMaLMOHHYIO cucTemy B chepe 3apaBooxpaHeHmn cybbekTa Poccuitickolt deaepaunmn, B KOTOPOit
chopmmpoBaH peuenT B GOPMe 3/1eKTPOHHOIO AOKYMEHTA;

2) HaMMeHOBaHWEe MeAMLIMHCKO opraHusaLuum, aapec, TenedoH namn Gamunma, MHULMaNbl UMEHU
M oT4ecTBa (nocnegHee - NPU HAAMYUKN) UHANBUAYANBHOIO NPEeANPUHUMATENS, UMEIOLLLETO IULLEH3UIO Ha
MEeOULMHCKYIO AeATeIbHOCTb, ero agapec;

3) OlPH topuanyeckoro nuua (MegUUMHCKOM opraHusauunun) nanm OFPHUM wHamBuAayanbHOro
npegnpuHUMmaTens;

4) pata opopmaeHua peuenTa (yKasblBaeTca YMCAO, Mecal, roa);

5) pata OKoHuaHus pgenctBusa peuenta (popmupyeTtcs rocysapcTBEHHOM MHPOPMALLMOHHOM
cuctemon B chepe 3apaBooxpaHeHMa cybbekTa Poccuiickoinn Pepepaunmn B COOTBETCTBUM CO CPOKaMMU
nencreus peuenTos: 15 aHel, 30 aHel, 60 aHen, 90 aHen, ao 1 roaa);

6) YHMKanbHbIA HOMep peuenTa (popmupyeTcs rocyaapcTBeHHON MHPOPMALLMOHHOM CUCTEMON B
chepe 3apaBooxpaHeHus cybbekta Poccuiicko ®epepaummn n  obecneymBaeT OAHO3HAYHYHO
naeHTUPUKaumnio peuenta B GOpme 3/MEKTPOHHOro AOKYMeHTa B codeTaHum ¢ OKATO, OFPH waum
OrPHMN);

7) otmeTkmn "cito" (cpouHo) mam "statim" (HemegneHHo) Npu HeobBXOAMMOCTM CPOYHOTO WU
HemeZ/IeHHOTO OTMNYCKa JIEKAaPCTBEHHOIO NpenapaTta NauneHTy;
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8) aApec maumeHTa (yKasblBaeTcs MOYTOBbIM afpec MecTa »KUTe/bCTBa (MecTa npebbiBaHMA UK
mMmecTa GaKTUUYECKOro MPOXKMBAHMUA) C YKasaHMeM MHAEKCA, HAMMEHOBaHUA Kpas, obnactu, pecnybamnku,
aBTOHOMHOIO OKpyra U MHoro cybbeKkTa Poccuiickon degepaumm, HAUMEHOBAHUA HAaceNIeHHOTO NYHKTa,
HaMMEeHOBaHMA yauLUbl (NPOCMEeKTa, NepeynKka, Npoessa), Homepa Aoma (C yKasaHvem Kopnyca, npu
Ha/ZIM4YMK), HOMepa KBapPTUPbI);

9) HOMep 3/IeKTPOHHOW MeAMLMHCKOM KapTbl MauMeHTa B rocyaapcTBeHHON MHPOPMALMOHHOM
cucteme B chepe 34paBooxpaHeHusa cybbekTa Poccuiickont Pegepaumnu;

10) pamunnma, nms, otTyecTso (NocnegHee - NPU HaMYUK) NaLMEHTa NOSHOCTbIO;

11) pata poxaeHua naumeHTa (yKasbiBaeTcA 4ucio, mecal, roa), ana geter go 1 roaa
[OMNOIHUTE/IbHO YKa3blBaeTCA KOMUYECTBO NOJHbIX MECALIEB;

12) pammnnauma, MHULMaANbl UMEHU M OTYeCTBa (nocneaHee - NPU HaANYMmM) MeaULUNHCKOro PaboTHUKA
MOJIHOCTbIO;

13) HaMmeHOBaHME NeKaApCTBEHHOro npenapata (mMeayHapoaHoe  HemaTeHTOBaHHOe
HauMeHOBaHWe, rPYNNUPOBOYHOE WM XMMWUYECKOE HaMMeHOBaHME, TOProBoe HauMMeHOBaHUe),
[,031MPOBKa, GOPMA BbIMYCKA, KOIMYECTBO (BCE NO3ULLMM YKA3bIBAOTCA HA PYCCKOM A3bIKE);

14) cnocob npuvmeHeHWAa NeKapcTBEHHOro npenapaTta Ha rocyAapcTBEHHOM A3blke Poccuitckoi
degepaunn MAM Ha rocyaapcTBeHHOM A3blke Poccuiickoii dedepauum M rocy4apCTBEHHOM A3blKe
pecnybaunK 1 UHbIX A3blKax Hapoaos Poccuitickont Peaepaunn <8>;

<8> Yactb 1 cratbu 15 3akoHa N 1807-1 (BemomocTn cbesna HapoAHbix Aenytatos PCOCP u
BepxosHoro Coseta PCPCP, 1991, N 50, cT. 1740; CobpaHue 3aKoHoaaTenbCcTBa Poccuiickoi deaepaunu,
1998, N 31, cT. 3804).

15) [AOKYMEHT, NOATBepXAaloliniA Has3HauyeHuMe JIeKapCTBEHHOro npenapata Mo  pelleHuto
BpavyebHON KOMUCCUM MEAULMHCKOM OpraHM3aLnm;

16) oTmeTKa O Ha3HaYeHUM eKapCTBEHHOro npenaparta NO peleHuo BpadyebHoN Komuccuu
MeAMUNHCKON opraHM3auMu B Caydanx, yKasaHHbIX B ab3aue BTOpoM MNyHKTa 6 Mopsaaka HasHadyeHus
NIEKaPCTBEHHbIX NMPENapaToB, YTBEPKAEHHOr0 HAaCTOALLMM NPUKa30M;

17) oTmeTKa O crneumanbHOM Ha3HaYeHWMM NEeKAPCTBEHHOrO Mpenaparta (3ano/aHAeTCA B CAy4yanx,
YKasaHHbIX B NyHKTax 15 v 24 MopagKa HasHauyeHWsA NIeKAapPCTBEHHbIX NPenapaToB, YTBEpPXKAEeHHOro
HaCTOALMM NPUKa3om);

18) oTmeTKa 0 cneuunanbHOM HasHaYeHMM 1eKapcTBEHHOMO NpenapaTa naumeHTy ¢ 3abonesaHnem,
TpebyoWwmnm 4ANTENLHOIO KYPCOBOro eYeHUs (3anoHAeTCA B Cly4ae, yKasaHHOM B NyHKTe 23 NopAaka
Ha3Ha4YeHMs NEeKaAPCTBEHHbIX MPenapaTos, YTBEP)KAEHHOro HaCTOALWMM MPUKA3OM) C NPOCTaB/ieHNEM
nepuoaNYHOCTM OTMNYCKa IEKaPCTBEHHOro Npenapara;

19) npu odopmneHnn peuenTa B Gopme 3/1eKTPOHHOTO AOKYMEHTA Ha JIeKapCTBEHHbIe Npenaparbl,
YKa3aHHble B NoA4NyHKTax 2 - 5 nyHKTa 9 u nyHKTe 11 MopagKa HazHaYeHUA NeKapCTBEHHbIX NpenapaTos,
YTBEPKAEHHOIO HACTOAWMM MPMKA3OM, FparKaaHam, MMERLMM NpaBo Ha becnnatHoe nony4vyeHwe
JIeKAPCTBEHHbIX MPenapaToB UMW MOAYyYeHUEe NEKAPCTBEHHbIX NMPEnapaToB CO CKUAKOM, 3anONHAOTCA
PEKBU3UTbI, NPeayCMOTPeHHble noanyHKTamu 1 - 18 HacToAwero NyHKTa, a TakKXe cheaylowue
PEKBU3UTDI:

a) KaTteropus rpaxpaH, MMeoWMX MpaBo Ha MNOJYyYeHWE JIEKAPCTBEHHbIX NpPenapaToB B
COOTBETCTBUK CO cTaTbel 6.1 PegepanbHOro 3akoHa ot 17 mntons 1999 r. N 178-d3 "O rocyaapcTBEHHOM
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coumanbHo nomown" <9>;

<9> CobpaHune 3akoHogaTenbcTBa Poccuickoit ®epepaumm, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

6) Kog, Ho3o/10rMYeckol popmbl no MKE;

B) MCTOYHUK dMHaHcupoBaHuA (1 - depepanbHbln BrogrKeT, 2 - 6roaKeT cybbekta Poccuiickoi
denepaunn, 3 - MyHULMNANbHBIN BloAXKeET);

r) pasamep onnatbl (1 - 6ecnnaTHo, 2 - 50%, 3 - nHOI %);

4) cTpaxoBoi HOMeEp MHAMBUAYA/NbHOrO NULEBOrO cyeTa rparkaaHuHa B leHcMoHHOM ¢oHae
Poccuitckoit depepaunn (npu Hanmuum) (CHUNC);

E‘) HOMep noJsinca ob6s3aTenbHOro MeanUNHCKOTo CTpaxoBaHMA.

21. MNMpu NpocTaBAEHNUN OTMETKM, YKa3aHHOM B NoAnyHKTe 16 nyHKTa 20 Hactoswero Mopaaka,
peuent B ¢GOpMe 3/EKTPOHHOrO [OKYMEHTa MNOAMMUCHIBAETCA YCUNEHHOW KBanubuULMPOBaHHOWN
3NEeKTPOHHON MOoANUCBHID NpeacenaTena WAW  ceKkpeTapa BpayvyebHOM KoMUCCUU  MepULMHCKOM
opraHusauum, NpuM NPOCTaBAeHMN OTMETOK, YKa3aHHbIX B nognyHKTax 17 n 18 nyHKTa 20 HactoAwero
MopafKa, - YCUNEHHbIMKU KBAaAMOULMPOBAHHBLIMU  3NEKTPOHHBIMU MOAMMCAMMU  COOTBETCTBYHOLLMX
MeANUNHCKUX PAaBOTHUKOB.

22. No TpeboBaHUIO MaLUMEHTa WMAU ero 3aKOHHOro npeactaButens opopMIAETCA IK3EMNAAP
peuenta B ¢OpMe 3/EKTPOHHOrO AOKyMeHTa Ha Oyma)KHom HocuTene ¢ oTtmeTkon "Aybnukart
3N1eKTPOHHOro AOKYMeHTa".

Ill. YueT peuenTypHbiX 61aHKOB (32 UCKAIOUEHMEeM peLenTypHbIX
6naHkos no ¢popme N 107/y-HNM "CneumnanbHbiii peuentypHblit 6naHK")

23. Yyer peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
n3rotassMBaemMblx Tunorpadckum cnocobom (Janee - peuenTtypHble 6aaHKKM, noanexawime ydyety),
OCYLLECTBNAETCA B XypHanax yyeta, NPOHYMEPOBaHHbIX, NPOLIHYPOBAHHbIX U CKPEMNeHHbIX NMOAMNUCHIO
pyKoBOAMTENSA M NevyaTblo  MeAUUMHCKON opraHvM3auuMum WaAM  MOAMUCbIO  WUHAMBMAYaNbHOIO
npeanpuHUMaTeNs, UMEIOLLErO NLEH3MIO HA MEAULIMHCKYIO AeATeNbHOCTb.

24. ypHan yyeTa peuenTypHbix 6n1aHKoB popmbl N 107-1/y cogepKuT cneaytowme rpadbi:
1) Homep No nopAaKy;

2) B pasgene "Mpuxon'":

a) AaTa perucTpaumm AOKYMeHTa, NOATBEPKAAIOLLEro NOCTyN/IeHNE;

6) Homep 1 AaTa AOKYMEHTa, NOATBEPKAAOLLLErO NOCTYN/IeHNE, HAMMEHOBAHWE MOCTaBLLMKa;
B) obLLee KOMYECTBO NOCTYNUBLLMX PELLENTYPHbIX 6/1aHKOB;

r) ammnma, MHULMANbI UMEHM M OTYECTBA (MocaeAHee - NPU HaMYUK) U NOANUCH OTBETCTBEHHOIO
MeOMNLMHCKOro paboTHMKA, NONYYMBLLIETO PeLenTypHble 61aHKM OT NOCTABLLMKA;

3) B pasgene "Pacxoa':

a) AaTa BblAaun peuenTypHbiX 61aHKOB;
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6) KONNYECTBO BblAAHHbIX PELLEeNTYPHbIX 61aHKOB;

B) d)aMM!'IMFI, UMHUNUManbl MUMeEHN N OTHECTBA (nocne,a,Hee - npun Ha!'IM‘-IMM) OTBETCTBEHHOIO
meanunHCKoro pa6OTHMKa, nonyymseLuero peuenTtypHble 6}'IaHKM;

r) noanNncb OTBETCTBEHHOrO MEeAMLMHCKOrO paboTHMKA, NOYYMBLIErO peLenTypHble B61aHKK;

4) d)aMM/'IMﬂ, UHUNUMNanNbl UMEHUN N OTHECTBA (nocnep,Hee -npu Ha}'IMLIMM) M noanncb OTBETCTBEHHOIO
meanumnHCKoro paGOTHMKa, BblAaBLUero peuenTtypHble 6I'IaHKM,'

5) ocTaToK peuenTypHbIX 61aHKOB.

25. XypHan ydeTta peuentypHbix 6naHkos dopm N 148-1/y-88 n N 148-1/y-04(n) copep>kut
cnepytowme rpadsol:

1) Homep No NopAAaKY;

2) B pasgene "Mpuxon":

a) AaTa perncrTpaumm AOKYMeHTa, NOATBEPKAAMOLErO MNOCTYMNIeHNE;

6) HOMep U AaTa AOKYMEHTa, NOATBEP K AAIOLLIEro NOCTyNAeHne, HaMMeHOBaHWE NOCTaBLLMKa;
B) obLiee KOAMYECTBO MOCTYNUBLLMX PELLENTYPHbIX 61aHKOB;

r) cepum n Homepa peLenTypHbIX 61aHKOB;

[) KONMYecTBo peLenTypHbIX 61aHKOB MO cepuam;

E) d)aMM!'IMFI, NMHUUMaNbl UMEHUN N OTHECTBA (nocne,u,Hee -npu HaJ'IMLIMM) M noanncb OTBETCTBEHHOIO
MmeanunHCKOro paGOTHMKa, nonyynseLuero peuenTtypHble 61aHKM OT NOCTaBLUNKa;

3) B pa3gene "Pacxoa":

a) AaTa BblAaun peuenTypHbIX 61aHKOB;

6) cepun M HoMepa BblAaHHbIX PeLenTyPHbIX 6N1aHKOB;
B) KO/IMYECTBO BblAAHHbIX PeLLenTypHbIX 61aHKOB;

I') d)aMM!'IMFI, nMHUUMnanbl MUMeEHM U OTHECTBA (nocne,u,Hee - npu Ha!'IW-IMM) OTBETCTBEHHOIO
megnumnHCKoro pa6OTHI/IKa, nonyynseLliero peuenTtypHble 6}'IaHKM;

A) NnoANUCb OTBETCTBEHHOTO MeAMNLMHCKOro paboTHMKA, NONYUYMBLLErO PeLLenTypPHble BAaHKK;

4) d)aMM/'IMFl, UHUNUMNaNbl UMEHUN N OTHECTBA (nocnep,Hee -npu HaJ'IVILIMM) M noanncb OTBETCTBEHHOIO
meanumnHCKoro paGOTHMKa, BblgaBLUero peuenTtypHble 6J'IaHKM,'

5) ocTaToK peuenTypHbIX 6/1aHKOB.

26. YyeT peuenToB, OPOpPMEHHbIX B (GOPME 3N1EKTPOHHOTO AOKYMEHTA, OCYLLeCTBAAETCA B
rocyfapcTBeHHOM WHPOPMAUMOHHOM cucTemMe B coepe 34paBOOXpaHeHUs cybbekTa Poccuiickol
denepaunn NocpescTBOM BEAEHUS eAMHOM0 peecTpa peuenToB, 0GOpPMIEHHbIX B GOpMe 3/1eKTPOHHbIX
[OKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (33 MCKAOYEHUEM PeL,enTyPHbIX
6nankoB no ¢popme N 107/y-HM "CneymanbHbiit peuenTypHbiit 6naHK")



27. MeAVUNHCKME OpraHn3aLmnm noJsiy4atroT Heobxoammble peuenTypHblie 61aHKN, oPopMAEHHbIe
TMnorpadckMm crnocobom, uyepes TeppuTopuasbHble OpraHbl YNpaBAeHUA 34paBOOXPaHEHUMEM WU
OpraHusaumm, yrnosHOMOYEHHbIE Ha 3TO OpraHaMu MCMOJIHUTENIbHOM BnacTn cybbekToB Poccuitckol
depepaumn.

28. PeuenTypHble 61aHKKN, Nognerallme yyeTy, XPaHATCA OTBETCTBEHHbIM JIMLLOM, Ha3HaYeHHbIM
pyKoBOAUTENEM MEAULMHCKON OpraHusaumu, B 3annmpaemom MeTannmyeckom wkady (cerde) nam
METaNIUYECKOM ALLMKE.

29. UHgmBUAYyanbHbIM NpegnpuHUMaTENb, UMEIOLLMI NNLEH3UI0 HA MeULMNHCKYIO AeATe/IbHOCTb,
XPaHUT peLenTypHblie 6aaHKK, Noanexaliue yyeTy, B 3anMpaemom MmeTannmdyeckom wkady (ceide) nam
META/INIMYECKOM fILLIMKE.

30. MpoBepKa COCTOAHWUA XPaHEHWs, yyeTa, GaKTMUECKOro Ha/lMuMA M pacxoda pPeuenTypHbIX
6/1aHKOB, MOANENKALMX Y4YeTy, OAMH pa3 B KBApPTa/a OCYL,ECTBAAETCA KOMMUCCMEeH, CO3LaHHON B
MeAMLMHCKOW opraHM3aLmm.

31. PeuenTtypHble 6naHKKM, odopmasemble Ha BymarKHOM HocuUTeNe M MoANEeXKalluMe yyety,
BbIAAOTCA MEANLMHCKMM paboTHMKaM, MMeWwMmM NpaBo opopMIeHUA PEeLEenToB, NO PACNOPANKEHUIO
rNIAaBHOrO Bpaya Wau ero 3aMecTuTens.

MonydyeHHble peuenTypHble 6/1aHKM Ha OYMaXKHbIX HOCUTENAX XPaHATCA MeAUUMHCKUMU
paboTHMKaMM B NOMeLLLEHUSAX, 0BecneymnBatoLwmx NX COXPaHHOCTb.

32. MporpaMmMHO-TEXHUYECKNE CPeACcTBa roCyAapCTBEHHbIX MHPOPMALMOHHBIX cUCTEM B coepe
34paBOOXPAHEHUA, MEAULMHCKMX MHOOPMALMOHHBIX CUCTEM MEAULMHCKMX OpraHM3aumnii obecneunsatoT
XpaHeHMe 3N1EKTPOHHbLIX peuentos, 0GOPMAEHHbIX B GOPME 31EKTPOHHbIX AOKYMEHTOB B TeuyeHue
CPOKOB, YCTaHOBMEHHbIX AO/NA XpaHEHMsA peuenToB, OPOPM/IEHHbIX Ha COOTBETCTBYIOWMX dopmax
peuenTypHbIx 61aHKOB Ha BymaykHOM HocuTene <10>.

<10> MognyHKT 5.2.169 MNonoxeHns o Munuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccuiickoi
depepaunn, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

MpunnoxkeHne N 4

K NpuKasy MuHucTepcTBa 34paBoOXpaHeHA
Poccuiickoit ®epepaumm

oT 24 HOAGpA 2021 r. N 1094H

®OPMA CMEUMANIBHOIO PELENTYPHOIO B/TIAHKA N 107/Y-HN

MWHUCTEPCTBO 34paBoOXpaHeHMsa Poccuiickomn Koz ¢dopmbl no OKY/
depepaymm MeamumnHcKaa 4OKyMeHTaumA
dopma N 107/y-Hn,
YTBEPXKAEHHAA NPUKa3oM
MwuHucTepcTBa 34paBooOXpaHeHnA
Poccuiickoit ®epepauymm

0T 24.11.2021 N 1094H

wTamn Me,D,VILI,VIHCKOﬁ opraHnsauunun
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PELIEMT

Cepua N

v 20 .
(naTa BbINUCKM peLenTa)

(B3pOCAbIN, LETCKUN - HYXKHOE NOAYEPKHYTb)

damnnna, ums, otT4ecTso (nocnegHee - NPy HaAUUUK)
nauyueHTa

Bospact

Cepvm N HOMEP Nosunca obAsaTenbHoro MegnuUnHCKOro CtpaxoBaHuA

Homep meauunHCKOM KapTbl

dammnus, uma, oTyecTBo (NocnegHee - NPU HAANYUK)
Nevautero Bpaya (penbaluepa, akyLwepKku)

2] o O PP U PP PP PPN

MoAnucb M INYHaA nevyaTb Bpaya
(nognuck denbaluepa, akyLwepKku)

damnnuna, Ums, oT4ecTBO (NocnegHee - NPU HAMYUKU) U NOANUCH YNOJAHOMOYEHHOIO LA
MeANLMHCKON opraHM3aumnm

OTmeTKa anTe4yHom opraHunsauunun 06 oTnycke

dammnns, uma, oTyecTBo (nociegHee - NPy HaANYUK) U NOANNCL PabBOTHMKA anTeyHoM
opraHusaumm

CpoK peiicteuaA peuenTta 15 gHeit

M.,

M.T.

M.1.

MpunoxkeHne N 5
K NpuKasy MuUHUCTepcTBa 34paBoOOXpPaHEHMA
Poccuiickoit depepauymm



oT 24 HoAb6pa 2021 r. N 1094H

NoPAAOK
W3rOTOBNEHUA, PACMPEAENEHMUA, PETMCTPALMK, YYETA U XPAHEHUA
PELLEMTOB, COAEPXALLMNX HASHAYEHUE HAPKOTUYECKUX CPEACTB
WU NCUXOTPOMHBIX BELLECTB

|. MopAaaoK nsrotoBneHus, pacnpeaeneHusa cneyuanbHbiX
peuenTypHbIX 61aHkoB no ¢popme N 107/y-HN

1. OpraH13aumio M3roTOB/EHNA M pacnpeaeneHns peuentypHbix 61aHkos no dopme N 107/y-HIl
"CneumanbHblii peuenTypHbi BnaHk" (ganee - cneumanbHbIM peuenTypHbld 6naHK) ocyllecTeaneT
MuHUCTEPCTBO 34paBooxXpaHeHns Poccuiickon ®enepaumm (aanee - MUHUCTEPCTBO).

2. CneumanbHble peuenTypHble 6AaHKM ABNAIOTCA 3alUMULLEHHON noaurpaduyeckon npoaykumen
ypoBHs "B", nsrotasnmBaemoit Ha bymare po3oBoro useta pasmepom 10 cm x 15 cm, A0/IKHbI UMETb
CEPUIO M HOMEp, a TaKXkKe COoOTBeTCTBOBaTb TPeboBaHMAM, yKasaHHbIM B MpuKasze MuHUCTepcTBa
duHaHcoB Poccuiickon depepaunmn ot 29 ceHtabpa 2020 r. N 217H "O6 yTtBepKaeHUN TexHUYecKux
TpeboBaHUI U YCNOBUN M3rOTOBMEHMA 3aLUMLLEHHOW OT MOAAEeNOoK nonurpadpuyeckon npoaykumm"
(3apeructpupoBaH MuHucTepcTBOM tocTuumm  Poccuinckolt  depepaummn 16  Hosbpsa 2020 r.,
peructpaumoHHbin N 60930).

3. B uensax opraHM3auMm M3roTOB/NEHNA W pacnpeseneHnn cneumnanbHbiX peuenTypHbiX 61aHKoB
MeAMLMHCKME OpraHusauumn, Mmelowme MNpaBo OCYLLECTBAATb Bblgayy PELEenToB Ha HapKOTMYecKue
cpeacTBa MM NCUXOTPONHble BellecTBa crnucka Il MNepedyHsa u 3aperncTpupoBaHHble B Poccuiickoi
depepaunn B KayectTBe JIEKAPCTBEHHbIX MPEenapatoB ANa MEeAMUMHCKOro npumeHeHua (ganee
COOTBETCTBEHHO - MEAMUMHCKAa OpraHuM3auma, HapKOTUYECKMI (MCMXOTPOMHbIN) NeKapCTBEHHbIN
npenapar), COCTaBAAIOT 3aABKM Ha peLLenTypHble 61aHKN.

4. B cpok A0 1 OKTABpA TeKyllero roaa 3adABKM MeAMLMHCKMX OpraHW3auuii Ha cneuuasbHble
peuenTypHble 61aHKN NPeaCTaBAAOTCA:

1) MeAMUMHCKUMW OpraHu3aumamK, HaxoAAWMMUCA B BefeHUM deaepanbHbiX OpraHos
MCNONHUTENbHOW B1acTH, - B COOTBETCTBYOLME peaepanbHble opraHbl UCNONHUTENbHOM BNACTH;

2) MegUUMHCKMMM OpraHu3auuamMu, HaxogAwMMUCA B BedeHUM CcybbekToB Poccuinckoi
denepaunn, MeaUUUHCKMMM OPraHU3aLUUAMN MYHULIMMANBHON M YaCTHOM CUCTEM 340aBOOXPAHEHUS - B
opraHbl MCMOMHUTENbHOM BAacTM cybbekToB Poccuiickoit Pegepaunn B cdhepe oxpaHbl 340p0BbA
rpakaaH, Ha TeppuUTOPMM KOTOPbIX OHW PacnoOXeHbl (Janee - opraHbl MCNOAHWUTENbHOM BNACTM
cybbekToB Poccuitckolt degepaumn).

5. B 3aABKe MeAMLMHCKON OpraHuM3aumMmn Ha crneuumasnbHble peuenTypHble 6aaHKu yKasbiBaloTcs
cneaylollme ceeaeHns:

1) cBegeHUs 0 MeAMUMHCKOM opraHusauuuM, noAaBllel 3asBKYy Ha cneuunanbHble peuenTypHble
61aHKM (NOSIHOE HaMMEHOBaHMWE, aAPEC MeCTa HaXxoXKAeHUs);

2) KO/IMYECTBO CMeuMaNbHbIX pPeuenTypHbiX 671aHKOB, WM3PACXOAOBaHHbIX MeAMLUNHCKON
opraHusaumeit Ha 1 sHBapA NpeaLecTBYOWEro roaa;

3) KonAn4ecTBO cneumanbHbiX peuenTypHbiXx 61aHKOB, HEOBX0AUMbIX MeAULMHCKOW OpraHu3aumm
Ha caeayloLlmii roa,

3anABKa MGLI,VILI,VIHCKOI‘;I OpraHnsaunMn Ha cneuunasibHble peuenTypHble 6naHKK noanuncbiBaeTCcA
pyrosoguTenem MEAMLLMHCKOVI opraHusauuu, KOTOprﬁ HeCeT NnepCoHa/bHYO OTBETCTBEHHOCTb 3a
0b60CHOBAHHOCTb U A0CTOBEPHOCTb YKAa3aHHbIX CBGAEHMVI.
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6. PepepanbHble OpraHbl UCNOAHUTENLHON BAACTU, B BEAEHUM KOTOPbIX HAaXOAATCA MeANLMHCKME
opraHusaumm (oanee - ¢peaepanbHble opraHbl UCMOAHWUTENbHOW BAACTU), U OpraHbl UCMOAHWUTENbHOW
BNacTM cybbektoB Poccuiickoit depepaumm Ha OCHOBAHWMM 3afBOK MEAMUMHCKMX OpraHvM3auuMii Ha
cneumanbHble peuenTypHble 6AaHKM GOPMUMPYIOT CBOAHbIE 33asiBKM HA CreuuManbHble peuenTypHble
61aHKM 1 B CPOK 40 1 fiekabpA TeKyLero roga npeacTaBasatoT Mx B MUHUCTEPCTBO.

7. B cBOAHOM 3asiBKe Ha cneumanbHble peLenTypHble 61aHKK yKasbiBaloTcA cieaylollimMe cBeaeHuna:

1) cBegeHuns o degepanbHOM OpraHe UCMONHUTENbHON BAAcTM (opraHe MCNOAHUTENbHOM BAACTK
cybbeKkTa Poccuitickon depepaumm), NnpeacTaBUBLIEM CBOAHYIO 3asiBKY Ha CneuuasbHble peuenTypHble
61aHKKN (NONHOE HauMeHOBaHWe, aApec MecTa HaxoXAeHus);

2) KONMYECTBO cCreumanbHbiX peuenTypHbiXx 6aaHKoB, pacnpeaeneHHbix deaepanbHbiM OpraHoM
MCNONHUTENbHOM BAcTW (OpraHOM MCMOAHUTENLHOW BAacTu cybbekTa Poccuiickoit Pepsepaumn) Ha 1
AHBaPA NPeALWecTBYIOLLEro roga Mmexay MmeanunMHCKMMMU OpraHM3aLmsamu;

3) KO/AMYecTBO chneumanbHbIX peuenTypHbiX 61aHKOB, Heobxoaumbix deaepanbHOMY OpraHy
UCMOIHUTENIbHON BANacTM (opraHy MCNoAHUTENbHOM BnactM cybbekta Poccuiickon depepaumn) Ha
cneayowmnii rog AnA pacnpeaeneHna mexay MmeanumHCKMMIN opraHmM3aumnamm;

4) cBeaeHWs O MNoABEeAOMCTBEHHOM OpraHu3auuu, ynoJHOMOYEHHOW deaepanbHbIM OpPraHom
WUCNONHUTENbHON BNactu (opraHom MWCMNONHUTENbHOM BnacTM cybbekTa Poccuiickon depepaummn)
OCYLLECTBAATb MONYYEHUE CneumanbHbiX peuenTypHbix 61aHKoB OoT MWHUCTEPCTBA, MX XpPaHEHMEe U
BblAauyy MeANLUUHCKUM OpraHM3aumam (nonHoe HaumeHoBaHUe, agpec MecTa HaxoxaeHusa, MHH/KNM,
OKTMO opraHu13aumnm, pakTMYecKnin agpec nocTaBku).

8. Ha o0CHOBaHMWM nNOAyYeHHbIX CBOAHbLIX 33ABOK Ha creuuasbHble peuenTypHble 61aHKKU
MWHUCTEPCTBO exeroaHo B CpoK Ao 15 sHBaps crneaytowero roga ¢opmupyeT U yTBep)KaaeT nJaH
pacnpefeneHmsa cneumanbHblX pPeLenTypHbiXx 61aHKOB, B KOTOPOM OTpaXKaeTca rofosas MoTpebHoCTb
Poccuitickoit Pepepaunn B chneumanbHblX peuenTypHbiX OnaHKax (4anee - niaH pacnpepeneHus
MuHucTepcTsa).

9. B nnaHe pacnpegeneHns MUHUCTEPCTBA YKa3blBalOTCA CAeAyloLiMe CBeAeHUA:
1) nopAaKOoBbIA HOMEP 3anNuUcK;

2) HanmmeHoBaHWe ¢eaepanbHOro opraHa MCNONHUTENbHOW BaacT (opraHa WMCNONHWUTENbHOM
BnacTM cybbekTa Poccuitickoin ®degepaumn), NpeacTaBuMBLIEro CBOAHYHO 3aABKY Ha CrneumasbHble
peuenTypHble 6a1aHKK;

3) HeobXx04MMOE KONMYECTBO CneLnanbHbIX PeLenTypHbIX 61aHKOB.

10. HanpaBneHue cneumanbHbIX peuenTypHbiX 61aHKoB peaepanbHbiM opraHam UCNONHUTENbHOM
BJACTW, OpraHam MUCMOAHUTENbHOW BAacTM cybbekToB Poccuiickoit ®degepaumm  ocylLecTBaAeTcA
MUHUCTEPCTBOM B KO/IMYECTBE, NPeAyCMOTPEHHOM NAaHOM pacnpeaeneHns MuHucTepcTea.

11. MWHUCTEPCTBOM AOMOJHUTENBHO K KO/JMYECTBY CNeuuanbHbIX peuenTypHbiX 61aHKOB,
npeaycMOTPEHHOMY MJaHOM pacnpegeneHns MuHuctepcTBa, GOpMUPYETCA pe3epBHbIN  3anac
cneumasnbHbIX peuenTypHbiX ONaHKOB B KoauyecTBe, He npesblwaowem 150 000 cneumanbHbIX
peuenTypHbix 61aHKOB.

12. B cnyyae yBennyeHuna notpebHOCTM B cneumasnbHbiX peuenTypHbix 6naHKax denepanbHble
OpraHbl UCNONHUTENIbHOM BNacTu (OpraHbl MCNONHUTENIbHOM BNacTu cybbekToB Poccuiickoi Peaepaunn)
HanpaeaAlT B MWHUCTEPCTBO CBOAHblE 3aABKW Ha LOMNOJHUTENIbHOE KOJAMYECTBO CrewlmasnbHbIX
peLenTypHbiXx 61aHKoB (C 06OCHOBaHMEM YBenMYEHUA MOTPEOHOCTM B CNeLManbHbIX PELEenTYPHbIX
6naHKax), KoTopble npeaocTaBastoTcA MUHUCTEPCTBOM W3  pPe3epBHOro 3amaca  CcrnewumasbHbIX



peuenTypHbIX 61aHKOB.

13. depepanbHble OpraHbl UCMONHUTENbHOM BAACTU (OpraHbl MCNONHUTENbHOW BNACTU CYyObEKTOB
Poccuitickoit Pepepaumn) pacnpenensatoT NOJyYeHHble chneunanbHble peuenTypHble GaaHKKM MeXKay
MEANUMHCKMMM  OpraHu3aLMaMM Ha OCHOBaHWMM MNNAaHOB pacnpegeneHus, CHOPMUPOBAHHbLIX B
COOTBETCTBUM C 3asiBKaMM MeANLMHCKMX OpraHM3aLmii Ha cneumanbHble peuenTypHblie 61aHKK.

Il. MopAaoOK perucrpaumm, yueta u XxpaHeHMUA cneuunanbHbIX
peuentypHbix 61aHkoB no popme N 107/y-HN

14. MuHuUCTepCTBO, MWHble deaepanbHble OpraHbl  WMCAOAHUTENbHOM BAACTM W OpraHbl
NCNONHUTENbHOM Bnactu cybbekToB Poccuiickoit depepaumm OpraHM3ylOT XpPaHEHME cheuManbHbIX
peuenTypHbiXx 61aHKOB B MNOABEAOMCTBEHHbIX OPraHM3auUMAX, YMOJHOMOYEHHbIX OCYLLECTBAATb
NnoflydeHMe CcreumanbHblX pPeLenTypHbiX 61aHKOB OT MWHWUCTEPCTBA, MX XpaHeHWe W  Bblgaddy
MeANLNHCKUMM OpraHusaumam (panee - ynoAHOMOYEHHasA opraHM3aums).

15. B yno/IHOMOYEHHO opraHM3aumMm 1 MeanLUHCKON OpraHnsaLmmn, NoayumBslieln cneumanbHble
peuenTypHble 6/1aHKK, OpraHM3yeTcA pernctpauua, ydeT M XpaHeHWe cneumanbHbIX peuenTypHbIX
6naHKoB.

Pernctpaumsa, y4eT U XpaHeHMe pe3epBHOrO 3anaca crneuMasnbHbiX peuenTypHbiX 671aHKOB
MuHucTepcTBa ocyllecTendeTca  ¢deaepasbHbIM - FOCYAAPCTBEHHbIM  BIOAMETHBIM  yUYpeXaeHuem,
HaxogAWMMcA B  BedeHUMM MuHUcTepcTBa (Janee COOTBETCTBEHHO - pe3epBHbIM  3anac,
noABeaoOMCTBEHHOE yupexaeHune).

16. PaboOTHMK, Ha3Ha4YeHHblA MPMKA3OM PYKOBOAUTENA YNOJHOMOYEHHOW oOpraHu3auuu
(ynonHomoueHHoI opraHM3auum, NoAseAoOMCTBEHHOMO yYpeXAeHUA) OTBETCTBEHHbIM 32 PerMcTpauuio,
XpaHeHMe W yyeT cneumanbHbiX peuenTypHbiXx 61aHKOB (ganee - OTBETCTBEHHbIM PabOTHMK), Ha
OCHOBaHWW J,0BEPEHHOCTM, 0POPMIEHHOW B MOPAAKE, YyCTAHOBEHHOM 3aKOHO4AaTeIbCTBOM PoccuiicKoi
depepauun  (C  NoANUCLIO  PYKOBOAWUTENS  YNOJHOMOYEHHOW OpraHusauuun  (ynoJHOMOYEHHOW
OopraHusaummu, NoABeAOMCTBEHHOTO yUPEKAEHMA), I1aBHOro Byxrantepa, 3aBePeHHbIX KPYr/10i NeYaTbio),
noJiydaeT cneunanbHble peLenTypHble 6NaHKM U OCYLLECTBIAET BEAEHUE KYpPHaAla PerncTpaumm v yyeta
cneumanbHblX pPeuenTypHbiX 61aHKOB, K KoTopomy npuobuwaet ¢oTo- U (Mau) BuaeomaTepuansi,
noATteep:kaatolme pakT opopmMaeHNa peLenTypHbiX 61aHKOB Ha oMY (NpWU Hannuum).

17. WMypHan peructpaumMm M yyeta CcheumanbHblX pelenTypHbix 6/71aHKOB f[0nXeH 6biTb
NPOHYMEPOBAH, MPOLHYPOBAH, MMETb Ha MNOCAeAHElN CTpaHuLe 3anucb, COAEPKALLYID KOAMYECTBO
CTpaHUL, MONHOE HauMMeHOBaHME YMO/NHOMOYEHHOM oOpraHusaumMm (MeguUMHCKOW OpraHM3auumu,
NoABEAOMCTBEHHOIO YYpeXKAEHUA), a TaKKe CKpenseH MOAMUCbI0 pPyKoBOAUTENA W NevaTbio
YNONHOMOYEHHOM OpraHn3aunmn (MeaULMHCKOW OpraHM3aLmm, NoaBes0MCTBEHHOTO yupeRaeHusa).

HypHan perucTpaumm M ydyeTa cneuuanbHbIX peuenTypHbix 61aHKOB pe3epBHOrO 3anaca
MUHUCTEPCTBA CKPENAAeTCA TaK¥Ke NOoAMUCbI0 AMpeKTopa (B cCaydae ero OTCYTCTBMA - 3aMecTUTens
AVpeKTopa) [enapTameHTa peryaMpoBaHuA 06palLeHnA /IeKapCTBEHHbIX CPEACTB M MeAMULMHCKUX
nsgennii MmHucTepcTBa 1 nevaTbto MUHUCTEpPCTBA.

18. B KypHajne perucrpauuuM u yyeta CcheumanbHblX PeuenTypHbiX O/aHKOB YKa3blBAlOTCA
cnenylowme ceefeHnaA:

1) nopAAKOBbLI HOMEP 3anuUcK;
2) npuxoa cneumanbHbIX peLenTypHbiX 6/1aHKOB:
a) PEKBU3MTbI M AaTa PerucTpaLmm NPpUXoAHOro AOKYMEHTa;

6) 06u.|,ee KO/IM4eCTBO NOCTYNUBLUUX CNeynanbHbIX peLenTypHbIX 6ﬂaHKOB;



B) Cepus U HOMep CneLnanbHOro peLenTypHoro 61aHKa;

r) KONMYECTBO creumasnbHbIX PeLenTypHbIX 61aHKOB NO KaxKA0MN cepuu;

4) damunus, ums, oT4ecTso (nocnegHee - NPU HAANYUK) M NOANUCL OTBETCTBEHHOIO PaboTHUKa;
3) pacxoa cneumanbHbIX peuenTypHbIX 61aHKOB:

a) AaTa Bbl4auyun CneumnanbHbIX peuenTypHbIX 61aHKOB;

6) cepumn 1 Homepa BblAaHHbIX CeunanbHbIX PeuenTypHbIX 61aHKOB;

B) KOJ/INYEeCTBO BblAaHHbIX CneynanbHbIX PeEUENTYPHbIX 61aHKOB C YKa3aHuem B CKobKax KoanyecTtsa
cneunanbHbIX PeEUENTYPHbIX 6J'IaHKOB, BblAaHHbIX OANA O(I)OpM/'IEHVIFI Ha Aomy;

r) dammnmna, mma, oTyectso (nocnegHee - MNPU HaAMYMM) M MNOAMNUCL AULA, MOAYYMBLUErO
cneumasibHble peuenTypHble 61aHKK;

[) KOIMYecTBO creumnanbHbIX peLenTypHbIX 61aHKOB, 0GOPMIEHHBIX Ha AOMY;

e) dammnua, nma, otyectBo (nocneaHee - NpuM HaAUuMM) U nognucb navua, opopmuBLLETO
cneumanbHble peuenTypHble 6NaHKKU Ha Aomy;

4) pamunnna, uma, oT4ecTBo (nocnegHee - NPy HaAMYUKU) M NOANUCL OTBETCTBEHHOTO PabOTHUKA;
5) oCcTaToOK crneunanbHbiX peLenTypHbIX 61aHKOB.

19. CneumanbHbIt peuenTypHbI 61aHK sABAAETCA AOKYMEHTOM CTPOroi OTYEeTHOCTW. 3anac
cneumanbHbiX peLenTypHbIX 61aHKOB B MEAULMHCKOM OpraHM3aLmm AOXKEH XPAaHUTLCS B CeunanbHbIX
nomeLeHunx, ceidax nam B cneLmanbHO U3roTOBAEHHbIX WKAdax, 0BUTbIX OLMHKOBAHHbIM XKENe30M, C
HaZeXHbIM BHYTPEHHUM UAN HAaBECHBIM 3aMKOM.

MomeleHus, ceiidbl, WKadbl, B KOTOPbIX XPAHATCA CneumnanbHble peuenTypHble 61aHKN, LOMKHbI
ObiTb 3aKpbITbl Ha 3aMKM W MOCAE OKOHYaHMA paboTbl oneyaTaHbl MeyaTbld YMNOJHOMOYEHHOM
opraHusaumm (MeauuMHCKOM OpraHn3aummn) Uam onioMmomnpoBaHbl.

20. B MeaMUMHCKMX OpraHuMsauuMax 3amnac crneuuanbHbiX peuenTypHbiX 6/1aHKOB He [A0JIKeH
npeBbIWaTb ro40BON NOTPEObHOCTH.

21. Paspelaetca BblgaBaTb MeAMUMHCKOMY pPabOTHUKY, WMEIOWEeMYy MpaBo Ha3HayaTb
HapKoTUYecKkMe (MCMXOTPOMHbIE) NIEKApPCTBEHHbIE Mpenapatbl, eguMHoBpPemMeHHO He 6onee ABagLaTu
cneumasnbHbIX peLenTypHbIX 61aHKOB.

MeguumMHCcKMe paboTHMKKM, BbIMWUCbIBAOWME peuenTbl Ha HapKOTUYEecKMe (MCUMXOTPOrHbIe)
NeKapCcTBeHHble npenapaTbl, Ha OCHOBaHWM NPWKa3a PYKOBOAMTENA MEAULMHCKON OpraHn3aumm HecyT
JMYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTb MOJIYYEHHbIX CreunasnbHbiX pPeuenTypHbiX 61aHKoB.
CneumanbHble peuenTypHble 61aHKK, MOAYYEHHbIE MEANLMHCKMM PaBOTHUKOM, XPaHATCA Mo 3aMKOM B
cendax, MeTaIMYeCcKMX WKadax Man MeTaNINYECKUX ALLMKAX.

22. B MeAMUMHCKOW OpraHM3aumMy CO34aeTcA MOCTOAHHO AEeWNCTBYHOLLAA KOMMCCUA, KOTOpPas He
pexke 1 pasa KBapTan (No pelleHnio pyKoBoaMTens MeAMLMHCKOW OpraHM3auMuv BO3MOMKHO uYalle)
OCYLLECTBAAET NPOBEPKY COCTOAHUA perncTpauum u yyeTa cneumnanbHbIX peuenTypHbiXx 61aHKoB, B TOM
yucne NyTem CBEPKMU 3anuceit KypHaia perucTpaumnmn U ydyeta crneumanbHbIX peuenTypHbix 61aHKoB, C
baKTUYECKMM HaZIMuMeM CrieumabHbIX peLenTypHbIX 6/1aHKOB, a TaK»Ke NPOBEPKY COCTOAHUA XPaHEeHUA
cneumanbHbiX peLenTypHbIX 61aHKOB.

Mo pesynbTaTam NPOBEPKM B XKypHae PErMCTPALLMN M yYeTa CneLmanbHbIX peLenTypHbiX 6aaHKoB



[enaeTcsa 3anuncb 0 pesy/bTaTax NpoBeAeHUA CBEPKU AaHHbIX, 3aKpenaeHHas noAnucAmM Bcex Y1eHoB
KOMWCCUM, UK CO3AaEeTCA CNeLmnanbHbl akT MPOBEPKU.

23. ®epepanbHble opraHbl UCMOAHUTENBHOM BNACTU U OpraHbl MCMOAHUTENBHOM BNACTU Cy6BEKTOB
Poccuiickoit depepaumnmn ocyLecTBAAIOT KOHTPOJIb 32 OpraHM3auMeln pernctpaumm, ydeta U xpaHeHun
crneumanbHbiX peuenTypHbIX 61aHKOB B YNOJHOMOYEHHbIX OPraHmM3aumnsax U MeauLUMHCKUX OpraHn3auusXx.

24. Bblgaya cneumasnbHblX PeLenTypHbiXx 61aHKOB M3 pe3epBHOro 3anaca MuHUCTepcTBa
denepanbHbIM OpraHaM MCMOAHUTENBHOM BAACTM WM OpraHam WCNOIHUTENbHOM BAACTU CyOBLEKTOB
Poccuitickoit  ®depepaumm  OCyLLEeCTBAAETCA  OTBETCTBEHHbIM  PAaBOTHMKOM  MOABEAOMCTBEHHOTO
yuypexXaeHnsa Ha OCHOBAHUM pelleHnsa 06 oTnycKe cneumanbHbIX peuenTypHbix 61aHKoB, 0bOpMAEHHOTO
B BMAE NMUCbMa, MOAMWCAHHOIO AMPEKTOPOM (B C/lly4ae ero OTCYTCTBMSA - 3aMecTUTEesIeM OUMPEKTopa)
JenaptameHTa peryanmpoBaHua obOpalleHMA NEKAPCTBEHHbIX CPEAcTB U MeAUUMHCKUX U34ennit
MwuHucTepcTBa.

MpoBepKa AeATe/IbHOCTU NOABEAOMCTBEHHOIO YUPEXKAEHUA NO PErncTpaLmm, y4etTy u XpaHeHuIo
pe3epBHOro 3anaca ocyuiectsnderca JlenapTamMeHTOM peryanposaHuMa obpalleHua NieKapCTBEHHbIX
CPeAcTs U MeaULMHCKUX u3gennin MuHuctepctsa 2 pas3a B rog He nosgHee 20 uyucna mecaua,
Cneayiowero 3a UCTEKWNM NONYFOANEM.

MpunnoxkeHne N 6

K NpuKasy MuHUCTepcTBa 34paBOOXPaHEHMA
Poccuiickoin Pepepauymm

oT 24 HoABps 2021 r. N 1094H

NPABUNA
OdOPMJIEHUA PELLEENTOB, COAEPKALLUX HASHAYEHME HAPKOTUYECKMX
CPEACTB UM MCUXOTPOMHbIX BELLECTB, B TOM YUCJ/IE B ®OPME
S/IEKTPOHHbIX AOKYMEHTOB

. OpopmneHue peuenta Ha bymaxKHOM HocuTene

1. Ha peuenTypHbix 61aHKax ¢opmbl N 107/y-HMN B neBom BepxHem yray MpOCTaBAsETCca WTamn
MEeOMLMHCKON OpraHmMsauMm C yKasaHMem ee NOSIHOFO HaMMeHOBaHMuA, agpeca u TenedoHa C AaToin
BbINUCKK ([aTon obopMIeHNA) peLlenTa Ha NEKAPCTBEHHbIW Npenapar.

PeuentypHble 6naHku ¢opmbl N 107/y-HIT M3roTaBAMBalOTCA WMCKAOYUTENBHO TUMOrpadCKUm
cnocobom.

2. Ha peuenTtypHbix 6naHKax, 0GOPMAAEMbIX WHOMBUAYANbHLIMW NPeanPUHUMATENAMMU,
MMEIOWUMM JINLEH3UIO Ha MEeAULMHCKYIO AeATe/NbHOCTb, B BEPXHEM JIEBOM Yray Tunorpadckum
cnocobom MAM NyTemM MNPOCTaBAEHUA LWTaMna AO/MKeH OblTb YKasaH agpec WHAMBUAYaANbHOMO
npeanpuHUMaTens, HoOmep M gaTta JIMUEH3UM, HauMeHOBaHWe opraHa rocyAapCTBEHHOM BAacCTH,
BblAABLUErO NNLEH3NIO.

3. PeuenTypHble 61aHKK dopmbl N 107/y-HI 3anonHAKTCA MeANLMUHCKMM PabOTHUKOM YepHUAamMu
VAW LWAPUKOBOWN PYYKOM.

4. lonyckaeTtca obopmaeHMe BCEX PEKBM3UTOB (3a UCKAtOYeHMeM peKBusmTa "Mognuncb nevauwero
Bpaya (moanucb denbalwepa, akywepkn)"') peuentypHbix 6naHkoB dopmbl N 107/y-HMN ¢
MCMNO/Ib30BaHMEM MeYaTaloLWwmx YCTPOMCTB.



5. B peuentypHom 6nanke dopmbl N 107/y-HIN B cTpoKax "damunua, umsa, otyectso (nocneaHee -
npwu Hannumm) naumneHTa" m "BospacT” yKasbiBaloTCA NONHOCTbIO daMUAns, MMA, OTYECTBO (NocneaHee -
NPW HANMYMUK) NaUMEHTa, ero BO3pacT (KOAMYECTBO NO/HbIX fIET).

JonycTMmo yKasaHue faTbl POXKAEHMA NaLMeHTa.
6. B peuentypHom 61aHKke dopmbl N 107/y-HIT:

1) B cTpoke "Cepua M Homep nosiMca 0653aTesIbHOro MeaAULMHCKOro CTPaxoBaHMA" yKasblBaeTcs
HOoMmep Nosinca 06a3aTeNbHOro MeAMLMHCKOrO CTPAxoBaHWA NaumeHTa (Npy Haanuum);

2) B cTpoke "Homep meauLMHCKOM KapTbl" yKa3biBaeTca HOMEP MeAMLUMHCKOW KapTbl NaUMeHTa,
MoNY4YaloLEro MeaULMHCKYIO NMOMOLLb B amMBynaToOpHbIX YCA0BUAX, UKW UCTOPUM BONE3HU MaUMEHTa,
BbINMUCbIBAEMOTO U3 MEANUMHCKON OpraHM3auuu;

3) B cTpoKe "damununs, uma, oT4ecTso (nocnegHee - Npy Haan4uMK) nedaulero spada (benbalepa,
aKywepKK)" yKasbiBaeTcAa MOJIHOCTbIO PaMuansa, MUMSA, OTYeCTBO (nocsiegHee - NPW HaAM4YMKM) Bpaya
(benbawepa, akywepku), BbINMCABLIErO PeLenT Ha HapKOTUYECKUI (NCUXOTPOMHbIN) NeKapcTBEHHbIN
npenapar.

7. B rpade "Rp" peuentypHoro 6n1aHka popmbl N 107/y-HN yKasbiBaeTca:

1) HauMmeHOBaHME  JIeKApPCTBEHHOro npenapata (MexayHapoaHoe  HenaTeHTOBaHHoe
HaMMeHOBaHWE, TPYNMUPOBOYHOE MM XMMWUYECKOEe HaMMEHOBaHMEe, TOProBoe HaMMEHOBaHME) Ha
NAaTMHCKOM f3blKEe WM/IM Ha PYCCKOM f3blKe, dpopma BbIMNyCcKa, A03MPOBKA, KOJMYECTBO (yKasblBaeTcs
NPONMCbIO Ha peuenTypHom 6aaHke dopmbl N 107/y-HM);

2) cnocob npUMeHeHWA NeKapCTBEHHOro mpenapaTta Ha rocygapcTBEHHOM f3blke Poccuiickoi
degepaunmn MAM Ha rocyaapcTBeHHOM A3blke Poccuiickoit deaepauum M rocy4apCTBEHHOM A3blKe
pecnybaunK 1 UHbIX A3blKax HapodoB Poccuiickoi Pepepauunn <1>.

<1>Yactb 1 cTtatbm 15 3akoHa Poccuiickoit ®enepaumm ot 25 okTabpa 1991 r. N 1807-1 "O s3bikax
HapopoB Poccuiickolt ®epepaumn” (panee - 3akoH N 1807-1). (Begomoct cbesga HapoLHbIX AenyTaToB
PCOCP 1 BepxosHoro Coseta PCPCP, 1991, N 50, cT. 1740).

8. Mpwu odpopmieHnn peuenTypHbIX 61aHKOB 3anNpeLaeTcs OrpaHNYMBaATLCA OBLLMMK YKa3aHMAMM,
Hanpumep, "BHyTpeHHee", "U3BecTHO".

9. Mpu odopmMneHnU NauueHTy peuenTypHoro 6naHka dopmbl N 107/y-HM Ha HapKOTMYeCKMit
(ncMxoTponHbIA) NEeKapCTBEHHbLIM MpenapaT B pPaMKax OKasaHWA MegMUMHCKOW MNOMOLM Npu
onpeaeneHHom 3aboneBaHMM TaKoW peLenT 3aBepAeTca:

1) noAnucbio M IMYHOM NeYaTbio Bpada AMbo noanucbio denbaluepa (akywepKku);

2) nevyaTblo MeOMLMHCKOW OpraHusauuu, nMbo CTPYKTYpPHOro nogpasgeneHua MeauuMHCKOM
opraHmsaummu "[na peuentos", KOTOpas MPOCTABAAETCA ANLOM, YNOJHOMOYEHHbIM PYKOBOAUTENEM
MeAULMHCKOM OpraHu3aLmmn ¢ ykasaHuem damuammn, UMeHun, oTyectsa (nocsieaHee - NpU HanMuUKU) U
npocTaBAeHUEM ero NYHOMN NoANUCH.

B cayyasax HeobxogumocTM odopMAEHUA peuenTa Ha HapKOTMYECKUI  (MCUMXOTPOMHbLIN)
JIEKapCTBEHHbIA NpenapaT Ha AOMY B PamMKax OKasaHMA NaJ/IMaTUBHOW MEeAMUMHCKON MOMOLLN
AONYyCKaeTca npeaBapuTesibHOe 3aBepeHne pelenTa WTaMnoMm MeAMUMHCKON OpraHvM3auumn, neyaTbio
MeAMUMHCKON OpraHM3aummn nmMbo CTPYKTYPHOro noapasfenieHus MeauUMHCKON opraHmsauuun "Ons
peuenTos", KOTOpas MPOCTaBAAETCA JIMLOM, YMNOJHOMOYEHHbIM PYKOBOAUTENEM MEANLMHCKOM
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OopraHusaumm, ¢ yKkasaHmem GaMuanmn, UMeHun, otyecTsa (nocnegHee - NpPuU HaANMYMK) U NPOCTABAEHUEM
ero AM4Hom noanucu. MNpu 3Tom B XKypHane pernctpauum n yyeta peuenTtypHbix 61aHKOB B COOTBETCTBUM
c NMopsaakom perMcTpaumm, ydeta U XxpaHeHUA cneumanbHbiX peuenTypHbiX 61aHKOB Ha HapKoTUYecKue
Cpe/AcTBa UM NCUXOTPOMHbIE BELLECTBA, YTBEPKAEHHbIM HAaCTOALLMM NPUKa30M, AeflaeTca OTMETKA O ero
Bblgaye Ana odpopmaeHMA Ha [AOMYy, a TaKKe OTMeTKa, YAOCTOBepeHHasa MoAnucbio Bpadya amnbo
denbalepa (akywepkun), opopmusliero peuent, o dakTe ero oGOPMAEHUS, KOTOPbIA MOXKeT BbiTb
[OMNOIHUTENbHO NoATBEPKAeH GOTO- U (UAK) BUAeOMaTepuanammu.

B cTpoke "OTmeTKa anTeyHoi opraHn3aLmm ob oTnycke" cTaBuTCA OTMETKa anTe4yHoM opraHn3aumm
06 OTNyCKe HapKOTMYECKOro (MCUXOTPOMNHOro) IeKapCTBEHHOMO Npenapara (C ykasaHMem HauMeHoBaHus,
KO/IMYeCTBa OTMYLEHHOrO HapKOTUYECKOro (MCMXOTPOMHOro) NeKapCTBEHHOro mpenapaTta M AaTbl ero
OTNycka), KoTopas 3aBepseTcA MOAMNUCbIO PabOoTHMKA anTeyHoW OpraHu3auuun, OTNYCTUBLUEro
HAPKOTUYECKMIN (NCUXOTPOMHBIIA) NEKApPCTBEHHbIM nNpenapaT (C yKasaHMem ero GamuavmM, UMEHW,
oTyecTBa (NocnegHee - NpU HaMuMK), a TaKKe KPYraoW neyaTbio anTeyHOM OpraHMsaumu, B OTTUCKE
KOTOPOW A0/IKHO BbITb UAEHTUOULMPOBAHO NMOJHOE HAUMEHOBAHME aNTEYHON OPraHU3aLUM.

10. Ha ogHom peuentypHom 6naHKke dopmbl N 107/y-HI paspeluaeTtca ocyWwecTBAATb Ha3HauyeHne
TO/IbKO OAHOr0 HAaMMEHOBaHWUA NeKapCTBEHHOro NpenaparTa.

11. UcnpasneHua B peLenTe He AONYCKAloTCA.
Il. ObopmneHue peuenta B popme 3/1€KTPOHHOro AOKYMEHTa

12. Peuent B GOpMe 3/1EKTPOHHOIO AOKYMEHTA, NOANUCAHHOIO YCUAEHHOMN KBAIMULMPOBAHHOM
3N1EeKTPOHHOW noanucbto, popmupyetca MegUUMHCKMM PabOTHUKOM, CBEAEHUA O KOTOPOM BHECEHbI B
denepanbHbii  PerucTtp MeAMLMHCKUX pPaboTHUKOB <2>, a TaKXe npu YC/I0BMM perncrpauuu
MeAMUMHCKOM opraHM3aummn, B KoTopoi odbopmaneTca peuenT, B peaepanbHOM peectpe MeauLUnNHCKUX
opraHusaumi <3> eanHON rocyaapcTBEHHOM MHPOPMALMOHHON cuUcTeMbl B chepe 34paBOOXPaHEHMA U
NOAKNIOYEHNA TaKON MeAMULMHCKON OpraHu3aumMu K rocyfapcTBeHHOM WHPOPMALMOHHOW cucTeme B
cohepe 3gpaBooxpaHeHns cybbekTa Poccuinckoi Pegepaumm <4>,

<2> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHuMe 3aKOHOOATENbCTBA
Poccuiickoit ®eaepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<3> Yactb 4 cratbm 91.1 ®depepanbHoro 3akoHa N 323-d3 (CobpaHue 3aKoHoAaTe/NbCTBA
Poccuiickoit ®epepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> CtaTtbk 91 n 91.1 deaepanbHoro 3akoHa N 323-®3 (CobpaHune 3akoHoaaTenbcTBa Poccuinckol
depepaumn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO MaUMEHTa WAM ero 3aKOHHOro npeactaBuTensa opopmaseTcs 3K3emnasap
peuenta B ¢GopmMe 3/IEKTPOHHOrO [OKyMeHTa Ha 6ymaxKHoM HocuTene c oTtmeTkon "Aybaukat
3N1EKTPOHHOro AOKYMeHTa".



https://login.consultant.ru/link/?req=doc&base=LAW&n=454225&dst=458
https://login.consultant.ru/link/?req=doc&base=LAW&n=454225&dst=458
https://login.consultant.ru/link/?req=doc&base=LAW&n=454225&dst=244
https://login.consultant.ru/link/?req=doc&base=LAW&n=454225&dst=251

	Приложение N 1
	I. Общие положения
	II. Назначение лекарственных препаратов при оказании
	III. Назначение лекарственных препаратов при оказании
	IV. Назначение лекарственных препаратов гражданам,
	Приложение N 1
	Приложение N 2

	Приложение N 2
	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 107-1/У
	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 148-1/У-88
	ФОРМА РЕЦЕПТУРНОГО БЛАНКА N 148-1/У-04(Л)

	Приложение N 3
	I. Оформление рецепта на бумажном носителе
	II. Оформление рецепта в форме электронного документа
	III. Учет рецептурных бланков (за исключением рецептурных
	IV. Хранение рецептурных бланков (за исключением рецептурных

	Приложение N 4
	Приложение N 5
	I. Порядок изготовления, распределения специальных
	II. Порядок регистрации, учета и хранения специальных

	Приложение N 6
	I. Оформление рецепта на бумажном носителе
	II. Оформление рецепта в форме электронного документа


