3apeructpupoaHo B MuHocte Poccun 30 Hosibps 2021 r. N 66124

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUUCKOW ®EOEPALINA

NMPUKA3
oT 24 HOA6ps 2021 r. N 1094H

OB YTBEPXXOEHUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMNAPATbI, MOPAOKA O®POPMITEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®OPM BJIAHKOB
PELIENTOB, COAEPXALWUX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbIX BELWWECTB, NOPAOKA UX U3TOTOBJIEHUA,
PACMPEAENEHUA, PETUCTPALIUN, YHETA U XPAHEHWA,
A TAKXE NPABUIT OPOPMJIEHUA BJITAHKOB PELIENTOB,
B TOM YUCIE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB

B cooTBeTCcTBMU C NYHKTOM 16 4acTu 2 ctatbk 14 ®egepanbHoro 3akoHa ot 21 Hos6psa 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccunckon depepaumn” (CobpaHue 3akoHoaaTenbcTBa
Poccuinckon ®egepauunmn, 2011, N 48, c1. 6724; 2017, N 31, c1. 4791), nyHkTOM 2 cTaThn 26 PegepanbHOro
3akoHa oT 8 saHBapa 1998 r. N 3-®3 "O HapkoTM4eckMx cpeacTBax M MCUMXOTPOMHbIX BellecTBax"
(CobpaHune 3akoHopatenbcTBa Poccuickon ®epepauun, 1998, N 2, ct. 219; 2017, N 31, cT1. 4791),
noanyHktramu 5.2.177, 5.2.178 n 5.2.179 nyHkta 5 lNMonoxeHns o MwuHuCTepcTBe 34paBOOXpPaHEHus
Poccwuiickon ®epepauun, yTBep>KaeHHOro noctaHoBrneHneM lNpaesutensctea Poccuiickon ®egepauum ot
19 mioHa 2012 r. N 608 (CobpaHue 3akoHogaTenncTBa Poccunckon ®epepauunm, 2012, N 26, c1. 3526;
2015, N 23, cT1. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258), npnkasbiBato:

1. YTBEPAUTL:
Mopsiaok Ha3Ha4YeHUsa NekapcTBEHHbIX NpenapaToB cornacHo npunoxeHuo N 1;;
dopmbl peLenTypHbIX 611aHKOB Ha NEKapCTBEHHbIE Npenapatbl cornacHo npunoxeHuto N 2;

Mopsinok odhopmneHns peuenTypHbIX 61aHKOB Ha NEKAPCTBEHHbIE NpenapaThl, X y4eTa U XpaHeHus
cornacHo npunoxexuio N 3;

dopmbl 6NaHKoB peLenToB, CoOAEPKaLLMX HasHAYeHNe HAaPKOTUYECKMX CPEACTB UMK NCMXOTPOMHbIX
BeLLEeCTB, cornacHo npunoxenuto N 4;

MopsiZok M3roTOBMNEHUS, pacnpeieneHus, perucTpaumnm, yyeta u XxpaHeHusl peLenToB, cogepKaLlmx
Ha3Ha4YeHne HapKOTUYECKNX CPEACTB UMM NCUMXOTPONMHbIX BELWECTB COrfacHo npunoxexuto N 5;

MpaBuna odopMIeHUss PeLenToB, COAEPXALLMX Ha3HaYeHUMEe HapPKOTUYECKUX CPEACTB WK
MCMXOTPOMHbIX BELLECTB, B TOM YMCIe B hOpMe IMEKTPOHHbIX AOKYMEHTOB COfacHo npunoxexuio N 6.

2. MpusHaTb yTPaTMBLLUMMI CUIY:

Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccunckon Pepepaumm ot 1 aBrycta 2012 r. N 54H "O6
yTBEPXAEHMN (POpPMbl ONIAHKOB peELEnTOB, COAEpXaluxX Ha3HAYEeHUEe HapKOTMYECKUX CPEeACTB MIu
MCUXOTPOMHBIX BELLECTB, NOpsiAKa UX U3rOTOBIEHNS, pacnpegeneHns, peructpaumm, y4eta n XxpaHeHus, a
Takke npasun ogopmneHmns” (3apermctpmpoBaH MuHucTepcTBom toctuuum Poccuinckon ®epepaumm 15
asrycta 2012 r., peructpaumonHbin N 25190);

Mpuka3z MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon ®egepaumm ot 30 mioHa 2015 r. N 3851 "O
BHeECeHUM n3MeHeHu B npukas MuHuctepcTea 3gpaBooxpaHeHns Poccuiickon ®enepauum ot 1 aBrycra
2012 r. N 54H "O6 yTBepxaeHumn opmbl ONaHKOB peLEenToB, COAEPKALLNX HAa3HaYeHNEe HAPKOTUYECKMX
CPencTB MMM MCUXOTPOMHbIX BELLECTB, NOpsiaKka UX U3rOTOBMNEHWS, pacnpeaeneHus, permctpauum, ydeta u
XpaHeHWsi, a Takke npaBun odopmreHus” (3apermctpmpoBaH MuHWCTEPCTBOM tOCTMUMKM Poccuiickomn
depepaumm 27 Hos6pst 2015 r., permctpaumoHHbin N 39868);



Mpuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®egepauum ot 21 anpenst 2016 r. N 2541 "O
BHECEHWM N3MEHEHWI B Npuka3 MuHUCTepCTBa 3apaBooxpaHennst Poccuickon ®epepaumm ot 20 gekabps
2012 r. N 1175H "O6 yTBEPXXOEHUM NOpsAAKa HA3HAYEHUS U BbINMCbIBAHUSA NEKapCTBEHHbIX NpenapaTos, a
Takke (opm peuenTypHbIX OraHKOB Ha fekapCTBEHHble npenaparthbl, nopsaka oOpMNEHUS YKkasdaHHbIX
6naHkoB, UX yyeTa W xpaHeHuss" un npunoxeHune N 2 k npukady MwuHucTepcTBa 34paBOOXPaHEHUs
Poccuiickon ®epepaumn ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHun copMbl OnNaHKOB peLIenToB,
copepXalmx HasHayeHue HapKOTUYEeCKUX CPeAcTB WNU  MCUXOTPOMHBLIX BelwecTs, nopsgka ux
N3roTOBMEHNs, pacrnpeferneHns, peructpaumu, ydyeta M XpaHeHus, a Takke npasun odopmreHns”
(3apeructpupoBaH  MwuHuctepctBom  toctuumm  Poccuiickon  ®depepaumm 18  wwona 2016 r.,
permctpaumoHHbin N 42887);

NYHKT 4 M3MEHEHUI, KOTOPbIE BHOCATCH B HEKOTOpbIE Npuka3dbl MUHUCTEPCTBA 34paBOOXpPaHEHUs 1
coumansHoro passutus Poccuinckon Pegepaumm n MuHWcTepcTBa 3gpaBooxpaHeHuss Poccuinckon
depepaumm no BonpocaM obpalleHuUs NeKapCTBEHHbIX NpenapaTtoB, CoAepXalux HapKOTUYECKMe
cpencTtBa, MCUXOTPOMHbIE BellecTBa M UX MPEKypcopbl, U JeKapCTBEHHbIX CpeacTs, noanexaiymx
NPeaMETHO-KONMNMYECTBEHHOMY  yYeTy, YTBEePKOEHHbIX Mpukasom MuHUCTepcTBa 34paBoOOXpaHeHus
Poccuiickon ®epepauum ot 31 oktabpa 2017 r. N 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMN
Poccuinckon ®egepaumm 9 sHeapsa 2018 r., peructpaunoHHbin N 49561);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon Pepepauum ot 11 gekabpsa 2019 r. N 1021H
"O BHeceHun usmeHeHui B npunoxeHunsa N 2 u 4 k npukady MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickom
®epepaummn ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHun chopmbl 6NaHKoB peLenToB, coaepXallmx
HasHayeHWe HapKOTUYECKUX CpeacTB WM MCUXOTPOMHbIX BELWEeCcTB, nopsgka WX W3roTOBIEHWs,
pacnpegeneHus, peructpauumn, ydyeta n XpaHeHusl, a Tarke npasun odopmneHuns” (3apernctpmpoBaH
MuHncTepcTeoMm toctuuumn Poccuniickon ®epepaumm 28 aHapa 2020 r., pernctpaumoHHbin N 57293);

npukas MuHucTepcTsa 3apaBooxpaHeHus Poccuiickon ®eaepauum ot 8 oktabpsa 2020 r. N 1076H
"O BHeceHMM u3MeHeHW B [lopagok perucTpauuu, ydeta M XpaHeHus cneumanbHblX peLenTypHbIX
OGnaHKoB Ha HapKOTUYECKUWe CpefcTBa WM MCUXOTPONHbIE BELLECTBA, YTBEPXKAEHHbLIN MpUKa3oM
MwuHucTepcTBa 3gpaBooxpaHeHus Poccunckon epepauum ot 1 aBrycta 2012 r. N 54H" (3apermctpmpoBaH
MwuHuncTepcTBoM toctuuumn Poccuniickon ®epepaumm 13 Hosdpsa 2020 r., permctpaumnoHHbii N 60898);

npuka3 MuHucTepcTea 3gpaBooxpaHeHus Poccuinckon ®epepauum ot 14 aHBaps 2019 r. N 41 "O6
YTBEPXKAEHUN MOpsSiAKA Ha3HAYeHUS IEKAPCTBEHHbIX MpenapaToB, (POPM PeLEenTypHbIX OnaHkoB Ha
NeKkapcTBeHHble npenapatbl, nopsiaka OMOPMNEHNs yKa3aHHbIX OriaHKoB, KX y4veTa U XpaHeHus"
(3apernctpupoBaH  MwuHuctepcteoMm  toctuumm  Poccunckon depgepaumm 26 mapta 2019 r.,
pernctpaumoHHbin N 54173);

npuka3 MuHucTepcTea 3gpaBooxpaHeHus Poccuinckon Pepepaumm ot 11 gekabpsa 2019 r. N 1022+
"O BHeCeHMM M3MeHeHun B npuka3d MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon degepauum ot 14
saHeapst 2019 r. N 4H "O6 yTBepXxOeHUM nopsiaka HasHa4YeHUs NeKkapCTBEHHbLIX MpenapaTtoB, YOpM
peLenTypHbIX GnaHKOB Ha fekapCTBEHHbIE Mpenapatbl, Nopsaka oPOPMIEHNs yKasaHHbIX GnaHKoB, WX
y4yeTa 1 xpaHeHus" (3apermctpupoBaH MuHmuctepcTeom tocTuumm Poccuinckon ®egepauum 28 sueapsa 2020
r., permctpaumoHHbin N 57292);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm ot 8 oktabps 2020 r. N 1075H
"O BHECEHUN N3MEHEHMI B NOPSAA0K HA3HAYEHUS NEKAPCTBEHHbIX NPEnapaToB, YyTBEPKAEHHbIV MPUKA30OM
MwuHucTepcTBa 3gpaBooxpaHeHmns Poccuickon ®enepauum ot 14 sueapsa 2019 r. N 41" (3apermctpmpoBaH
MwuHucTepcTBom octuumm Poccuickon Pegepaumm 22 gekabpsa 2020 r., perctpauunoHHbii N 61695);

NyHKT 3.8 WVHCTpyKUMM O NOpSAKe BbIMUCBIBAHUS NEKapCTBEHHbIX npernapaToB U odopMrieHus
peuenToB M TpeboBaHMM-HaKNagHbIX, YTBEPXAEHHOW Npuka3oM MwuHMCTEpCTBa 34paBOOXPaHEHUsT U
coumanbHoro pa3sutust Poccuickon ®egepaumm ot 12 doeBpanda 2007 r. N 110 "O nopsiake Ha3Ha4YeHUs 1
BbINNCbIBAHMS NeKkapCTBEHHbIX npenaparos, n3genvn MEeOULMHCKOro HasHa4yeHust 7
crneunannsmpoBaHHbIX MPOAYKTOB JieyebHoro nutaHusa” (3apermctpypoBaH MUWHUCTEPCTBOM HOCTULUM
Poccunckon ®enepaumm 27 anpens 2007 r., pernctpaumnoHHbii N 9364);

npuka3 MUHUCTepCTBa 34paBOOXPAHEHMS U coumanbHOro passutusa Poccuickon ®enepauum ot 17
mas 2012 r. N 562H "O6 yTBepxaeHum Nopsigka oTnycka nanyeckMM nuuam NiekapCTBEHHbIX NpenapaToB
AN MeOULMHCKOrO MPUMEHEHUS, COAEPXALLUMX KpOME MaribiX KONMWYECTB HAPKOTUYECKUX CPEAcCTB,
MCMXOTPOMHbIX BELUECTB W WX MPEKYPCOPOB [pyrMe hapMakonormieckue akTuBHble BeLecTBa"
(3apeructpupoBaH MuHucTepcTBom tocTuumm Poccuinckon ®eaepauum 1 noHsa 2012 r., perncTpaumoHHbIN
N 24438);



NYHKT 2 U3MEHEHWN, KOTOpble BHOCATCS B HEKOTOpbIE npukasbl MUHUCTEpCTBa 34paBOOXpaHEHUS U
coumanebHoro passutua  Poccuiickon  defepauun,  YyTBEPXKOEHHbIX  npukasoM  MuHucTepcTBa
3gpaBooxpaHeHuss Poccuiickon depepaumm oT 10 moHa 2013 r. N 369H (3apervctpupoBaH
MwuHucTepcTBom tocTuumm Poccuiickon ®Pepepaumm 15 nionsa 2013 r., peructpaumoHHbin N 29064);

npukas MuHucTepcTBa 3gpaBooxpaHeHmns Poccuiickon ®epepaumm ot 21 aBrycta 2014 r. N 465H "O
BHECEHUM MW3MEHEHUA B MNOPSOOK OTNycka (PU3MYecKMM nuvuam NekapcTBEHHbIX npenapatoB Ans
MEeOUUUHCKOTO MPUMEHEHUs, codepxXawmx KpoMe MarblX KOMMYeCTB HapKOTUYECKUX CpencTs,
MCMXOTPOMHbIX BELEeCTB W WX MNPEKypcopoB Apyrne dapmakonormyeckne akTMBHble BELLECTBa,
YyTBEPXOEHHbIA MpukasoM MuHUCTepcTBa 34paBoOOXpaHeHUs M couuanbHoOro passutua Poccuinckon
®egepaummn ot 17 masa 2012 r. N 562H" (3apernctpupoBaH MuHUCTEPCTBOM tOCTULUMU Poccumnckon
®epepauummn 10 ceHTabpsa 2014 r., pernctpaumoHHbin N 34024);

NYHKT 1 M3MEHEHU, KOTOPblE BHOCATCH B HEKOTOPbIE Npuka3dbl MUHUCTEPCTBA 34paBOOXPaHEHUs 1
coumaneHoro passutna Poccuiickon ®epepaumm 1M MuHucTepcTBa 34paBooxpaHeHuss Poccumnckomn
denepaumm, yTeepxaeHHbIX npukasoMm MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon ®egepauum ot 10
ceHTabpa 2015 r. N 634H (3apeructpupoBaH MwuHucTtepctBom toctuumm Poccuinckon ®epepaummn 30
ceHTabpsa 2015 r., pernctpaumoHHbin N 39063);

NYHKT 3 U3MEHEHUI, KOTOPblE BHOCATCS B HEKOTOpbIE Npukasbl MUHUCTEpPCTBa 34paBOOXpaHEHUS U
coumaneHoro passutna Poccuiickon ®epepaumm n MuHucTepcTBa 3apaBooxpaHeHusa Poccumnckomn
depepaumm no BornpocaMm obpalleHus NeKapCTBEHHbIX MNpPenapaToB, CoAepXKalimMx HapKoTU4eckme
CpeacTBa, MCUXOTPOMHbIE BELeCTBA U UX MPEKYPCOPOB, W NEKAPCTBEHHbIX CPeaCTB, Mnoanexallmnx
NPeaMETHO-KONIMYECTBEHHOMY YYETY, YTBEPXOEHHbIX npukasoM MuHMUCTEpcTBa 34paBOOXpaHEHUs
Poccunckon ®egepaumn ot 31 oktabpsa 2017 r. N 882H (3apeructpupoBaH MuHUCTEPCTBOM lOCTULUK
Poccuinckon ®egepaumm 9 sHeapsa 2018 r., peructpaumoHHbin N 49561).

3. PeuentypHble 6GnaHkn dopmbl N 107/y-HI1, usroToBneHHble OO AOHS BCTYNMEHUs B Cuny
HaCTosLLEro Npukasa, MoryT ObITb Mcnonb3oBaHbl A0 1 mapTta 2023 roga.

4. HacTtoswwmi npukas BcTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet o 1 mapta 2028 r.

MuHncTp
M.A.MYPALLKO

MpunoxeHne N 1

K npukady MnHUcTepcTBa 30paBoOXpPaHEHNS
Poccuiickon degepanmm

oT 24 HosA6ps 2021 r. N 1094H

NOPAOOK HABHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wme nonoxeHus

1. HasHayeHue nekapCcTBEHHbIX MpenapaTtoB A MEeOUUMHCKOTO MpuMeHeHusa (ganee -
rnlekapCTBEHHbIE NpenapaTbl) OCYLLECTBNSAETCS fevyaum BpavyoM, penbalepoM, akyLLepkon B criyvae
BO3/10XXKEHMST HA HUX MOJTHOMOYMIA Jlevallero Bpaya, npy okasaHum MeANLMHCKON NOMOLLIN B MEANLIMHCKMX
opraHm3auuax <1>, B MOpsiAKke, YCTAHOBMEHHOM npuka3oM MuHUCTepcTBa 34paBOOXPaHEHVS U
coumanbHoro passutust Poccuickon ®@egepaumm ot 23 mapta 2012 r. N 2521 "O6 yTtBepxaeHuu Nopsaaka
BO3MOXEHMS Ha denbfllepa, akyLepKy pyKOBOAWUTENEM MELMLMHCKON OpraHu3auuu npu opraHusaumu
oKasaHus NepBUYHON MeNKO-CaHUTaPHOW NMOMOLLU U CKOPOW MeMULIMHCKON MOMOLLM OTAENbHbLIX (PYHKUNIA
rflevailero Bpaya MO HEMOCPEACTBEHHOMY OKa3aHW MEOULMHCKOM MOMOLUM NauMeHTy B nepuog
HabnoOeHNs1 32 HUM U €ro JfieYeHusl, B TOM YMCre MO Has3HaYeHUK U MPUMEHEHUIO JIEKAapPCTBEHHbIX
npenapaToB, BKMOYasi HapKOTMYECKME JEeKapCTBEHHble MnpenapaTtbl U MCUXOTPOMHbIE NEeKapCTBEHHbIe
npenapatbl" <2>, WHOMBMAYaNbHbIMW NPEANPUHMMATENSAMK, OCYLLECTBASIOWMMUA  MEAULMHCKYHO
OesaTenbHOCTb (aanee - MeanuMHCKNe paboTHUKN).

<1> lMyHkT 11 cTaTbn 2 ®egepanbHoro 3akoHa ot 21 HoA6psa 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl



3p0poBbs rpaxaaH B Poccuiickon depepaummn” (CobpaHne 3akoHogaTensctBa Poccuiickon Pepepaumm,
2011, N 48, cT. 6724, 2019, N 52, c1. 7796) (nanee - ®egepanbHbiii 3akoH N 323-D3).

<2> 3BapeructpypoBaH MuHucTepcTBoM toctuumm Poccuickon ®Penepaumn 28 anpens 2012 r.,
pernctpaumoHHbin N 23971 ¢ nsmMeHeHusMU, BHECEHHbIMU NpuKa3oM MUHUCTepCTBa 34paBoOOXpaHEeHUs
Poccunckon ®enepaummn ot 31 oktsabps 2017 r. N 882H (3apeructpmpoBaH MWHUCTEPCTBOM HOCTULNM
Poccuickon ®enepaumnm 9 aHeapsa 2018 r., peructpaunoHHbin N 49561).

MeavUMHCKMIA paboTHUK, OMOPMMBLUUIA PELENT C HapyleHWEM HacTOSILLEero rnopsaka, Wnm
pyKoBOAMTENb  MEOULMHCKOW opraHuMsaumu obecneyvBaloT  CBOEBPEMEHHOE NepeodopMIleEHNe
Tpebyemoro Ans nauueHTa peenTa.

2. CBegeHna O HasHa4YeHHOM NleKkapCTBeHHOM npenaparte (HaVIMeHOBaHI/Ie NekapCTBeHHOro
npenapara, O403MPOBKa, cnocob BBeAEeHNA N NMPpUMEHEHUA, pexnMm O03npoBaHUA, NPOAOIIKUTENTIbHOCTb
ne4yeHust 1 0OOCHOBaHME Ha3HaYeHUs! lekapCTBeHHOro npenapaTa) BHOCATCA MeaAULUNHCKUM paGOTHMKOM
B MeONLMNHCKYIO OKYMEHTaUNIO NalmneHTa.

B cny4yasx, ykasaHHbix B nyHktax 8 — 11 Hacrtosiwero [lopsigka, MeOUUMHCKUA paboTHUK,
Ha3HaYMBLLWIN NEeKapCTBEHHbIN nNpenapaT, ohopMIseT Ha3HayYeHne NekapCTBEHHbIX NpenapaTos, B TOM
yucne noanexawiux WU3roTOBMEHUIO M OTMYCKY anTeYHbIMW OpraHu3auuamun (ganee - nexkapcTBeHHble
npenapaTbl UHANBUAYANbHOIO U3roTOBIEHUS), HAa peLenTypHOM GraHke, ohOpMIeHHOM Ha OymaXkHOM
HOocuTene 3a CBOEW NoANUCLIO (4anee - peuent Ha BymaxkHOM HocuTene), n (Mnn) ¢ cornacusa naymeHTa
UNn ero 3aKoHHOro npefcraBuTens <3> Ha peuenTtypHoM 6raHke B hopme SMEeKTPOHHOro LOKYMEHTA C
NCNOSb30BaHUEM YCUITEHHOW KBanuULMPOBAHHON 3MNEKTPOHHOW MNoANUCU MEeAULMHCKOro paboTHUKa
(oanee - peuenT B OpMeE SMNEKTPOHHOrO AOKYMEHTA).

<3> TlyHkt 2 cratbu 20 PepepanbHoro 3akoHa N 323-03 (CobpaHve 3akoHogaTenbCTBa
Poccuiickon ®epepaummn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

PeuenT B doopme anekTpoOHHOro 4OKyMeHTa, codepKalyuii HasHa4YeHne HapKoTUYEeCKNX CPEeACTB Unu
MCUXOTPOMHBLIX BELLEeCTB, NOAMMUCbIBAETCA C  MCMOMb30BaHUEM YCUMEHHOW KBanvduumMpoBaHHON
3NEKTPOHHOW NoAnuncy nedallero Bpada unu denbpllepa, akylepk, Ha KOTOPbIX BO3MOXeHbl (pyHKLMK
nevallero Bpada, 1 COOTBETCTBYIOLLIEN MEONLMHCKOW OpraHusaumm <4>.

<4> MNyHkT 1 cTtatbm 26 PenepanbHoro 3akoHa oT 8 aHBaps 1998 r. N 3-®3 "O HapkoTuyeckux
cpeacTBax M NCMXOTPonHbIX BellecTBax" (CobpaHune 3akoHopatenbcTBa Poccuiickon ®eaepaumm, 1998,
N 2, cT. 219, 2017, N 31, cT. 4791) (nanee - PegepanbHbint 3akoH N 3-O3).

OdopmneHre peuenToB B (hOpMe 3NEKTPOHHbIX JOKYMEHTOB OCYLLIECTBNAETCSA B Cryyae NpuHATUS
YNOMHOMOY€EHHBIM OpraHOM MCMONHUTENBHONM BNacTu cybbekta Poccunckon degepaumm B COOTBETCTBUN
C nyHktom 4 ctatbum 6 ®degepanpHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapCcTBeHHbIX cpencTB" <5> peweHuda o6 ucnonb3oBaHWM Ha Tepputopum cybbekta Poccumnckon
depepaumm Hapsgy C peuenTamMym Ha fekapCTBeHHble npenapartbl, OOPMIEHHbIMU Ha BGymMakHOM
HocuTene, peuenToB Ha INeKapCTBEHHble npenapatbl, CHOPMUPOBaHHbIX B (POpME 3MEKTPOHHbIX
OOKYMEHTOB.

<5> CobpaHune 3akoHogaTenbcTBa Poccuiickon ®enepaumm, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. lpu BbINUCKE nNauueHTa u3 MEeOUUUHCKOW opraHuv3auuu, B KOTOpPOW eMy OkasbiBanacb
MEOMWUUHCKAas MOMOLLb B CTauUMOHAPHbIX YCIMOBMSX, MpU HEOOBXOOUMOCTU NPOAOIMKEHUS npuemMa
NlekapCTBEHHOrO npenaparta B aMmOynaTopHbIX YCOBUSX JaHHOMY MaLMeHTY MO PELUEHUI0 PyKOBOAUTENS
MEOMLUHCKON OpraHu3aLmm Ha3HavaTcst ¢ opopMieHnemM peuenTta B hOpMe 3MEKTPOHHOIO AOKYMEHTa
n (unu) Ha OymaxHOM HocuTerne (3a WCKMYEHMEM OQOPMIIEHNS PELIENTOB Ha J1eKapCTBEHHbIE
npenapaTtbl, NOAMEXalmne OTnycky OecnnaTtHO MM CO CKMakow) nMmbo BblgaroTcs (MaumeHTy unm ero
3aKOHHOMY NPEeACTaBUTENO) OAHOBPEMEHHO C BbIMUCKOW W3 umcTopun 6GOMNEesHn neKkapCcTBEHHbIE
npenapaTbl, B TOM 4YMCle HapKOTUYECKME U MCUXOTPOMHbIE NEKAapCTBEHHbLIE Mpenapartbl, BHECEHHLIE B
cnmcku |l n 1l nepeyHss HAPKOTMYECKUX CPEACTB, MCUXOTPOINHbIX BELLLECTB M NX NPEKYPCOPOB, MOAMEXALLMX



kKoHTponto B Poccuiickon denepaumun, yteepxaeHHoro NpasutensctBoM Poccuickon denepauun <6>
(nanee - MNepeyeHb), CUNBHOAENCTBYIOLLME NEKAPCTBEHHbIE NpenapaThbl, Ha CPOK NpYemMa nauMeHToM 40
5 gHen.

<6> MyHKT 2 cTatbn 2 ®enepanbHoro 3akoHa N 3-O3 (CobpaHune 3akoHopaTenbcTBa Poccuiickon
®epepaumn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHayeHuWe nekapCcTBEHHbIX NpenapaToB Npy okasaHUn MEAULMHCKOW NOMOLLM B CTALMOHAPHbIX
YCNOBUAX  MOXET  OCYLLEeCTBNATbCA  NocpeactBoM  TpeboBaHu  MeOQMUMHCKOM — opraHu3auuu,
HanpasrseMbIX B anTeYHble opraHnsauun, SBNSWNecs CTPYKTYPHbIMU NogpasaeneHusamMmmn MeauLMHCKON
opraHusaumu. <7>

<7> lMyHkT 54 ctatbn 4 ®epepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 ob6patlLeHum
nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogaTenbcTBa Poccuickon Pegepaunm, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (ganee - ®egepanbHbin 3akoH N 61-93).

5. HasHayeHWe nekapCTBEHHbIX MNPenapaToB OCYLLECTBMASETCA MEeAULMHCKUM pabOTHMKOM Mo
MeXayHapooHOMY HenaTeHTOBaHHOMY HauMeHOBaHWo, a NMpu ero OTCYTCTBUU - TPYNMUPOBOYHOMY UMN
XUMNU4eCKOMY HauMeHOBaHUIO. B chny4dyae OTCyTCTBMA MexayHapoaHOoro HenateHToBaHHOro HaMMeHoBaHUA
N rpynnuMpPOBOYHOrO WM XMMUYECKOrO HaUMEHOBaHMS FEKapCTBEHHOro npenaparta feKapCTBEHHbIN
npenapar Ha3Ha4dYaeTcd MeaUUUHCKUM pa6OTHVIKOM no TOproBoMy HaMMeHOBaHUIO. |_|pl/l Hannymmn
MeanUUNHCKUX nokasaHumn (I/IH,CI.VIBI/I,EI.yaJ'IbHaﬂ HenepeHoCMMOCTb, MO XN3HEHHbIM I'IOKa3aHI/I$|M) no peLweHnto
BpayebHOM KOMUCCUM MEAULMHCKOM OpraHm3auum <8> ocyLlecTBNsAeTCA HasHavyeHue u odopmneHune
Ha3Ha4vyeHna neKapCTBEHHbIX MnpenapatoB, He BXOoAAWWX B CTaHOapTbl MGLI,I/ILI,I/IHCKOVI nomMoLuun,
pa3paboTaHHble B COOTBETCTBMM C NMyHKTOM 14 ctatbun 37 ®enepanbHoro 3akoHa N 323-93 <9>, nnun He
NpPeayCMOTPEHHbLIX ~ COOTBETCTBYIOLLEA  KIMHUYECKOW  pekomeHgaumen, nubo no  TOProBbiM
HanmveHoBaHuAM. PelieHne BpaydebHOM KOMMCCUM MEAWMLMHCKOMW opraHuM3auumnm (UKCMpYeTCs B
MEANLMHCKON AOKYMEHTaLMM NauneHTa 1 B XXypHarne BpavyebHoOn KoMUccuum.

<8> lMpuka3z MuHMcTEpCTBa 34paBOOXpaHEHUS U coumanbHoro passutus Poccuinckon deaepaumm
oT 5 maa 2012 r. N 502H "O6 yTBepxaeHUn nopsiaka cos3gaHnst U AeAaTeNbHOCTN BpayebHOM KOMUCCUm
MEANLMHCKON opraHm3auun” (3apermctpmpoBaH MuHucTepcTBoM tocTuumm Poccuickon depepauumn 9
nmoHa 2012 r., permctpauunoHHbin N 24516) ¢ M3MeHeHMsIMW, BHECEHHbIMM NpukazoM MuHUCTepcTBa
3gpaBooxpaHeHns Poccuiickon ®epepaumm ot 2 pgekabpsa 2013 r. N 886H (3apernctpupoBaH
MwuHuncTepcTBoM toctuumumn Poccuniickon ®epepaumm 23 gekabps 2013 r., pernctpaumoHHbii N 30714).

<9> CobpaHue 3akoHogaTenbcTea Poccunckon ®egepaunn, 2011, N 48, cT. 6724.

Ecnu npu okasaHuM naumMeHTy MeOMLMHCKOA MOMOLM B MEOMUMHCKOW opraHusauumM B
CTaUMOHapPHbIX YCIOBUAX MO peELUeHnto BpayebHOM KOMWUCCMM  OCYLLECTBMSIOTCA HasHayYeHue W
NPUMEHEHME NEKAPCTBEHHOIO Mnpenaparta ¢ KOHKPETHbIM TOProBbiIM HauMeHOBAHMEM, TO MPU OKa3aHWK
OaHHOMY NauneHTy MEANLMHCKOM MOMOLLIM B MHOW MEOULIMHCKOWM opraH13auun B CTalMoHapHbIX YCNOBUSIX,
a Takke B aMOynaTopHbIX YCIOBUSAX OCYLLECTBISIETCS HAa3HAaYeHe eMy NIEKapCTBEHHOTO npenapara ¢ Tem
)K€ TOpProBbIM HaMMeHoBaHnem <10>,

<10> TNyHkT 2 noctaHoBnenus lNpasutensctBa Poccuiickon ®epepaumm ot 30.06.2020 N 965 "O
BHECEHUM M3MeHeHuI B lNMpaBuna opmMUpoBaHMS NepPeYHs NEKapCTBEHHbIX CPEACTB, 3aKynka KOTOpbIX
OCYLLIECTBNSETCA B COOTBETCTBMU C UX TOPrOBbIMU HaUMEHOBAHMSAMU, Y O NMPUMEHEHNN NTEKAPCTBEHHbIX
npenapaToB C KOHKPETHBIMWU TOProBbIMU HaumeHoBaHuaMK" (CobpaHne 3akoHogaTtenscTBa Poccunckon
®epepaumm, 2020, N 28, cT. 4422).

6. HasHauyeHve nekapcTBEHHOro npenaparta B peLente Ha OyMaXkHOM HocuTene wnu peuenTe B
dopme 3nEeKTpoOHHOTo AOKyMeHTa odopMNsieTca Ha WMMS nauueHTa, Ons KOTOporo npedHasHadeH
NeKapcTBEHHbIN npenapar.

PeuenTt Ha GymaxxHOM HocuTene, odhOpMIIEHHbIM Ha peuenTypHoMm GnaHke cdopm N 107/y-HIM, N



107-1/y, N 148-1/y-88, N 148-1/y-04(n) , yTBEpXAEHHbIX HACTOSALLMM MPUKA30M, MOXET ObITb NOMyYeH
nauueHToOM, ero 3akOHHbIM NpeacTaBUTENEM MMM NULOM, MMeLWwuM oPOPMITEHHY0 B COOTBETCTBUM C
rpaxxgaHckuM 3akoHogatenbcTBoM Poccuiickon ®depepauum [OBEPEeHHOCTb OT MauMeHTa Ha npaBo
nornyyYeHus Takoro peuenTa (aarnee - ynonHOMOYeHHOe nuLo).

MpencraBneHne ooBepeHHOCTM He TpebyeTcs B cnyvae MornyyYeHus peuenta Ha NeKkapCTBEHHbIN
npenapar Ans uHkypabenbHoro 60nbHOro Ha 3aBepLuatoLLLeM 3Tane ero XnsHM JTIMLOM, OCYLLLECTBIALLNM
yXo4 3a TakuMm WHKypabenbHbiM OonbHbIM. B Takom crnyvae meguumHCKui pabOTHUK BblgaeT nuuy,
OCYLLECTBNSIIOLLEMY YXOf, 33 MHKypabenbHbIM G0nbHbIM, AOKYMEHT, NOATBEPXAAOWMNA NHKypabenbHoe
COCTOsiHMe OGOonbHOro, coaepXalui CBeAeHWss O nuue, koTopoe OyaeT nonyvaTb JeKapCTBEHHblE
npenapatbl No peuenTy (hamunus, NMs, 0TY4eCTBO (MOCreaHee - NPU Hanu4uu), Bua, cepus U (Unu) Homep
OOKYMeHTa, YAOCTOBEPSIOLLEro fIMYHOCTL), 3aBEPEHHbIN NOAMUCHI0 U NeYaTbio JaHHOro MeAULMHCKOro
paboTHUKa, a Takke NneYaTbio MeAULIMHCKOW OpraHM3aLmu.

[okyMeHT, noaTeBepXaaloWwuin uHKypabenbHoe cocTosiHMe 60MnbHOro, OCTaeTca B anTeyHoi
opraHusaumm.

Peuent B bopMe 3MneKTPOHHOro LOKyMeHTa hopMUpyeTcsa C MUCMONb30BaHMEM roCyAapCTBEHHON
MHOPMaLMOHHOM cucTembl B cdepe 34paBoOxpaHeHusi cybbekta Poccuiickon  ®depepaunn,
MeANLNHCKON MHPOPMALMOHHON CUCTEMBI MEOULMHCKOW opraHusaumnn <11>,

<11> Cratem 91 n 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHvne 3akoHoaaTenbCTBa
Poccurickon ®egepaumm, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT BblgauM peuenTa Ha JeKapCTBEHHbIN npenapaT 3akOHHOMY MPEeACTaBUTEND  WIU
YNOMHOMOYEHHOMY NULYY DUKCUPYETCS B MEQULIMHCKON AOKYMEHTaUMN naumeHTa.

7. MeguumHckum paboTHUKaM 3anpelyaeTcss opopMIsTe pelenTbl NpyM OTCYTCTBMM Y MauMeHTa
MEAMLMHCKUX MOKa3aHWi; Ha He3aperMcTpvpoBaHHble JlekapCTBeHHble npenapatbl <12>; Ha
nekapcTBEHHble Mpenapatbl, KOTOpble B COOTBETCTBUM C UHCTPYKLMEN MO MEAVLMHCKOMY MPYMEHEHMIO
npeaHasHaveHbl Ans TPUMEHeHVs! TONbKO B MEAMUMHCKUX OpraHun3aLusix; Ha HapKoTUYecK1e CpeacTea u
MCMXOTPOmHbIe BellecTBa, BHeceHHble B cnucok |l [lepeyHsi, 3aperucTpupoBaHHble B KadecTBe
NeKapCTBEHHbIX NMpenapaTtos, B LeNsSX NpUMeHeHUs1 ANs eYeHnst HapkoMaHuu.

<12> PeweHune CoseTa EBpasunckon akoHommu4yeckon komuccum ot 3 Hosbpsa 2016 r. N 78 "O
MpaBunax perncTpaumMm KN SKCMEPTU3bl JTEKAPCTBEHHbIX CPeACTB AN MEAMUMHCKOro npuMeHeHus"
(odbmumanbHbIV canT EBpasninckoro akoHoMmn4eckoro cotosa http://www.eaeunion.org/, 21 Hos6psa 2016 r.).
Cratbs 13 ®egepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHogatenbcTBa Poccunckon Pegepauun, 2010,
N 16, cT. 1815; 2020, N 14, ct. 2028).

ViHaMBmnayaneHbIM  NpegnpuHMMaTensaM,  OCYLUECTBASOWMM  MEOUUMHCKYID  OesTeNbHOCTb,
OOMONMHUTENbHO K TpeboBaHWsM, ykaszaHHbIM B ab3aue nepBOM HacCTOSLLEro MyHKTa, 3anpellaeTcs
0hOpMNATb peLenTbl HA HAPKOTMYECKNE CPEACTBA M NCUXOTPONHbIE BELLECTBA, BHECEHHbIE B CNNCKM |l 1
Il NepeyHs (manee - HaApKOTMYECKME WM MCUMXOTPOMHbIE JeKapCTBEHHbIE mnpenapatbl crnmckos Il v il
Mepeyns).

8. Mpy HasHayYeHUM HapPKOTUYECKMX W MCUXOTPOMHBLIX JEKAPCTBEHHLIX MpenapaTtoB cnwucka |l
MepeyHs, 3a UCKIMOYEHMEM FEKAPCTBEHHbLIX MPEenapaToB B BMAE TPaHCAEPMarbHbIX TepaneBTUYECKMX
CUCTEM W INEKapCTBEHHbLIX MpenapaToB, COAEpPXKalMX HapPKOTMYECKOe CpeacTBO B COYETAHUM C
AHTarOHNCTOM OMUOMAHbLIX PELIENTOPOB, peuenTbl Ha OymMaxHOM HocuTene odopMnsaiTCs Ha
peuenTypHoM 6naHke coopmbl N 107/y-HIT.

9. PeuentypHbin 6nark popmbl N 148-1/y-88 odopmnsaeTca npu HasHa4YeHUM:

1) HapKOTUYECKMX W MCUXOTPOMHBLIX JIEKAapCTBEHHbIX npenapatoB cnucka |l lMepeyHa B Buae
TpaHcaepMarbHbIX TEpPaneBTUYECKMX CUCTEM, HAPKOTUYECKMX FEKapCTBEHHbIX NpenapatoB crnucka |l
MepeyHs, cogepxallmx HapKOTUYECKOE CPeaCcTBO B COMETAHMUN C aHTAaroHMCTOM ONMMOUAHbBIX PELIENTOPOB,
NCUXOTPOMHbIX JIEKAPCTBEHHbLIX NpenapaToB cnucka Il Nepeyns;

2) KOMBVHMPOBAaHHbIX JTEKAPCTBEHHBIX NPernapaToB, CoaepKaLLnX:



a) KOOEeWH UIK ero conu (B NepecyeTe Ha YMCTOe BELLLECTBO) B konnyecTtse 40 20 Mr BKIIOYMTENBHO
(Ha 1 o3y TBepAoW NekapCcTBEHHOM hopMbl) UK B Konmdectee Ao 200 Mr BkntountensHo (Ha 100 mn nnu
100 r )XMgKow nekapcTBEHHON hopMbl AN BHYTPEHHETO NPUMEHEHMS);

0) nceBoadhenprHa rmapoxnopua B konuyectse, npesbiwatowem 30 Mr, n go 60 Mr BKIIOYUTENBHO
(Ha 1 po3y TBepAON NekapcTBEHHOW OPMbI);

B) nceBgoadeapuHa ruapoxnopu B konvdectse, npesbiwatowem 30 Mr, n 4o 60 Mr BKMIOYUTENLHO
B COYeTaHuM ¢ AeKcTpoMmeTopdaHoM ruapobpomMmuaom B Konnyectse, npesbiwatowiem 10 mr, u go 30 mr
BKITIOYUTENBHO (Ha 1 403y TBEPOON NekapCTBEHHON hopMbl);

r) oekctpomeTopdaHa rmapobpomug B konuuectse Ao 200 Mr BkntountensHo (Ha 100 mn nnm 100 r
XUOKOWN NekapCcTBEHHON POpMbl AN BHYTPEHHEro NPUMEHEHUS);

4) acbeapuHa rugpoxnopua B konuyectse, npesbiwatoem 100 mr, n go 300 Mr BKNHOYUTENBLHO (Ha
100 mn unu 100 r Xnakon nekapCcTBEHHON (POpMbI AN BHYTPEHHErO NPUMEHEHUS);

e) adegpuHa rugpoxnopug B konmdectBe o0 50 mr BknwouuTenbHo (Ha 1 go3y TBepaon
nekapcTBeHHON hopMbl);

X) beHmnnponaHonamMmmH B KonNnyecTee 40 75 Mr BKNIOUMTENBHO (Ha 1 403y TBEPLOM NeKapCTBEHHOM
dopmbl) unn go 300 mr srknouutensHo (Ha 100 mn unu 100 r xmnakon nekapcTBeHHOM OpMbl Ans
BHYTPEHHErO NPUMEHEHMS);

3) peHoBapbuTan B KoNU4ecTBe A0 15 Mr BKNIOYUTENBHO B COMETAHMM C KOGEVUHOM (UM €ro Consamm)
He3aBUCKMMO OT konumdecTBa (Ha 1 403y TBEPAOM NeKapCTBEHHON hOPMbI);

n) ceHobapbutan B konuyectBe A0 20 Mr BKMOYMTENBHO B COYeTaHMU C  3deapuHOM
rMOpoxropMAOM HE3aBUCMMO OT Konmn4yecTBa (Ha 1 0o3y TBEpAOWN NekapCTBEHHOW hopMbl);

K) Xxrnopanasenokcug B konvyecTtse, npesbiwatowem 10 mr, u go 20 Mr BknounTenbHo (Ha 1 gosy
TBEPOON NnekapCTBEHHOM hopmbl);

3) neKkapCTBEHHbIX MpenapaTtoB WHAMBMAYANbHOrO W3rOTOBMEHUS, COOEPXALMX HapKOoTU4ecKoe
CPEeACTBO MM NCUXOTPONHoe BellecTBo cnucka |l MepeyHs, n gpyrme dapmakonormdeckme akTMBHbIE
BELLIeCTBA B J03€, HE MPEBbILIAIOLLEN BbICLLYIO pa3oByto A03Y, U NPU YCIOBUM, YTO STOT KOMOVMHNPOBAHHbIN
neKapCTBEHHbIN NpenapaTt He ABMNSETCS HAPKOTUYECKUM WITU NMCUXOTPOMHBLIM NTIEKAPCTBEHHBLIM NpenapaTom
cnucka |l MNepeyns;

4) nekapCTBEHHbIX MpenapaToB, BK/OYEHHbIX B MNEpPeYeHb JIeKapCTBEHHbIX CPeacTs  Ans
MEeOMLIMHCKOrO MPUMEHEHMS, NMOAEXALLNX NPeaMETHO-KONMYECTBEHHOMY Y4eTY (Aanee - NekapCTBEHHbIE
npenapaTbl, BKIIOYEHHbIE B NepeyeHb MKY) <13>,

<13> MoanyHkT 5.2.171(1) nyHkTa 5 noctaHoBneHus MNpasutensctea Poccurickon Pegepaumm ot
19.06.2012 N 608 "O6 yTtBepxaeHun [MonoxeHns o MuHWCTEpPCTBE 3ApaBoOXpaHeHus Poccuiickomn
depepaumn” (ganee - lMonoxenne o MwuHuctepctBe) (CobpaHue 3akoHogaTenbcTBa Poccuickon
denepaumn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

10. PeuenTypHbin 6naHk dopmbl N 148-1/y-04(11) odhopmnsieTcss Npy HasHaYEeHUW NEKapCTBEHHbIX
npenapaTtoB rpaxgaHaM, MMerL MM NpaBo Ha 6ecnnaTHoe NoryyYeHue NeKkapcTBEHHbIX NpenapaToB Unm
norfyyYeHne NekapCcTBEHHbIX NpenapaToB CO CKUOKOMN.

11. PeuenTypHbin 6nank popmbl N 107-1/y odhopmnsaeTcs npu HasHa4YeHUK:
1) nekapCTBEHHbIX MpenapaToB, He yKa3aHHbIX B NyHKTax 8, 9 HacToswero Nopsaaka;
2) KOMOUHMPOBAHHBIX NTEKAPCTBEHHbIX MpenapaToB, coaepKaLuux:

a) 9protamuHa rMapoTapTpaT B KonudecTBe A0 5 Mr BknwouutenbHo (Ha 1 gosy TBepaou
nlekapCTBEHHON hopMbl);

0) acegpviHa rugpoxnopug B konudectee Ao 100 mr BkntounteneHo (Ha 100 mn nnm 100 r xmgkon
nekapCTBEHHON hOpMbl ANSA BHYTPEHHETO NPUMEHEHNS);



B) nceenoadbenpuHa rugpoxnopug B Konvdectee, He npesbiwatowem 30 mr (Ha 1 o3y TBepaon
neKkapCTBEHHON hopMbl);

r) nceBgoadpedpvHa rMOpPOXNOpUA B KonuyecTBe, He npeBbiwatowem 30 Mmr, B codeTaHum C
OekcTpomeTopdaHoM rMgpobpommnaom B KonmnyecTee, npesbiwatowem 10 mr, u go 30 Mr BKITOYUTENBHO
(Ha 1 po3y TBepAON NekapcTBEHHOM hOPMbI);

0) AekcTtpomeTtopcdaHa ruapobpomug B KonumyectBe, npesbiwatowem 10 mr, n go 30 wmr
BKITIOYUTENBHO (Ha 1 403y TBEPOON NekapCTBEHHON hopMbl);

e) beHobapbuTan B konuyectse, npesbiwatowem 20 mr, 1 go 50 mr BknouuTensHo (Ha 1 go3y
TBEPAON NeKapcTBEHHOW hOPMbl);

X) peHobGapbuTtan B konmdyectBe A0 20 Mr BKMOYMTENBHO B COMETAHUM C 3ProTaMUHOM
rmMapoTapTpaToM He3aBUCUMO OT KonmyecTsa (Ha 1 Ao3y TBepAon nekapcTBeHHOM hopMbl);

3) xnopaunasenokcug B konudectse Ao 10 Mr BkNOYMTENBHO (Ha 1 OO3y TBEPAOMW NeKapCTBEHHOM
hopMbl).

12. Tpwn Ha3HayYeHUn NekapcTBEHHOro npenaparta UHAMBUAYaNbHOrO U3rOTOBNEHUA B peLenTe Ha
GymaxHoM HocuTene u (Unu) peuente B OpMe 3NEKTPOHHOTO JOKYMEHTA HAaMMEHOBaHUS NTEKapCTBEHHbIX
cpeacTB (BeLlecTB), BKMHOYEHHbIX B nepedeHb [1KY, ykasbiBaloTca B Havane peuenta, 3aTem - BCe
OCTallbHble MHIpeaneHThI.

13. lMNpn HasHayeHUM nNekapCTBEHHOro npenapata B peuente Ha GymaxHom HocuTene u (unum)
peuente B hOpMe SMEKTPOHHOrO OOKYMEHTa 3arnpellaeTcsl MnpeBblllaTb KONMYECTBO HapKOTUYECKUX
CpeacTB UMM NCUXOTPONHbIX BELLECTB, KOTOPOE MOXET ObiTb BbIMMCAHO B OAHOM peLenTe, yCTaHOBNEHHOE
npunoxennem N 1 k HacToswemy opsaky, 3a UCKNIOYEHNEM CriyyaeB, YKasaHHbIX B MyHkTax 15 n 24
HacTosdwero MNopsigka.

14. lpu Ha3Ha4YeHUN NEKapCTBEHHLIX NMpenapaToB, BKMNOYEHHbIX B nepeyeHb [MKY, gosa koTopbix
NPeBbILWAET BbICWIMIA  OAHOKPATHbIA  NpUeM, MeAMUMHCKUA paboTHMK 0603HavaeT [Oo3y JTOoro
NeKapCTBEHHOro npenapata B peuente Ha OymMaxHOM HocuTene nponucbid C MNPOCTaBEHVEM
BOCKNMLATENBbHOIO 3HaKa W (Mnun) NpocTaBnseT BOCKIMUATENbHbIA 3HaK nNpu oopMreHnn peuenTa B
dopme 3NEKTPOHHOTO JOKYMEHTA.

15. KonnyectBo Ha3Ha4eHHbIX NEKApCTBEHHbIX MpenapaTtoB, BKIOYEHHbIX B nepedveHb [MKY, npu
OKa3aHuM naumeHTam, HyX4arLWmMMcs B ONTMTENbHOM NIeYEHNN, NEPBUYHON MEAMKO-CaHUTapPHON NMOMOLLM
1 nannMaTMBHOM MEAULMHCKOA NMOMOLLM MOXET BbITb YBENUYEHO C YYETOM KIMMHUYECKUX PEKOMEHA AL
He Oonee 4Yyem B 2 pas3a MO CPABHEHWIO C KONMUYECTBOM HAPKOTUYECKUX CPEACTB WU MCUXOTPOMHbIX
BELLECTB, KOTOPOE MOXET ObITb BbIMMCAHO B OAHOM peLenTe, YCTAHOBIMEHHbIM npunoxeHnem N 1 K
HacTodAwwemy Mopsaky.

B cny4yasx, npegycMoTpeHHbIX ab3auem nepBbiM HACTOSLLEro MyHKTa, Ha peuenTtax Ha BymMaxHOM
HocuTene npousBoanTca Hagnuck "o cneunanbHOMY HasHaYeHUIO", OTAENbHO 3aBepeHHas MoanuUChio
MeANLMHCKOro paboTHMKa 1 nevaTbio MeguuMHCKON opraHnsaumm "[ns peuentoB”, Ha peuenTax B opme
3NEKTPOHHOro AOKYMeHTa npoussoantca otMmeTka "o cneumanbHOMY HasHadeHuo" ¢ NpocTaBreHnem
YCUNEHHON KBaNnnUUUPOBAHHOW 3N1EKTPOHHOW MOANUCY MEAULIMHCKOrO paboTHMKA.

16. CocTaB nekapCTBEHHOro npenapara, liekapcTBeHHas ¢opma M obpalweHne MeauuuHCKOro
paboTHuka K hapmaueBTuyeckoMmy paboTHUKY OO OTMnycKke fekapCTBEHHOro npenapaTta Ha OymaXHOM
HocuTene odopMAAOTCA Ha NaTUHCKOM UINN PYCCKOM Si3blke B POAUTENbHOM Majexe, 3a UCKMOYEHUEM
0hOpMIEHMS PELIENTOB B (DOPME SNEKTPOHHOMO JOKYMEHTA, OCYLLECTBIISIEMOrO Ha PYCCKOM SI3bIKE.

Mpwn ochbopmneHun peuenTypHbIX 6NaHKOB JOMYCKaeTCA UCMOSb30BaHME COKpPALLLEHUIA (MPUMNOXeHne
N 2 k HacTosweMy Mopsaky).[Mpu HasHaYeHWM NeKapCTBEHHOIO Npenapara He 4OMyCKaeTCsl CoKpalleHne
HaVMEHOBAHWIA UHIPEOMEHTOB, COCTABMNANLLUX NIEKAPCTBEHHbIV Npenapar, He NO3BOMSOLNX YCTaHOBUT,
KaKOM MMEHHO NeKapCTBEHHbIV NpenapaTt Ha3Ha4eH.

17. Cnocob npvMeHeHUs NekapCTBEHHOTO NpernapaTta 0603HaYaeTcs C yka3aHMeM MyTU BBEOEHWS,
[03bl, YaCTOTbl, BPEMEHN MpUemMa OTHOCUTENBbHO cHa (YTPOM, Ha HOYb) U €ro ANUTENbHOCTM, a Ans
NeKapCTBEHHbIX NpenapaToB, B3aMMOAENCTBYHOLWMX C NMULLIEN, - BpEMEHM UX YNOTPEGNEeHNS OTHOCUTENBHO
npuema N (40 edbl, BO BpeMsi efbl, Mocrne efdbl).

18. MNpn Heo6XoOMMOCTM HEMEAIEHHOIO MM CPOYHOrO (B TeYeHMe ABYX paboumx OHeit) oTrycka



NlekapCTBEHHOrO Npenapara naumeHTy B BEPXHEN YacTu peLenTta Ha bymaxKHOM HocuTene NpoCcTaBnsaTCcs
0603Ha4eHus "cito" (cpovHo) unm "statim” (HemegneHHo). AHanormyHble 0603Ha4YEeHUsI NPOCTaBMAKTCA B
BMAE OTMETOK Npu obopMIeHNM peLienTa B hOpMe 3reKTPOHHOTO JOKYMEHTA.

19. Mpn odhopMeHnn HasHa4YeHNsi TOTOBOrO NeKapCTBEHHOro npenapata B peLenTte Ha GyMaXKHOM
HocuTene wnu peuente B (QOPME OMEKTPOHHOrO [AOKYMEHTa KONMMYeCcTBO AEWCTBYIOLLMX BELLECTB
yKasblBaeTcs B COOTBETCTBUM C WHCTPYKUMEN MO MEAULMHCKOMY MPUMEHEHUIO FfEeKapCTBEHHOMO
npenapata. [JonycTMMO ykasblBaTb AO3NPOBKY NeKapCTBEHHbIX NpenapaToB CUCTEMHOrO AeNCTBUSA (Ans
pe3op6TMBHOIO Npuema) B TBEPAbIX NEKAPCTBEHHbIX hopmax (Hanpumep, TabneTkn, NOPOLUKK, Kancyrbl)
Kak cogepXaHue OOHOro WNU HECKONbKUX OEWCTBYIOWMX BELWeCTB B eAuMHULUAax macchbl (B rpammax,
Munnurpammax). Jonyctumo ykasbiBaTb JO3VPOBKY NEeKapCTBEHHbIX NpenapaToB CUCTEMHOMO AENCTBUSA
(ans pe3opObTMBHOrO MPUMEHEHMNS) B XXUAKNX NEKapCTBEHHbIX hopMax (Hanpumep, pacTBOpbl, CyCNeH3nm)
Kak cogepkaHue OAHOrO U HECKONbKNX AEeNCTBYIOLLNX BELLECTB B €AMHMLIAX Macchbl Ha eanHuLy obbema
(Hanpumep, MUNAUrPaMM/MUNUNUTP) C yKkazaHnem obLuero o6beMa nekapcTBEHHON POPMbI.

Mpn odopmneHnn HasHayvyeHus NekapCTBEHHOro npenapata WHAMBUAOYanbHOTO W3roTOBIEHUSA B
peLenTe Ha GyMaXHOM HocuTene unu peuente B (oOpMe 3MEKTPOHHOTO JOKYMEHTA KONMMYECTBO TBEPAbIX
N cbinyunx capmMaueBTUYecknx cybcTaHumi ykasbiBaetcs B rpammax (0,001; 0,5; 1,0), xugkux - B
MUNAUNUTPax, rpammax 1 Kkanmnsix.

20. Peuentbl Ha OymaxHOM Hocutene, B hopMe 3NEKTPOHHOTO AOKyMeHTa, OOPMIEHHbIE Ha
peuentypHoMm 6naHke dopmbl N 148-1/y-88 M npegHasHadeHHble ANA OTNyCKa NeKapCTBEHHbIX
npenapaToB, NPeAyCMOTPEHHbIX nognyHkTammn 1 - 3 nyHkTa 9 Hactoswero lMopsiaka, 4encTBUTENbHBLI B
TeueHue 15 gHen co aHA ohopmMNeHUs.

21. PeuenTtbl Ha GymaxHOM HocuTene, B popme 3MEeKTPOHHOro AOKYMEHTa, OOPMIEHHbIE Ha
peuentypHom OnaHke dopmbl N 148-1/y-04(n) w npeaHasHayeHHble ONs OTNycKa feKapCTBEHHbIX
npenapaToB rpaxgaHam, ykasaHHblM B nyHkTe 10 Hactosdwero Nopsaka, AencTBuTensbHbl B TeveHne 30
OHel co AHS ohopMIIEHNS, 3a UCKIIOYEHNEM CryvaeB 0POPMITEHNS peLienTa B COOTBETCTBMM C MYHKTaMM
38 n 39 HacToswero MNopsigka, Npy KOTOPbIX OH AEACTBUTENEH B TeYeHne 15 aHeln co AHs opopMneHns.

22. PeuenTtbl Ha GymakHOM HocuTene, B popMe 3MEKTPOHHOro AOKYMEHTa, OOPMIIEHHbIE Ha
peuentypHom OnaHke dopmbl N 148-1/y-04(n1) v npegHasHayeHHble ANs OTNycKa JeKapCTBEHHbIX
npenapaTtoB rpaxgaHam, OOCTUIUUM MEHCUOHHOrO BO3pacTa, MHBanuaam MepBoW rpynnbl, OETAM-
MHBanuaam, a TaKke TrpaxaaHaM, CTpajalolMM XpOoHWYeckuMy 3aboneBaHusiMu, Tpebyrowmmm
ONUTENbHOrO KYpPCOBOrO NeuveHus, AeUcTBuTeNbHbl B TedyeHne 90 gHenm co aHsa odopMieHus, 3a
UCKITIOMEHNEM CnydaeB, ykasaHHbIX B nNyHkTax 38 m 39 Hactoswero [lopsgka, nNpy KOTOPbIX OH
nencteuteneH B TeveHme 15 gHen co gHA opopMIieHus.

Ons neyeHuss XpPOHWMYECKMX 3abONeBaHU YKa3aHHbIM KaTeropusiM rpaxgaH JekapCTBEHHbIE
npenapatbl ¢ 0POPMIEHNEM PELENTOB Ha BymaxHOM HocuTene unn peuentoB B hopMe 3MEKTPOHHOro
OOKyMeHTa MOryT Ha3Ha4yaTbCsl Ha Kypc neyenunst oo 180 gHen.

23. Peuentbl Ha BymaxHOM HocuTene, B hOpMe 3MEKTPOHHOIO OOKYMEHTa, OOPMIIEHHbIE Ha
peuenTtypHoM 6nanke dopmbl N 107-1/y n npegHasHavyeHHble ANs OTNyCcKa NekapCTBEHHbIX NpenapaTos,
NpegycMOTPEHHbIX NyHKTOM 11 HacTtodwero lopsigka, AencTBuTenbHbl B TedeHne 60 gHen co AHs
ochopmeHus.

Mpn Ha3Ha4YeHWM TrOTOBbIX JIEKAPCTBEHHbIX MNPEenapaTtoB W JEKapCTBEHHbIX NpenapaToB
WHAMBMOYANbHOMO W3roTOBMEHNA NauMeHTam C 3aboneBaHusiMu, TPeOyHLWMMN ANUTENBHOTO KYPCOBOTO
neyeHusi, ¢ opopMrieHnemM Ha peuentypHom 6nanke dopmbl N 107-1/y peuenta Ha GymaykHOM HocuTene
nnn B opMe 3NEKTPOHHOTO AOKYMEHTA YCTaHaBNMBAETCA CPOK AENCTBMS peLienTa B npeaenax 4o 04HOro
roga.

B cnyyae ycrtaHOBNeHMs cpoka AEWCTBUS pelenTa B npedenax O OOHOro roga B peuente
npou3BogmnTca Hagnucb: "lMo cneumanbHOMY HasHadeHuK", ob6o3HavaeTcs CpPOoK AEWCTBUSA peuenTa u
NepruoanYHOCTb OTMYCKA fIeKapCTBEHHbIX MpenapaToB U3 anTeYHOW OpraHm3auvv Unu MHOUBMAYyanbHbIM
npeanpuHMMaTenem, UMELWMM NIMLEH3NI0 Ha (hbapMaLeBTUYECKYO AeATeNbHOCTb <14> (exeHeaernbHo,
eXEeMECSAYHO U MHble nepuodpbl). JOMONHUTENBHO 3TO yKa3aHue 3aBepsieTCs MOAMUCLI0 MELMULMHCKOro
paboTHMKa, a TakKe neyaTbio MeAULMHCKOW opraHusauun "[ns peuenTtoB" (ons peuenta Ha OyMakHOM
HOCUTENE) UM YCUITEHHON KBanMUUUPOBAHHOW 3MEKTPOHHOW MOAMMCLI0 MEAULMHCKOro paboTHMKa U
nvua, ynorHOMOYEHHOrO 3aBepsiTb LOKYMEHTbl OT MMEHU MEOMUMHCKOW opraHusaumu (ansa peuenta B
dhopMe INEKTPOHHOIO LOKYMEHTA).



<14> TlyHkT 47 yactm 1 crtatbum 12 PepepanvHoro 3akoHa oT 4 mas 2011 r. N 99-63 "O
NVLIEH3NPOBaHUN OTAENbHbLIX BUOOB AesaTenbHocTn" (ganee - ®egepanbHbivi 3akoH N 99-03) (CobpaHue
3akoHopaTtenbcTBa Poccuiickon ®epepaumu, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha nekapcTBeHHble npenapaTbl, BKIOYEHHble B nNepedeHb [KY, ansg nedeHus
NaLneHTOB C XPOHNYECKUMY 3ab0neBaHAMN MOryT ocpopMAsTLCA Ha Kypc nedveHuns go 60 gHen.

B cnyvae, korga Kypc nedexusi coctaensiet 6onee 30 gHew, OONOMHMTENBHO B pelenTax Ha
GymaxHOM HocuTene npoussoautcs Hagnuck "Mo cneunanbHOMY HasHavyeHuo", 3aBepeHHasi NOANUCHO
MeOMUUHCKOro paboTHUKa 1 nevaTblo MeguLMHCKON opraHu3aummn "[ns peuenToB”, Ha pelenTax B oopme
3NEKTPOHHOro AOKYMeHTa npoussoautca otMmeTka "lo cneumanbHOMY HasHadeHuo" ¢ NpocTaBreHvem
YCUNEHHON  KBanUULMPOBAHHON SMEKTPOHHOM NoAMNWCU  MeaWMUMHCKOro paboTHMKa U nuua,
YNONMHOMOYEHHOTIO 3aBEPATb OKYMEHThLI OT MMEHUN MEAULIMHCKON OpraHn3aLmu.

25. Peuent Ha OymaxHOM HocuTerne B (QOpME 3MEKTPOHHOrO OOKYMEHTa, O(OPMIIEHHbIA C
HapyLLeHNeM YCTaHOBIEHHbIX HacTosAWw MM MNopsakom TpeboBaHWIA, CHMTAETCH HEAENCTBUTENbHbIM.

Il. HasHauyeHue JNIeKapCTBeHHbLIX NpenapaTtoB NP OKa3aHUU
MeAULMHCKOM NOMOoLLM B CTauMOHAapPHbIX yCITOBUAX

26. Mpn okazaHUM NaUMEHTY MEOMLMHCKON MOMOLLM B CTaLMOHAPHbIX YCMOBUSAX HasHadeHue
neKkapcTBEHHbIX MNpenapaToB npou3BoauTcs 6e3 odopmneHus peuenta MeguUMHCKUM paboTHMKOM
€[MHOMMNYHO, 3a UCKIMIOYEHNEM CryYaeB, yKasaHHbIX B MyHKTe 27HacTosulero [Nopsaka.

27. CornacoBaHue HasHa4eHusl rekapCTBEHHbIX NpenapaTtoB C 3aBedyloliMM OTAerNeHueM unu
OTBETCTBEHHBLIM AEXYPHbIM Bpa4yoM Nnubo Apyrum NULIOM, YNONTHOMOYEHHBLIM MPUKa3oM FaBHOMO Bpaya
MEAMLMHCKOW OpraHM3aLmu, a Takke, Npu Hanuymnm, ¢ BpayoM - KNMHUYeckum dapmMakoriorom Heobxogumo
B Cryyasix:

1) O4HOBPEMEHHOIO HasHaYeHus NsiTU 1 Goree NeKapCTBEHHbIX NpenapaToB OA4HOMY MaLMEHTY;

2) Ha3Ha4YeHWs1 NEKAPCTBEHHbIX NPenapaToB, He BXOASALLMNX B MEPEYEHb XXU3HEHHO HEODXOAMMbIX U
Ba)XHEMLUMX JeKapCTBEHHbIX npenapaToB <15>, npyu HETUNMUYHOM TeuyeHun 3aboneBaHus, HanmuMuum
OCINOXHEHUA OCHOBHOrO 3aboneBaHuMst M (MNK) COMYTCTBYHOLUMX 3aboneBaHun, MNpyv HasHaA4YeHUM
NeKapCcTBEHHbIX MpenapaToB, OCOOEHHOCTM B3aMMOLEWCTBUSI U COBMECTMMOCTWU KOTOPbIX COrflacHo
WHCTPYKUMSIM MO  MX MPUMEHEHUIO MPUBOAST K CHWKEHWUO 3ddpekTMBHOCTM UM Be3onacHocTu
dhapmakoTepanuu n (UnNKn) co3gatoT NOTEHLMANBHYK OMAaCHOCTL A5 XKM3HU 1 300POBbs NaLMeHTa.

<15> Yacmm 1 crtatbm 60 ®epepanbHoro 3akoHa N 61-®3 (CobpaHve 3akoHogaTenbCTBa
Poccunckon ®egepaumm, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yKkasaHHbIX Crny4yasix HasHauyeHue NEeKapCTBEHHbIX MpenapatoB (UKCUPYETCS B MeaWULMHCKON
AOKYMEHTaUuMn nauvMeHTa W 3aBepseTcsl Moanucbio MeAMUUMHCKOro paboTHMKA W 3aBefyioLlero
oTAeneHnem (OTBETCTBEHHOO AEXKYPHOIo Bpaya WInu Apyroro ynofiHOMOYEHHOro fmua).

28. MeguumHckun pabOTHWK MEAULUMHCKOW oOpraHu3aumm (ee CTPYKTYPHOro noapasgeneHus),
pacrnonOXXEHHON B CENbCKOM HACENeHHOM MyHKTe, OCYLeCTBMASET Ha3Ha4yeHne neKapCTBEHHbIX
npenapaToB B Crny4vasix, ykasaHHbIX B MyHKTax 27 u 29 Hactoswero lNMopagka, eaAnHONNYHo.

29. lNo pelweHno Bpa4yebHON KOMUCCMM NMaUUEHTaM Mpu OKasaHUM MM MeOMLMHCKON MOMOLLU B
CTAUUOHAPHBIX YCMOBUSX Ha3HA4YaloTCHA JeKapCTBEHHblE Mpenapatbl, He BKIOYEHHbIE B MNepeyveHb
XW3HEHHO HEOOXOAMMBIX WM BaXXHEWMLLMX JIEKapCTBEHHbIX MpenapaToB, B Cry4Yyae WX 3aMeHbl M3-3a
WHANBUOYANbHON HENEPEHOCUMOCTH, MO XN3HEHHBLIM MOKA3aHUSIM.

PelueHve BpayebHOI KOMUCCUM (DUKCUPYETCS B MeAULMHCKON OKYMEHTaLuM nauueHTa 1 xxypHane
BpayYeGHON KOMUCCUM.

30. B crnyyasnx obcnenoBaHMs U fieveHus rpaxgaHnHa B CTauMOHApPHbLIX YCIOBUAX B pPaMKax
npenocTtaBiieHna MeanUNHCKUX YCIyr Ha BO3ME3HON OCHOBE 3a CYET JNIUYHbIX cpencTB rpaxaaH, cpeacts
ropnan4ecknx nmu " MHbIX CcpeactB Ha OCHOBaHWMM OOrosopa, B TOM 4ucie gorosopa ,El,06p0B0ﬂbHOF0



MeaOULMHCKOro CTpaxoBaHUsA <16>, eMy MoryT OblTb Ha3Ha4eHbI NeKkapCcTBeHHble npenapatbl, He
BxXogdlmne B nepedyeHb XU3HeHHO HeobXxoaMMbIX U BaXKHEMLLNX JIEKapPCTBEHHbIX NnpenapaTtoB, €Clin Ux
Ha3Ha4yeHne n npumeHeHune o6ycnoaneHo MeaUUNHCKUMU NOoKa3aHNAMN.

<16> lNMocTtaHoBneHue MNpaBuTtenscTBa Poccurickon Penepaumm ot 4 oktabps 2012 r. N 1006 "O6
yTBepxaeHun MNpasun npegoctaBneHns MeaULMHCKUMKW OpraHu3aumamMmn nnaTtHbIX MeguuuHCKuX yenyr"
(CobpaHue 3akoHogaTtenbcTBa Poccurickon ®eaepaumn, 2012, N 41, cT. 5628).

lll. HazHayeHMe nekapcTBEHHbLIX NpenapaToB NPy okasaHUU
nepBUYHOMN MeAUKO-CaHUTAPHOW NOMOLLU, CKOPON MeAULMHCKOMN
noOMoOLM 1 NansiMaTMBHON MeAULUHCKOM NOMOLUUN

31. MNpu okaszaHMM NEPBUYHON MEAWUKO-CaHUTAPHOM MOMOLLUU M ManianaTtuBHOM MeLULIMHCKON
nomoLiM B ambynaTopHbIX YCMOBUSX Ha3HaA4YeHWe JlekapCTBEHHbIX MpernapaToB OCYLLECTBNSETCsS
MeOMLUHCKMM paboTHMKOM B Criydasix TUMUYHOMO TeveHuss 3aboneBaHms naumMeHTa ncxoas n3 TsKecTu u
xapaktepa 3aboneBaHusl.

32. HasHaueHue NNeKapCTBEHHbIX npenapaTtoB No peLleHuto Bpaqe6H0171 KOMUCCUN NpU OKasaHun
I'IepBW-IHOﬁ MeﬂMKO-CGHI/ITapHOIZ nomMoLUn, nannMaTtMBHON MeOULMHCKON nomowmM B aM6ynaTopr|x
ycnoBuax npon3BoanTCA B Criydasax:

1) OQHOBPEMEHHOIO Ha3Ha4YeHUss OOHOMY MauUMEHTY NATU 1 Gonee NekapCTBEHHbIX NpenapaToB B
TEeYEeHMEe O HUX CYTOK UMM CBbILLE AECATU HAaUMEHOBAHUI B TEYEHNE TpuauaTh OHENR;

2) HasHayeHWsi NekapCTBEHHbIX MpenapaToB MPU HETUMWYHOM TeyeHuu 3aboneBaHus, HanuMyuu
OCMOXHEHUA OCHOBHOrO 3abonesBaHuss W (MnM) COMYTCTBYHOLIMX 3abonesaHui, NpW Ha3HayYeHUU
neKkapcTBEHHbIX MpenapaToB, OCODEHHOCTM B3aUMOAEWCTBUSI U COBMECTMMOCTU KOTOPbIX COrfacHo
WHCTPYKLUMSIM MO WX MPUMEHEHUIO NPMBOAOSAT K CHMKEHMIO 3hdeKTMBHOCTM 1 Ge3onacHoCcTU nevyeHus
naumeHTa 1 (Un1) Co3AakT NOTEHLMANBHYIO ONACHOCTb AN XU3HW 1 300POBbS NaLNEHTa;

3) NepBUYHOIO Ha3Ha4YEeHWUsI MALMEHTY HAPKOTUYECKNX U NMCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaToB
crnnckoB Il n Il MMepeyvHs (B cnyyae NpUHATUMS PYKOBOAUTENEM MEOULMHCKOW OpraHuM3auuu peLleHuss o
Heo6XOAMMOCTM COrnacoBaHUs Ha3HaA4YEeHUS Taknx NEKApPCTBEHHLIX NpenapaToB ¢ BpayebHom KoMuccmnen).

33. MNoBTOpHOE Ha3HaYeHNe HAapPKOTUYECKUX U MCUXOTPOMHLIX NIeKapCTBEHHbIX NpenapaToB CMUCKOB
[l v lll Nepeynsa nponssogUTCs MeQULMHCKUM PabOTHUKOM CaMOCTOATENBHO UMW €ANHONMYHO 6e3 yyacTus
BpayebHOM KOMUCCUM NaUMEHTaM C BbIPaXXEHHbIM 60MEBbIM CMHOPOMOM NOGOro reHesa, HapyLleHUEM
CHa, CYOOpPOXHbIMW COCTOSIHUSIMU, TPEBOXHbLIMUM  paccTpoicTBamu, obUsiMKM, NCUXOMOTOPHbLIM
BO30y>KOEeHMEM.

34. lNpu okaszaHMM CKOPOM MEAWMLMHCKOM MOMOLLM JleKapCTBEHHbIE MpenapaTtbl HasHa4awTCs
MEOMLMHCKUM  pabOTHMKOM Bble3gHOW Opuragbl CKOPOM MOMOLUM, MEAWMUMHCKUM  paboTHMKOM
MEOMLIMHCKOM OpraHuMsaumMn npu OKasaHUM MeOMLMHCKOM MOMOLLM rpaxkaaHam npu 3aboreBaHusix,
HecYacTHbIX cry4vasix, TpaBMax, OTPaBEHUsIX U OPYTMX COCTOSIHUSIX, TPEBYIOLLIMX CPOYHOTO MEAULIMHCKOTO
BMelLaTenbCTBa.

IV. HazHa4yeHMe neKkapCTBEeHHbIX NpenapaToB rpaxaaHam,
MMerLWMM NpaBo Ha 6ecnnaTtHoe nosyyYyeHue NneKapcTBEeHHbIX
npenapaTtoB UNu NoJlyYeHne NeKapCTBeHHbIX NpenapaToB
CO CKMAKOMW, NPV OKa3aHUM NEepPBUYHOMN
MeONKO-CaHUTapHOM NOMOLLMU

35. lpwu okaszaHUN NepBUHHON MeaMKO-CaHUTAPHOW NOMOLLN Ha3HaYeHne MeaULUMHCKUM paboTHMKOM
Ha OCHOBE KIMHUYECKNX pekoMeHdauui u C y4eToM CTaHOapToB MeAMUMHCKOM nomowm <17>
neKkapCTBEHHbIX NMpenapaToB, OTNyckaeMbiXx 6ecnnaTHoO UM Co CKMAKON, rpaXkgaHam, MMEIoLLMM NpaBo Ha
obecneyeHne reKkapCcTBEHHbLIMM MpenapaTtaMyM 3a CYeT CcpeactB  OHIKETHbIX  aCCUTHOBaHWUMA
denepanbHoro Owogketa uM GrogpkeToB cyobektoB Poccuiickon ®depgepauun, OCYLLECTBNSETCA Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratbsa 37 PepepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon



depepaumn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5186).

Mpn odopmneHnn peuenta Ha 6GnaHke dopmbl N 148-1/y-04(n) Ha OymMaxHOM HocuTene
ohopMNATCA OBa 3K3EMMnsApa, OAMH U3 KOTOPbIX OCTaeTCsl B anTe4YHOW opraHusauuv, BTOpPOW - B
MeAMLIMHCKON AOKYMEHTaLMN naumeHTa.

36. I'IpaBo Ha3Ha4daTb NeKapCTBEeHHble npenapartbl rpaxgaHam, MMerolw M npaBo Ha becnnatHoe
nony4yeHune nekapCTBeHHbIX npenapaTtoB U nony4vyeHne nekapCrtBeHHbIX npenapaTtoB CO CKMOKOW, Takke
MMEIOT:

1) MeanumMHckne paboTHMKK, paboTatowme B MEOULNHCKOM OpraHn3aLmmn no COBMECTUTENLCTBY (B
npegenax cBoen KoMneTeHLmm);

2) MeauLMHCKME pabOTHUKU CTaLMOHaPHbIX OpraHU3aLuii coLnManbHOro 06CnyX1BaHUs Npy Hanu4um
NMVLEH3UN Ha OCYLLECTBMNEHE MeOULMHCKON AeATenbHocTU <18>, npedycmaTpusalolleit BbiMnoSHeHue
paboT (okasaHue YCnyr) Mo OKa3aHWIo NEpPBUYHON MeOWKO-CaHUTapHOM MOMOLLM B aMBynaTopHbIX
yCNoBUsX (HE3ABNCMMO OT BEJOMCTBEHHOW NPUHAANEXHOCTH);

<18> lMyHKT 46 Yactu 1 ctatbn 12 PegepansHoro 3akoHa N 99-®3 (CobpaHue 3akoHoaaTenbCcTBa
Poccuiickon ®epgepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) mMeaumumHckme pabOoTHUKM MEeLULMHCKMX OpraHvM3auui, OKasbiBaloLWMX MEPBUYHYIO MeOUKO-
CaHWUTapPHYK MOMOLLb, MOABEOOMCTBEHHbIX hedepanbHbIM OpraHam WUCMONHUTENbHOM BRactu WUnu
opraHam McnonHUTenbHoOM Briactu cybbektoB Poccuiickon ®enepauum;

4) wvHOMBMAYyanbHble MNpeanpuHMMaTeny, OCYLLECTBRSALWMNE MEeOULUMHCKYI AeATEeNbHOCTb WU
BKITIOYEHHbIE B PEECTP MeOULMHCKUX OpraHv3auui, OCYLLEeCTBMSIOWMNX OesTenbHocTb B cdepe
006s13aTenbHOr0 MeANLIMHCKOrO CTPaxoBaHus.

37. Npn HasHayeHUM nekapCTBEHHbIX NpenapaToB rpaxgaHam, UMeLWMM npaso Ha GecnnatHoe
noryyYeHne NeKapCTBEHHbIX MpernapaTtoB WM MOMyYeHWe NeKapCTBEHHbIX MpenapaToB CO CKUAKOW, B
peuenTe ykasblBaeTCs Homep TernedoHa, MO KOTOpPOMY paboTHMK anTe4yHoOW oOpraHusauMm npu
HeobX04MMOCTUN MOXET COrnacoBaTh C MEAULMHCKUM pabOTHMKOM 3aMeHy NeKapCTBEHHOrO npenapara.

38. HasHaueHne HapKOTUYECKMX M NCUXOTPOMHbIX NIEKAPCTBEHHLIX NpenapaTtoB cnucka |l Mepeyns
(32 UCKNOYEHMEM NEeKapCTBEHHbIX NpenapaToB B BUAE TpaHCOAepMaribHbIX TepaneBTUYECKUX CUCTEM, a
Takke fekapCTBEHHbIX NpenapaToB, COAepXKalLLMX HAPKOTUYECKOE CPEACTBO B COYETAHNM C aHTArOHUCTOM
ONMONZHBLIX PELENTOPOB) rpaxaaHaMm, MMEKLWMM MNpaBo Ha GecnnaTHOe MofyyYyeHue fekapCTBEHHbIX
npenapaTtoB Uinu Nosfy4YeHUs NeKapCTBEHHbIX NpenapaToB CO CKUAKON, OCYLLECTBMNAETCS Ha peLenTypHOM
onanke popmbl N 107/y-HI1, K KOTOpOMY JONOMHUTENBHO OPOPMNAETCA PELIENT Ha peLenTypHoOM GnaHke
dopmbl N 148-1/y-04(n1) (B ABYX ak3emMnnisipax npu opopMreHnn Ha OymMayKHOM HocuTene).

39. HasHa4eHne HapKkoTUYECKMX 1 MCUXOTPOMHBIX NIEKAapCTBEHHbIX NpenapaTtos cnucka |l MNepeyHs B
BMAE TpaHCAEePMAarbHbIX TEPANeBTUYECKUX CUCTEM, HAPKOTUYECKUX JIEKapCTBEHHbBIX MpenapaToB Crucka
Il MepeyHsi, copepXawux HapKOTUYECKOe CPEeACTBO B COYETAHMM C  aHTaroHUCTOM  OMUOMAHbIX
peuenTopoB, MCUMXOTPOMHbLIX JleKapCTBEHHbIX npenapatoB cnucka Il lMepeyHs, nekapcTBEHHbIX
npenapaTtoB, BKIIOYEHHbIX B nepedeHb (1KY, cogepxawmxca B nognyHkTe 2 nyHkta 11 HacTosiwero
Mopsigka, npegHasHavyeHHble AN fedeHus rpaxgaH, MMelowux npaBo Ha ©OecnnaTHoe nonyyeHve
nlekapCTBEHHbIX MpenapaToB Ui MoJlydeHne feKapCTBEHHbIX NPenapaToB CO CKUOKOMW, OCyLLeCTBNAeTCA
Ha peuenTypHbix 6naHkax cpopm N 107-1/y n N 148-1/y-88, K KOTOPbIM AOMNOMHUTENBHO OPOPMIISAETCH
peuenT Ha peuentypHom 6nanke copmbl N 148-1/y-04(n1) (B AByX 3ak3emMnnspax npyv oPOpMIIEHNN Ha
OymaxxHOM HocuTerne).



MpunoxeHne N 1

k MNopsiaky HasHayYeHus
nekapcTBeHHbIX NpenapaTos,
yTBEPXOEHHOMY NPKKa3oMm
MuHMcTepcTBa 30paBoOXpaHeHust
Poccuinckon ®egepaumm

oT 24 HosA6psa 2021 r. N 1094H

KOJINYECTBO
HAPKOTUYECKUX CPEACTB UITU NCUXOTPOIHbIX BELWWECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOHOM PELIENTE

N MexgyHapogHoe HenaTeHTOBaHHOe dopma BbInycka 1 KonunuecTtso
n/n HaMMeHOoBaHWe HapKOTUYECKOro U A03MpoBKa
NMCUXOTPOMHOrO NEKapCTBEHHOIO
npenaparta
1. BynpeHopduH + HanokcoH TabneTtku 60 TabneTok
cybnuHreaneHble 0,2 Mr +| (ynakoBka, kpatHas N
0,2 mr 20)
2. BynpeHopduH PactBop ansa nHbekuui, 30 amnyn (wnpwu-
0,3 mr/mn 1 mn TiobuKoB)

3. BynpeHopduH TpaHcaepManbHbIn
nnacTbipb
35 mkr/uac 20 nnacTbipen

52,5 mkr/vac 10 nnacTbipen

70 mkr/yac 5 nnacTtbipen

4, MopdumH PacTtBop ans nHbekuun,

20 amnyn (wnpwvu-
pacTBOp A1 MOAKOXHOIo

BeBegeHus 10 mr/mn 1 mn Tio6ukos)
5. KogeunH + MopduH + HockanuH + PacTtBop Ans NOAKOXHOro
ManaBepuH + TebaunH BBeaeHust
0,72 +5,75+ 2,7 + 0,36 + 20 amnvn
0,05 mr/mn 1 mn y
1,44 +11,5+5,4 + 0,72 +
0,1 mr/mn 1 mn
6. TpumenepunauH Tabnetku 25 mr 50 Tabnetok
7. TpumenepugnH PactBop A4ns MHbeKuun i
10 mr/mn 1 Mn 20 a:ﬂg}éﬂé;ulan)pmu
20 mr/mn 1 Mn
8. MopdouH TabneTku (kancynbl) 180 Tabnetok
NPOMOHMMPOBAHHOIO (kancyn)
OenCcTBUS 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopcduH Tabnetku
5wmr 100 TabneTok
10 mr 100 TabneTtok

10. MopduH Kannu gna npnema 4 ¢pnakoHa




BHYTPb 20 mr/mn 20 mn

11.

MopcunH

PacTBop ans npuema
BHYTPb (MOHOA03bl)

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

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

12. OkcunkoaoH + HanokcoH TabneTkn
NPONOHIMPOBAHHOIO

nencTeust
5wmr+2,5wmr 100 TabneTok
10 mr + 5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 TabneTok
13. | MponuoHundeHnnatokcuaTunnunepuanH | TabneTku 3awieyHble 20 50 TabneTok

Mmr

14. ®deHTaHun MnacTbipb
12,5 mkr/yac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTbipen
75 mkr/yac 10 nnacTbipen
100 mkr/yac 10 nnacTbipen

15. deHTaHUnN Cnpeii HasanbHbIN

®dnakoH 50 mkr/go3a

2,0 mn (10 go3) 24 donakoHa
3,2 mn (20 go3) 12 donakoHoB
5,0 mn (40 go3) 6 donakoHoB

®dnakoH 100 mkr/go3a

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

®dnakoH 200 mkr/gosa
2,0 mn (10 pgos)

3,2 mn (20 pos)
5,0 mn (40 go3)

12 donakoHoB
6 donakoHoB
3 dnakoHa

12 donakoHoB
6 donakoHoB
3 dnakoHa

MpunoxeHne N 2

Kk Mopagky HazHavyeHus
neKapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKa30M
MuHMcTepcTBa 30paBOOXPaHEHNS]
Poccuiickon ®egepaunmn

oT 24 HosA6psa 2021 r. N 1094H

CnpaBo4Ho



PEKOMEHOOBAHHbIE K UICMMOJIb30OBAHUIO COKPALLIEHUA
NP O®OPMITIEHUM PELIENTOB

N CokpalueHne lMonHoe HanucaHue MepeBog
n/n
1. aa ana no, MOPOBHY
2. ac., acid. acidum KucrnoTta
3. aer. aerozolum aspo30rib
4. amp. ampulla amMnyna
5. aqg. aqua BoAa
6. aqg. purif. aqua purificata BoJa ouuLleHHas
7. but. butyrum mMacno (Teepaoe)
8. caps. capsula Kancyna
9. comp., Cps compositus (a, um) CINOXHbI
10 D Da (Detur, Dentur) Boigan (MNyctb BblgaHo, MNycts 6yaet
' ' ’ Bbl4aHo)
. . Bbigan, o6o3Haub MNycts Oyaet
11. D.S. Da, Signa Detur, Signetur BBUZAHO, OBOSHAYEHO
12 Dtd Da (Dentur) tales doses Boigan (Nyctb GyayT BblgaHbl) Takme
) e [03bl
13. dil. dilutus pa3BedeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu
15. emuls. emulsio aMyInbCcusi
16. extr. extractum 9KCTPAKT, BbITSXKA
17. in enem. in enemas B MUKPOKITM3Max
18. F. Fiat (fiant) MycTb obpasyeTcs (obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, kannm
21. gtt. peror. guttae peroralis Kanmnuv ons npuema BHyTpb
22. inf. infusum HacTown
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTkax
25. | in tab. prolong. in tab(u)lettis prolongatis B TABNETKAX C NPOTIOHMPOBAHHLIM
BblCBOOOXOEeHEM
in tab. prolon B TabrneTkax ¢ NpoNOHMMPOBaHHBLIM
26. P 9 in tab(u)lettis prolongatis obductis BbICBODOXAEHMEM, MOKPbITHIX

obd.

obornoykon




27. in tubul. in tubulis B TtoBMKax

28. lin. linimentum NNHUMEHT

29. lig. liquor YKUOKOCTb

30. lot. lotion NOCLOH

31. m. pil. massa pilularum nunionbHas macca
32. membr. bucc. membranulae buccales NNeHKN 3aeyHble
33. M. Misce, Misceatur (MycTb 6Cy“£,ee$irv/lema|40)
34. mixt. mixtura MUKCTYpa

35. N. numero Yuncriom

36. ol. oleum Macrno (kmgkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUAONSA, NUITONK
39. p. aeq. partes aequales paBHbIE YacTu

40. ppt., praec. praecipitatus OCaXOEeHHbIN

41, pulv. pulvis NOPOLLIOK

42. g.s. quantum satis CKONbKO NOoTpebyeTcs, CKONMbKO Hado
43. r., rad. radix KOp€eHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur MosTopwu (MycTb ByoeT noBTOpEHO)
46. rhiz. rhizoma KOpHeBMWLLIE

47. S. Signa, Signetur 06032%125232:2;5 yaet
48. sem. semen cems

49, simpl. simplex npocTomn

50. sir. sirupus cupon

51. sol. solutio pacTBop

52. Spr. spray cripen

53. spr. nas. spray nasale cnpen HasanbHbIN
54. supp. suppositorium cBeya, CynnosnTopun
55. susp. suspensio CyCreH3us, B3BeCb
56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTowka




58. tubulis tubulis THOOUKN

59. STT Systema Therapeutica Transcutanea TparcaepmanbHas
TepaneBTuyeckas Crucrema

60. ung. unguentum Ma3sb

61. vitr. vitrurn CKNsHKa

Mpunoxexue N 2

K npuka3y MnHucTepcTBa 30paBoOXpaHeHNs
Poccuiickon depeparmm

oT 24 HosA6psa 2021 r. N 1094H

®OPMA PELENMTYPHOIO BJIAHKA N 107-1/Y

MwuHucTepcTBO 3apaBooxpaHeHus Poccuinckon Koa dpopmbl no OKY[
depepaumm Kog yupexaeHua no OKIMO

MegauumHckasi [OKyMeHTauus

HaunmeHoBaHue (wtamn) dopma N 107-1/y

MEeANLMHCKON OpraHv3aLmm YTBEpXaeHa nprukasom
MwuHncTepcTBa 34 paBoOOXpPaHEHNSsI
Poccuiickon degepaumm

oT 24 Hos6ps 2021 r. N 1094H
HanmeHoBaHwue (Wtamn) MHAMBUAYanbHOro

npeanpuHuMaTens (ykasaTb agpec, Homep U
Aaty nueH3nn, HaMeHoBaHWe opraHa
rocynapcTBeHHON BMacTu, BblaaBLUero
NNLEH3MIO)

PELUENT
(B3pOCnbIf, OETCKUN - HYXKHOE NMOAYEPKHYTb)
" 20 T

damunus, MHuUManbl UMEHM 1 OTYECTBa (NocnegHee - Npu HanmMynmn)
nauueHTa

[aTa poxgeHus

damunus, MHuuManbsl UMEHM 1 OTYECTBa (NOCneaHee - MpU HanMynm)
nevallero Bpaya (denpLiepa, akyLuepku)

py6.|kon.| Rp.

py6.|kon.| Rp.



Moanuck M.TT.
M neyatb fnevawlero Bpaya
(nognuck enbalepa, akyLepku)

PeuenT mencTBUTeJieH B TeueHume 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOUEPKHYTH) (yxazaTb
KOJIMUECTBO IHEM)

O6opoTHas cTopoHa

OTMmeTKa 0 HasHaYeHUM NeKapcTBEHHOro
npenapara no peLleHnto Bpa4yebHol komuccum

MpurotoBun Mposepun OTnyctun

®OPMA PELEMNTYPHOIO BINAHKA N 148-1/Y-88

MwuHuncTepcTBO 3apaBooxpaHeHus Poccuinckon Koa dpopmbl no OKY[] 3108805
denepaumm MeguuunHckas AOKyMeHTaums
dopma N 148-1/y-88
HaumeHoBaHve (wtamn) YTBEpXaeHa npukasom
MeaMLIMHCKON opraHusaLmm MwuHncTepcTBa 34 paBoOOXpPaHEHNSs]

Poccuiickon depepaumm
oT 24 Hos6pst 2021 r. N 1094H

HanmeHoBaHwue (WTamn) MHAMBUOYanbHOro
npegnpuHUMaTens

(ykasaTb agpec, HOMep 1 AaTy NULEeH3uu,
HaMMeHOBaHWe opraHa rocyapCTBEHHOM
BMacTW, BblAaBLLErO JIMLIEH3MIO)

o [ | L] L] L) L] L) L)L

PELENT " 20 T
(nata ochopmnenuns-peLenTa)

(B3pOCnbIN, OETCKUN - HYXXHOE NOAYEPKHYTH)

damunna, nHuyuarnbl UMeHU 1 oT4ecTBa (nocnep,Hee - npu Haﬂl/l‘-ll/ll/l)
naumeHTa

[aTa poxgeHus
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A,El,peC MecTa xutenbctea unnm N meguumHCKon KapTbl aM6ynaTopHoro nauneHTa, nony4aroLiero

MeaNUNHCKYHO NOMOLLb B aM6ynaTopr|x

damnnus, nHMLManbl UMEeHN 1 OT4eCTBa (NocnegHee - Npy HanM4mn)
nevalero Bpaya (dhenbgLiepa, akyLuepku)

yCroBUaxX

Moanuck 1 nevaTtb nevallero Bpaya M.TT.
(nognuck denbaliepa, akyLepkm)

PeuenT pencteuteneH B TedeHne 15 gHen

O6opoTHasa cTopoHa

OTmeTka 0 Ha3Ha4YeHUM NEKAPCTBEHHOMO
npenapara no peLueHnto BpadebHon kommccum

MpuroTtoBun Mpoeepun OTtnyctun
SOPMA PELENTYPHOIO BJIAHKA N 148-1/Y-04(1)
MwuHUCTEPCTBO 3apaBoOOXpaHEHNS YTBEPXOEHA
Poccwuinckon deagepaumm MECTO npukasom MuHucTepcTBa
OnA 34paBoOXpaHeHust
LUTPUNXKO Poccuiickon depepaumm
OA <*> OT 24 Hos6pst 2021 1. N
1094H
LTamn
Kopg

MeOULIMHCKOWM opraHM3aLmm

LUramn
Kopg

nHamsnayarnbHOro npegnpuHnMarTend




Kog dopmbl no OKY[ 3108805

®dopma N 148-1/y-04(n)

Ko Kog Hosonornyeckon NcTouHnK domHaHCcMpoBaHus:
KaTeropuu dopmebl (Mo MKB) (nogyepkHyTb)
rpaxaaH % onnartbl:
1. ®enepanbHbIvi BloaxXeT (nogyepkHyTb)
2. brogxeT cybbekta Poccuickon
depepaumm

3. MyHuumnanbHbI GlogxeT
1. BecnnaTtHo

2. 50%
3. nHon %
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PELUENT  Cepus N Oata oopmneHus: 20 .

damunna, uvHMuManbl UMEHM U OoT4ecTBa (nocnep,Hee - npu
HaJ'IVI‘-IMVI) nauneHTa Hata poXaoeHua

CHUIC

N nonwuca
obsizaTtenbHoro
MeauLNHCKOro
CTpaxoBaHus:

Homep MeauunHCKON KapThl NauMeHTa, Nomy4YaroLlero MeanuMHCKy NOMOLLL B aMBynaTopHbIX
YCINOBUAX

damunug, nHmumansl MUMEHM 1 OTYECTBa (NocneaHee - Npy Hanuyun)
nevauero Bpada (denballepa, akyLepku)

Py6. Kon. T PSS




Moanuck 1 nevaTtb nevallero Bpaya
(mognuck henbaluepa, akyLepKm)

M.T1.

PeuenT gencrteuteneH B TedeHne 15 gHen, 30 aHen, 90 AHeRn (Hy>KHOe NoAYEPKHYTb)

OTnyLeHo no peuenTy:

ToprOBoe HanMeHoBaHne 1N O3NpPOoBKa:

Oata otnycka: "__" 20

KonnyecTtBo:

Mpurotosun:

Mposepun:

OTnyctun:

(MMHKUg oTpbIBa)

KopelLuok peuenTypHoro 6naHka

HanmeHoBaHue
neKkapcTBEHHOro npenapara:

[osnpoeka:

Cnocob npymeHeHus:

MpoaomKUTENBHOCTL JHen
KonunyecTtBo npnemMoB B AeHb: pa3
Ha 1 npuewm: eq.

<*> B cnyyae W3roToBMeHMs peuenTypHoro 6naHka C MCNOSMb30BaHUMEM KOMMbIOTEPHbIX

TEXHOSOMNN.

O6opoTHasa cTopoHa

OTMmeTKa 0 HasHa4YeHUM NeKapCTBEHHOTO
npenaparta no peLleHno BpadeBHON KoMUCCUM

MpurotoBun Mposepun OTtnyctun
MpunoxeHne N 3
K npukady MunHucTepcTBa 30paBOOXpaHeHs
Poccuiickon ®egepaunmn
oT 24 HosA6psa 2021 r. N 1094H
NOoPAOOK

O®OPMITIEHUA PELLENTYPHBIX BJIAHKOB HA NEKAPCTBEHHDIE MNPEMNAPATbI,
NX YYETA U XPAHEHUA



I. OdbopmneHune peuenta Ha 6yMaXHOM HocuTene

1. Ha peuenTtypHbix 6naHkax dpopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBom BepxHeM
yrny MpocTaBnseTcs WTamMn MeAUUMHCKOW opraHusauum C ykasaHvem ee HauMeHOBaHus, ajpeca U
TenedgoHa ¢ gaToun BeINUCKK (daton odopMneHns) peuenTa Ha fiekapCTBEHHbIV Npenapar.

HononHutensHo Ha peuentypHoM 6naHke dopmbl N 148-1/y-04(n) npocTaBnsieTca ko
MeOULUHCKON opraHm3aumm B cOoTBETCTBMU C OCHOBHbLIM roCYAapCTBEHHBIM PErMcTpaunoHHbIM HOMEPOM
(oanee - OI'PH).

Cepusi peuentypHoro ©6naHka dopmbl N 148-1/y-04(n) BkntovaeT kog cybbekta Poccuickon
depepaumm, COOTBETCTBYIOLWMIA ABYM NepBbiM Lndpam ObLiepoccuiickoro knaccudmrkatopa obbektos
agMUHUCTpaTUBHO-TeppuTOopranbHoro genexHus (aanee - OKATO).

Pa3peluaetcs nsrotasnmeaTb peuentypHble 6naHku dopmel N 107-1/y n dopmbl N 148-1/y-04(n) c
MOMOLLIbIO KOMMBIOTEPHBIX TEXHOMOMUIA.

PeuenTtypHbole 6OnaHkun ¢opmbl  ¢opmbl N 148-1/y-88 u3roTaBnmMBalTCA  UCKMYUTENBHO
Tunorpadckum cnocobom.

2. Ha peuenTypHbix 6naHkax, odopMnsembix WHAMBUAYaNbHbIMU NPeanpuUHMMaTensMu,
UMEIOLLIMMMN NULIEH3NI0 HA MEAMULIMHCKYIO0 AeATeNbHOCTb, B BEPXHEM FIEBOM YIIy TUnorpagCckum cnocobom
UNU NyTeM NpocTaBneHus wTaMmna AormkeH ObiTb ykasaH agpec nHAMBMAyanbHOro npegnpuHumaTens,
HOMep 1 gaTa NULUEH3MK, HaMMEHOBaHWe opraHa rocygapCTBeHHON BNACTu, BblAaBLUEro JIMLEH3MIO.

3. PeuentypHble 6GnaHkm c¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHsitoTcs
MeONUUHCKUM PabOTHUKOM YepHUNamun Unm LIapuKoBOW PYYKON.

4. [lonyckaeTcs oopMIieHME BCEX PEKBU3MTOB (3a UCKITOYEHNEM pekBuauTa "lMognunck nevailero
Bpaya (moanucbk dpenbgliepa, akywepkn") peuentypHbix 6naHkoB doopmbl chopmbl N 107-1/y, doopmbl N
148-1/y-88 n cbopmbl N 148-1/y-04(n1) ¢ ncnonb3oBaHMEM NevaTaroLLnX YCTPONCTB.

5. OdopmneHune peuenTypHbix 6naHkoB d¢opmbl N 148-1/y-04(n) BknoyaeT uudposoe
KOOUpOBaHMe.

Lincdpposoe koanpoBaHne ykasaHHbIX peLenTypHbIX 6N1aHKOB BKITHOYAET:

1) ko mepguumHckonm opranmsauumn (OMPH) wnu kog wHOMBMAyanbHOro npegnpuHuMartens B
cooTBeTcTBMM C OCHOBHbIM FOCYAAPCTBEHHbIM PErMcCTPaLUMOHHBIM  HOMEPOM  WHAMBUAOYaNbHOIO
npeanpuHumarens (ganee - OF'PHUI), npoctaBnsieMbin Npy N3roToBreHNM peLenTypHbIX Gr1aHKoB;

2) ko KaTeropuwm rpaxgaH, MMelLWUX MNpaBO Ha MOMy4YeHWe IeKapCTBEHHbIX MpenapaTtoB B
COOTBETCTBMM CO cTaTben 6.1 degepanbHoro 3akoHa ot 17 mnons 1999 r. N 178-93 "O rocygapcTBeHHON
coumanbHonm nomowm" <1>, M kog Ho3zonorndeckon ¢opmbl Mo MexoyHapoaHOM CTaTUCTUYECKON
knaccudvkaumm bonesHen m npobnem, cBadaHHbIX co 3gopoBbeM (10-m nepecmotp) (ganee - MKB),
3anofHsemMble fevyaliM BpayoM NMyTEM 3aHECEHUS KaKOOW UMpbl B NyCTble SYErKW, MpU 3TOM TO4Ka
NPoCTaBnAeTCs B OTAENbHON S4YENKe;

<1> CobpaHune 3akoHogaTenbcTBa Poccuiickon ®enepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) otmeTKy 00 wucTOYHMKe (buHaHcMpoBaHus (cpemepanbHbii BrompxkeT [1], OrogkeT cybbekTa
Poccunckon d®egepaumm [2], MmyHnumnaneHbii 6rogxeT [3]) n npoueHTe onnatbl peuenTa (6ecnnatHo [1],
50% [2], Hon % [3]);

4) WTPUX-KOA - AOMOSTHUTENbHbLIN PEKBM3UT (B CIly4ae M3roTOBIIEHUS Ha TeppuTopumn cybbekTa
Poccuiickoin denepaumm peuenTypHoro 6naHka ¢ UCrnosib30BaHWEM KOMMbIOTEPHBLIX TEXHOMOTUN).

6. B peuentypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpace "damunus,
MHULManbl UMEHWN U OTYECTBA (MOCNeHee - MPU HanuyMKn) NaumneHTa" ykasbiBaloTcst haMunus, MHMumans
MMEHM 1 OTYeCTBa (MocrneaHee - NPy HanNU4yMn) NaumneHTa.
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7. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "Oata
poxaeHus" ykasbiBaeTCcA AaTa poxaeHus naumneHTa (4icno, Mmecs, roa).

JononHutenbHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 u cdbopmbl N 107-1/y gns geten B
Bo3pacTe Ao 1 roga B rpacde "daTa poxaeHns" ykasbiBaeTCsa KONMMYeCTBO MNOMHbIX MECSLIEB.

8. B peuenTypHbIx 6naHkax oopmbl N 148-1/y-04(n) B rpadpax "CHUIC" 1 "N nonnca o6a3atensHoro
MeOMUUMHCKOrO CTpaxoBaHMsA" YKasblBalOTCS CTPaxoBOW HOMeEp WHAMBUAOYanbHOro fMUEBOro cyeta
rpaxgaHuHa B lNeHcuoHHoMm pboHae Poccuiickon depepaummn (CHUNC) (npy Hanuuumn) n Homep nonuvca
0643aTenbHOro MeaNLIMHCKOrO CTPaxoBaHus.

9. B peuentypHbix 6naHkax dpopmbl N 148-1/y-88 B rpache "Anpec mecta xutenbcTBa Unu Homep
MEeOMLMHCKON KapTbl NauMeHTa, MOony4varollero MeauUMHCKY0 MoMoLlb B amOynaTopHbIX ycrnoBusx”,
yKkasblBaeTCA MOYTOBbIN afgpec MecTa XuTenbcTBa (MecTa npebbiBaHWs unu MecTa akTU4ecKoro
NPOXMBaHUS) NauneHTa UM Homep MeAuLMHCKON KapTbl NauueHTa, nony4vatoLero MegmuuHCKyo noMoLLb
B ambynaTopHbIX YCNOBUAX <2>.

<2> MNpukas MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®enepaumm ot 15 gekabps 2014 r. N
834H "O6 yTBEpXOEeHWUM YHUPULMPOBAHHBLIX (POPM MEOULMHCKON [AOKYMEHTaLMW, MWCMOMb3yeMblX B
MEOULUUHCKUX OpraHu3aumnsax, OKasblBaloWMX MeOMUMHCKYI0 MOMOLb B amMBynaTopHbIX YCMAOBUSX, W
nopsigkoB no ux 3anonHeHuio" (aanee - MNMpuka3 N 834H) (3apernctpuposaH MnHMCTEPCTBOM OCTULIMM
Poccuinckon ®epepaummn 20 pespana 2015 r., peructpaumnoHHbsii N 36160) ¢ nsmMeHeHnaMM, BHECEHHLIMMW
npukasamm MwuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon depepaumm ot 9 gauBapa 2018 r. N 2
(3apeructpupoBaH  MuHuctepctBoM  tocTuumm  Poccuinckon depepaumm 4 anpens 2018 r,
pernctpaumoHHbin N 50614), ot 2 HoA6psa 2020 r. N 1186H (3apernctpmvpoBaH MUHUCTEPCTBOM OCTULIMK
Poccunckon ®egepaumm 27 Hos6psa 2020 r., pernctpauuoHHsii N 61121).

YKkasaHue 1 agpeca MecTa XUTENbCTBa U HOMepa MeAWLIMHCKOW KapTbl NauMeHTa, Nony4yatoLwero
MEANLMHCKYI0 MOMOLLb B aMBynaToOpHbIX YCIOBUSX, HE ABMASIETCS OLLUMOKON.

B peuenTtypHbIx 6rnaHkax dopmbl N 148-1/y-04(n) B rpacdbe "Homep meguumMHCKOM KapTbl NaumeHTa,
nonyyarLero MegMUMHCKY0 NoMoLb B aMOynaTopHbIX yCrioBusx" ykasblBaeTcsi HOMEpP MeAULMHCKOM
KapTbl MAUMEHTa, Nony4aroLero MeauLMHCKYHo MOMOLLb B aMOynaToOpHbIX YCNOBUSIX <3>.

<3> lNpukas N 834H.

10. B rpadhe "damunus, nHmumanbl UMeHN 1 OTY4eCTBa (NOCreqHee - NPU Hanuyuun) nevailero Bpaya
(dbenbglepa, akywepkun)' peuenTypHbix 6naHkoB cdopm N 148-1/y-88, N 107-1/y nu N 148-1/y-04(n)
yKa3blBalOTCA MOMHOCTBI0  haMunus, UHUUMAanNbl WUMEHW, OT4yecTBa (nMocrnegHee - Mpu  Hanuuum)
MeONLMHCKOrO paboTHUKA, HAa3HAYMBLLETO NeKapCTBEHHbIE NpenapaTbl U 0POPMMBLLETO PELIENT.

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

1) HaMMeHOBaHWe NekapcTBEHHOrO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE HaMMEeHOBaHUe,
rpynnupoBOYHOE UMM XMMUYECKOE HaUMEHOBaHWE, TOProBoe HAMMEHOBaHME) Ha NAaTUHCKOM A3bIKE UMK Ha
pyCcCKOM £i3blke, hopma BbiMycka, JO3UPOBKA, KONMMYECTBO (yKasblBaeTCs MPOMUCHI0 Ha peLenTypHOM
6naHke dopmbl N 107/y-HI);

2) cnocob NpMMEHeHWs1 NEKapCTBEHHOrO MpenapaTa Ha rocyapCTBEHHOM $3blke Poccuinckon
depepaumm unu Ha rocygapcTtBeHHOM s3blke Poccuinickon ®degepauum M rocyaapCTBEHHOM SA3blKe
pecnybnuk n nHbIx A3blkax HapogoB Poccurickon ®egepaumm <4>,

<4> YacTtb 1 ctaTtbyn 15 3akoHa Poccuiickorn Pegepauum ot 25 oktabpsa 1991 r. N 1807-1 "O sa3bikax
HapopoB Poccuiickon ®epepaummn” (aanee - 3akoH N 1807-1). (BegomocTn cbe3fa HapoaHbIX AenyTaToB
PC®CP n BepxoHoro Coeeta PCOCP, 1991, N 50, cT. 1740; CobpaHue 3akoHogaTenbcTBa Poccumnckom
depepaumm, 1998, N 31, c1. 3804).
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13. Mpun odpopmneHnmn peLenTypHbIX ON1aHKOB 3arnpeLLaeTcsl OorpaHNYMBaTLCS OOLLMMN YKa3aHUSIMK,
Hanpumep, "BHyTpeHHee", "N3BeCcTHO".

14. PeuenT, ohOpMIieHHbI Ha peuenTypHom 6naHke dpopm N 148-1/y-88, N 107-1/y n N 148-1/y-
04(n), nognucblBaeTcs MEAULMHCKUM PabOTHUKOM U 3aBepsieTCs ero neyarbio.

PeuenT, odpopMreHHbIn Ha peuenTypHom 6naHke dpopmbl N 148-1/y-88 n doopmbl N 148-1/y-04(n),
OOMNONHUTENBHO 3aBepsieTcs neyvaTblo MeAULMHCKOM opraHu3auum "[Ona peuentos”.

[nsa peuenta, odopMreHHoro Ha peuenTtypHoMm 6naHke dopmbl N 107-1/y, Hanuume nedatun "Ons
peLenToB" He sBMsieTcs 06a3aTenbHbIM.

15. Ha ogHom peuenTypHom 6naHke dopmbl N 148-1/y-88 u dpopmbl N 148-1/y-04(n) paspeluaetcs
OCYLLIECTBNATL Ha3Ha4YeHne TOMbKO OQHOMO HAaMMEHOBaHUS NeKkapCTBEHHOMO npenapara.

Ha ogHom peuentypHom 6Gnanke dopmbl N 107-1/y paspeluaetcsi ocywleCcTBNATb HasHa4YeHue
TONbLKO OAHOMO HAaMMEHOBaHUS NekapCcTBEHHOro npenapaTta, oTHocsawerocs no ATX K aHTUNCUXOTUYECKUM
cpeacteam (kog NO5SA), aHkcrnonuTukam (kog NOSB), cHOTBOpHBIM U cegaTuBHbIM cpeacTtBam (kog NOSC),
aHTugenpeccaHtam (kog NOGA) 1 He nognexailero npegMeTHO-KONMYECTBEHHOMY Y4eTy, U OO0 Tpex
HaVMeHOBaHWI NeKapCTBEHHbIX NPenapaToB - Af1S UHbIX JIEKapCTBEHHbIX NpenapaToB, He OTHECEHHbIX K
BbllLeyKa3aHHbIM ATX.

16. UcnpaeneHus B peuenTte He JOMnyCKakoTCs.

17. MNpwn ocopmneHumn peuenTtypHbix 6naHkoB popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
nekapcTBeHHble NpenapaTbl, Ha3Ha4YeHHbIE MO peLleHno BpavyebHom Komuceum, Ha obopoTe peLenTypHOro
BGnaHka cTaBuTCA crnieumanbHasa oTMeTKa (LwTamn).

18. Ha peuenTtypHom 6naHke doopmbl N 148-1/y-04(n1) BHU3Y MMEETCS NTMHUSA OTpbIBa, pasgensoLlas
peuenTypHbI 6MaHK U KOPELLOK.

Kopellok oT peuenTta, 0oOPMIIEHHOIO Ha ykasaHHOM peLenTypHOM GnaHke, BblOAeTCs NauueHTy
(ero 3akoHHOMY npeacTaBUTEND) B anTEYHOW OpraHvM3auun, Ha KOpEeLlKe [ernaeTcss oTMeTka o
HaMMeHOBaHWN NIEKAPCTBEHHOrO NpenapaTta, O03MPOBKE, KONIMYECTBE, Crocobe NPUMEHEHHS.

Il. OchopmneHume peuenTta B hopme 31IEKTPOHHOIO [OKYMEHTa

19. PeuenTt B hopMe SMEKTPOHHOro AOKYMEHTa, NoAnMCaHHOIO YCUITEHHON KBanunduLMpoBaHHON
9MEKTPOHHOM NOAMMUCHIO, POPMUPYETCH MEOULMHCKAM pPabOTHMKOM, CBEAEHWS O KOTOPOM BHECEHbI B
deneparnbHbI PErNCTP MEOULNHCKNX paboTHUKOB <5>, a Takke Nnpu yCcrnoBmn perncTpaumnm MeanumnuHCKom
opraHusauumm, B KOTOpow ocpopmMnsieTcs peLenT, B heaepanbHOM peecTpe MeguLMHCKUX OpraHnsaummn <6>
€[ MHOWN rocyaapCTBEHHON MHAOPMALMOHHOM CUCTEMBI B cdhepe 34paBOOXPaHEHNS 1 NOOKMIIOYEHUS Takom
MEANLMHCKON OopraHM3auun K rocyaapCTBEHHON MHAOPMAaLIMOHHOM cnucTteme B cepe 34paBOOXPaHEHUs]
cybwekTa Poccunckon ®enepaumm <7>.

<5> Yactb 4 cratbm 91.1 ®degepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHogaTenbcTBa
Poccunckon ®enepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbm 91.1 ®depgepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHogaTenbcTBa
Poccunckon ®enepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Ctatbun 91 n 91.1 depepansHoro 3akoHa N 323-93 (CobpaHue 3akoHogaTenscTBa Poccuiickom
depepaumm, 2011, N 48, cT. 6724).

20. MNpwn ohopmrieHun peenTta B oopMe 3NEKTPOHHOrO OKYMEHTa Ha NekapCTBEHHbIE npenaparhl,
yka3aHHble B nyHkTax 9 m 11 Tllopsigka Ha3HayeHMs1 NEKapCTBEHHbIX MpenapaToB, YTBEPXKOEHHOrO
HaCTOSALLMM MPUKA30M, N OTMNyCcKaeMble 3a NOSHYH CTOMMOCTb, 3aMofHSAITCA Creaylowme pekBU3nUTbI:

1) kop cybwekta Poccuiickon ®epepauum no OKATO, onpegensiowni rocygapCTBEHHYHO
MHGOPMALIMOHHYIO CUCTEMY B cdepe 34paBoOXpaHeHust cybbekta Poccuickon Pepepaumm, B KOTOPOM
copmMUpoBaH peLenT B POPME IMEKTPOHHOIO JOKYMEHTA;

2) HaMeHoBaHWe MeAMLMHCKOW opraHusauun, agpec, TenedoH unm damunus, MHMUMansl UMeHU 1
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oT4yecTBa (nocnep,Hee - npun HaJ'Il/I‘-IVIl/I) nHamenayanbHOro npeanpuHUMaTend, nmerwero nNMUeH3n Ha
MeONLUMHCKYI OEeATEeNIbHOCTb, €ro aapec;

3) OIPH topwuanyeckoro nuua (MeguumHcKon opraHmsauum) mnu OMPHUM wHamBugyanbHOro
npeanpuHUMaTens;

4) nata ochopmneHuna peLenTa (ykasbiBaeTcs YACIO, MecsL, roq);

5) pata OKOHYaHus [eWcTBUs peuenTta (dhopMupyeTcs rocygapCTBEHHON WH(OpPMaLNOHHOM
cucTemMol B cdepe 3apaBooxpaHeHus cybbekta Poccuiickon ®egepauum B COOTBETCTBUM CO CpOKaMu
Aewncteus peuentoB: 15 aHer, 30 aHen, 60 gHen, 90 aHen, oo 1 roga);

6) YHUKanbHbI HOMep peuenTa (dpopMupyeTcs rocyaapCTBEHHON UHMOPMAaLMOHHOW CUCTEMOW B
cepe 3apaBooxpaHeHusi cybbekta Poccuiickon ®Pepepaumm un obecrneyMBaeT  O4HO3HAYHYHO
noeHTudmkaumio peuenta B ¢opMe 3MeKkTPOHHOro AokymeHTa B codetaHum ¢ OKATO, OMPH wnwu
OrPHUMN);

7) otmeTkm "cito" (cpovHo) unu "statim" (HemegneHHo) npuM HeoBXOOUMOCTU CPOYHOTO WK
HeMeaneHHOro OTrnycKa fekapcTBEHHOro npenapara nauueHTy;

8) agpec naumeHTa (ykasblBaeTCcs MOYTOBbLIA agpec MecTa XMTenbcTBa (MecTa npebbiBaHus unm
MecTa (hakTU4eCcKoro NpoXmnBaHUA) C ykasaHMEM UHOEKCA, HAMMEHOBaHUA Kpasi, obnactu, pecnyonuku,
aBTOHOMHOIO OKpyra u nmHoro cybwekta Poccuinckon degepauun, HaMMeHOBaHUS HACENEHHOro MyHKTa,
HaMMeHOoBaHWs ynuubl (NpocnekTa, nepeynka, npoesga), Homepa goMa (C ykasaHuem Kopnyca, npu
Hanu4yun), Homepa KBapTupbl);

9) HOMEep 3NEeKTPOHHON MeAMLIMHCKOW KapTbl MauueHTa B rocydapCTBEHHON WMHAOPMALMOHHON
cucteme B chepe 3gpaBooxpaHeHust cybbekta Poccuiickon ®epepaumu;

10) hamunus, nms, oT4eCcTBO (NOCregHee - NPy HanMuMn) NauueHTa nosTHOCThIO;

11) pata poxgeHua naumeHtTa (ykasblBaeTcs 4ucrno, Mecsy, rog), ana geten go 1 roga
AOMOMHUTENBHO YKa3bIBAETCS KONMYECTBO MOMHbIX MECSALEB;

12) hamunus, nHmumanbl UMEHU 1 oTYecTBa (nocnegHee - Npu Hanu4mMmM) MeguLMHCKOro paboTHUKa
MOSTHOCTbIO;

13) HaumMeHoBaHME  NEKapCTBEHHOro npenapata (MexayHapogHoe  HenaTeHTOBaHHOEe
HaumeHOoBaHWe, rPYNNMPOBOYHOE UMM XMMNYECKOE HaMEHOBaHNE, TOProBoe HauMeHOBaHWE), A03NPOBKaA,
doopmMa BblIMycKa, KONM4ecTBO (BCE MNO3MLMM YKa3bIBAKOTCA HA PYCCKOM SI3bIKE);

14) cnocob6 NpMMeEHeHMs1 NeKapCTBEHHOrO npenaparta Ha rocygapCTBEHHOM s3blke Poccuimckon
depgepaumm Mnn Ha rocygapcTtBeHHOM 4A3bike Poccuiickon depepaummn u rocygapCTBEHHOM A3bIKe
pecnybnuk 1 UHbIX A3blkax HapogoB Poccunckon denepaumm <8>;

<8> Yactb 1 cratbn 15 3akoHa N 1807-1 (Begomoctn cbesga HapogHbix genytatoB PCOCP u
BepxoBHoro Coeta PCOCP, 1991, N 50, ct. 1740; CobGpaHue 3akoHogaTtenbcTBa Poccuiickon
depepaumm, 1998, N 31, c1. 3804).

15) LOKYMEHT, NOATBEPXKAALLUA Ha3HAYEHWE NTEKAPCTBEHHOIO Npenapara Mo peLleHnto BpavyebHom
KOMUCCUM MELMULIMHCKON OpraHnsauuu;

16) OoTMeTka O Ha3Ha4YeHWM JIeKapCTBEHHOro npenaparta Mo peleHuo BpavyebHOW KoMmccum
MEOMLUHCKON OpraHmMsauum B Crny4asix, ykasaHHbiX B ab3aue BTOpom nyHkTa 6 lMopsgka HasHaveHusi
fleKapCTBEHHbIX NPenapaToB, YTBEPKAEHHOIO HACTOSALLMM NPUKA30M;

17) oTMeTka O creuManbHOM Ha3Ha4YeHUM NMEeKapCTBEHHOrO rpenapaTta (3amnornHseTcss B cryvasx,
yKa3aHHbIX B MyHkTax 15 u 24 [lMopsigka Ha3HauyeHUsi NeKapCTBEHHbIX MpPenapaToB, YTBEPXAEHHOIO
HaCTOSALLMM NpKUKa3oM);

18) OTMEeTKa O cneunaribHOM Ha3Ha4YeHUn NnekapCTBeHHOro npenapara nayneHTy C 3aboneBaHnem,
TpeGyIOLLI,VIM ONNTEeNbHOINo KypCoBOro ne4dyeHus (3aHOJ'IHF|6TCFI B Cllydae, yKa3aHHOM B MNYyHKTEe 23 ﬂopﬂ,u,Ka
Ha3Ha4dYeHna neKapCTBEeHHbIX MnpenapaTtoB, YTBEPXAEHHONo HacToALLUM I'IpI/IKaSOM) C npocTtaBlieHnem
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nepnoan4yHOCTUN OTNyCKa JNIeKapCTBEHHOro npenapara,

19) npu odopmneHnmn peuenTa B hOpMe 3reKTPOHHOIO AOKYMEHTa Ha NIEKapCTBEHHbIE NpenaparTsl,
yKasaHHble B NoanyHkTax 2 - 5 nyHkta 9 n nyHkte 11 MNopsaaka HasHauyeHWs NekapCcTBEHHbIX NpenapaTos,
YTBEPXKAEHHOIO HACTOSILLMM MpPUKa3oM, rpaxgaHam, MMelWum npaBo Ha OecnnaTHoe mnonyyeHue
neKkapcTBEHHbIX NpenapaToB UMM NonydeHne rekapCTBEHHbIX MpernapaToB CO CKUAKOW, 3anofHSTCS
PEKBU3UTLI, NPeayCMOTPeHHbIe noanyHkTamun 1 - 18 HacTosILero NyHKTa, a Takke cneayloLne pekBmusnTbl:

a) Kkarteropusi rpaxgaH, WUMelLWwMx MpaBO Ha MOMyvYeHWe nekapCcTBEHHbIX MpenapartoB B
COOTBETCTBUU CO cTaTben 6.1 PegepansHoro 3akoHa ot 17 uona 1999 r. N 178-d3 "O rocygapcTBeHHON
coumanbHom nomMmoLun" <9>;

<9> CobpaHue 3akoHogatenbcTBa Poccuiickonn ®eaepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

0) kog, Ho3onornyeckorn opmel o MKB;

B) MCTOYHUK bMHaHcupoBaHus (1 - doedepanbHbin GlogxeT, 2 - BogxkeT cybbekta Poccuinckon
depepaumm, 3 - MyHMUMNANbHBIA BIOLKET);

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

0) CTpaxoBOW HOMEpP WHOMBMAYANbHOrO IMLEBOr0 cyeta rpaxgaHuHa B [leHCcMoHHoOM doHae
Poccunckon ®egepaumu (npu Hanmdmm) (CHUINC);

€) Homep nonuca 06a3aTenbHOr0 MeAULMHCKOrO CTPpaxoBaHus.

21. MNpwn npocTaBneHnn OTMETKM, YKalaHHOW B noanyHkTe 16 nyHkta 20 Hactoswero [Nopsaka,
peuent B OpPMe SfEKTPOHHOrO [OKYMEHTa MOAMUCBIBAETCA YCUITEHHOW KBanunuumpoBaHHOM
3NEKTPOHHON NOANMUCHIO NpeaceaaTens Unn cekpeTaps BpayebHON KOMUCCUN MEAULIMHCKOM OpraHM3auunm,
npyv MpPOCTaBNEHUN OTMETOK, yKasaHHbIX B nognyHktax 17 m 18 nyHkta 20 HacTtosawero [Mopsgka, -
YCUMEHHbIMWN  KBANUMUUNPOBAHHBIMW  SIEKTPOHHBIMU - MOAMUCAMW  COOTBETCTBYIOLLUX  MEAULMHCKAUX
paboTHMKOB.

22. Mo TpeboBaHMIO NauUMeHTa WNU ero 3aKOHHOro npeacTaBuUTENs OOPMIIAETCA SKIEMMISP
peuenta B oOpMe OSfEKTPOHHOro AOKYMEHTa Ha OymaxHOM HocuTene ¢ oTmeTkon "[lybnukat
3NEKTPOHHOro JOKyMeHTa".

lll. YyeT peuenTypHbIX 611aHKOB (3a UCKITHOYEHUEM peLenTypPHbIX
o6naHkoB no ¢popme N 107/y-HI "CneunanbHbIn peuenTypHbIn 6naHk™)

23. Yyer peuentypHbix 6nankoB dopm N 107-1/y, N 148-1/y-88 wn N 148-1/y-04(n),
n3roTaeBnmMBaemMbIXx TunorpadpCckum crnocobom (Janee - peuenTypHble OGnaHku, nognexawme y4eTy),
OCYLLIECTBNSIETCSA B XypHanax y4eTa, NpOHYMEpOBaHHbIX, MPOLUHYPOBaHHLIX UM CKPEMIEHHbIX NOAMMUCHI0
pykoBOOUTENsT W nevaTbld  MEeOULMHCKOW  OpraHusaumMu  unuv  nognuchbio  MHAMBUZOYanbHOro
npeanpyvHUMaTensl, UMELLEro NNLEH3NI0 HA MEAVNLMHCKYH0 AeATENbHOCTb.

24, )XypHan y4eTa peuenTtypHbix 6nankoB dopmbl N 107-1/y cogepxut cnegytowme rpadbi:
1) HOMEep No NopsaKy;

2) B pasgerne "MMpuxoa™

a) gaTa perucTpaumm JOKyMeHTa, NoATBEPKOAOLErO NOCTYNNEHWE;

6) Homep 1 faTa JOKYMEHTa, MoATBEPKAAOLErO NOCTYNNEHNE, HAUMEHOBaHME NOCTABLLMKE;
B) o6LLlee KONMYeCTBO NOCTYNUBLLMX PELENTYPHBIX BraHKoB;

F) cbamvmvm, MHUUmarbl MMEHU N OTYHEeCTBa (nocneuHee - npu HaJ'II/I‘-Il/II/I) 1 noanncb OTBETCTBEHHOIO
MeanUnHCKOro paGOTHVIKa, nonyymseLlero peuenTtypHble OnaHK1 OT NOCTaBLLUKA;

3) B pasgerne "Pacxoa™:
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a) nara Bblaauv peLenTypHbIX GNaHKoB;
6) KONMYECTBO BblAaHHbIX PeLenTypHbIX 6raHKoB;

B) d)amvuwm, MHUUnanbl MMEHM W OTYeCTBa (nocnep,Hee - npu Haﬂl/l‘-ll/ll/l) OTBETCTBEHHOIO
MeanUmnHCKOro pa6OTHVIKa, nony4mseLlero peuenTtypHble GnaHku;

F) noanmcb OoTBETCTBEHHOIro MeanLmMHCKOro pa60THl/IKa, nony4usLlero peuenTtypHblie onaHku;

4) (*)aMMJ'IVIFl, MHUUmanbl NUMeHn n oT4ecTBa (I'IOCJ'Ie,EI,Hee - npu HaJ'II/ILII/II/I) 1 noanncb OTBETCTBEHHOIO
MeaunumnHCKOro paGOTHVIKa, BblaaBLUEero peuenTtypHblie OnaHku;

5) ocTtaTtok peLenTypHbIX 6riaHKoB.

25. XXypHan yueta peuenTypHbix 6naHkoB cdopm N 148-1/y-88 u N 148-1/y-04(n) copepxut
cnepytowme rpadbi:

1) HomMep No nopsaky;

2) B pasgene "lMpuxoa™

a) Aata permctpaumm JOKyMeHTa, NOATBEPKAaloLLero nocTynneHme;

6) HoMep n aaTta AOoKyMeHTa, nogTBepXaatoLwero nocTynneHne, HaumeHoBaHWe NoCTaBLLMKa;
B) obLLee KOnMYeCTBO NOCTYNMBLLMX peuenTypHbIX 6rnaHKoB;

r) cepun 1 Homepa peLenTypHbIX BraHKoB;

[) KONMYeCcTBO peLEenTypHbIX GrIaHKOB NO cepusMm;

€) hamunus, nHmumansl UMeHn n oT4ecTBa (NocnegHee - NPU HanM4yuMKn) N NOANUCL OTBETCTBEHHOIO
MeOMLIMHCKOrO paboTHUKA, MONYyYMBLIErO peLenTypHble 6naHKM OT NOCTaBLLKMKA;

3) B pasgene "Pacxoa™:

a) 4aTa Bblgadn peLenTypHbIX 6r1aHKoB;

©0) cepun n Homepa Bbl4aHHbIX PELENTYPHbIX OaHKOB;
B) KONIMYECTBO BblAAHHbIX PeLenTypHbIX 6raHKoB;

r damunusa, uHUUManNbl UMEHW KU oTvecTBa (nocriegHee - MpuM HanmMyuum) OTBETCTBEHHOIO
MeOMLMHCKOrO paboTHUKA, NONyYMBLUErO peLenTypHble GnaHku;

[) noanucb OTBETCTBEHHOTO MEAMUMHCKOrO paboTHUKA, NOMyYMBLLIEro peuenTypHbie GraHKkuy;

4) dhamunusi, UHULManbl UMeHU 1 oTYecTBa (MocriedHee - Npu HanM4umn) U NOANUChL OTBETCTBEHHOTO
MeAMLMHCKOro paboTHUKA, BblAaBLUEro peuenTypHble GraHkuy;

5) ocTtaTok peLenTypHbIX Gr1aHKOB.

26. YdyeT peuenTtoB, OOPMIIEHHbLIX B (POpME SMEeKTPOHHOro [OKYMEHTa, OCYLUEeCTBNSETCH B
rocygapCTBEHHON MH(OPMAaLMOHHON cucTeMe B cdepe 34paBOOXpaHeHMst cybbekta Poccuickon
depepaumm nocpeacTBOM BeAeHUS €0MHOM0 peectpa peuenTtoB, OOPMITEHHBIX B (hOPME 3MEKTPOHHbIX
OOKYMEHTOB.

IV. XpaHeHune peuenTypHbIX 6J1aHKOB (32 UCKITHOYEHMEM peLenTyPHbIX
6naHkoB no dpopme N 107/y-HI "CneunanbHbIN peuenTypHbIN 6naHK")

27. MeguumMHCKME opraHusauum noryyatoT Heobxogumblie peuenTypHble GraHku, 0OpMIIEHHBIE
Tunorpacpckum cnocobom, 4vepes TeppuTopuarnbHble OpraHbl YMPaBMEeHUA 30pPaBOOXPAHEHWEM UMK
opraHu3aumu, YMNONTHOMOYEHHbIE Ha 3TO OpraHamu WUCMOMHWUTENBHOW Briactu cyObekToB Poccuiickomn
denepaumu.

28. Peu,enTyprle OnaHku, noanexaiine yyeTy, XpaHATCA OTBETCTBEHHbLIM JIMLIOM, Ha3Ha4Y€HHbIM



pykoBoauTeneM MeOMLMHCKOW opraHusauuM, B 3anMpaeMoM MeTannuyeckoM Likady (ceidpe) wnu
MeTanIM4yeckom ALLUKe.

29. HgvBuayanbHblii NpeanpuH1MaTerb, UMEeLMA NMULEH3NI0 Ha MEeOULIMHCKYIO AeSTeNbHOCTb,
XPpaHUT peLienTypHble GrnaHku, noanexalime yyeTy, B 3anupaemMoM MeTannuyeckom Lwkady (ceridpe) unm
MeTanM4YeckoMm ALLVKE.

30. I'IpOBepKa COCTOAHUA XpaHeHud, y4deTa, (baKTW-IeCKOFO Hanm4mna mn pacxoga peuenTtypHbIX
OnaHkoB, noAnexalumx yy4eTy, OoAMH pa3 B KBapTasl OCyLleCTBNnAeTCd KOMWCCHEN, CO34aHHON B
MeauLMHCKON opraHusauun.

31. PeuentypHole 6GnaHkM, odopMnsieMble Ha OyMaXHOM HOCWUTeNe W noanexaiive yyeTy,
BblAAOTCA MeAVUMHCKAM paboTHMKaM, MMEOLWUM NpaBo Od)OPMIIEHNS peLenToB, Mo PacrnopsiKeHWo
rMaBHOro Bpaya Unm ero 3aMecTuTens.

I'IonyquHble peuenTypHblie OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeOUUUHCKUMU
paGOTHMKaMM B NOMeELLEHUNAX, O6eCI'Ie‘-II/IBaIOLIJ.I/1X MX COXPaHHOCTb.

32. lMporpaMMHO-TEXHUYECKME CpeacTBa FOCYAApCTBEHHbIX WMHGOPMALMOHHBIX cucteM B cdepe
3[,paBOOXPaHEHUS], MEAULIMHCKMX MHAPOPMALMOHHbBIX CUCTEM MEOULMHCKUX OopraHusauui obecrneyunBaroT
XpaHEeHMe 3NeKTPOHHbIX peLenToB, 0popMITeHHLIX B DOPME 3MEKTPOHHBLIX JOKYMEHTOB B TEYEHME CPOKOB,
YCTaHOBMEHHbIX OS89 XpaHeHUs1 peLenToB, 0OPMIIEHHbIX HA COOTBETCTBYHOLLUMX hopMax peuenTypHbIX
©naHkoB Ha BymaxxHoM HocuTene <10>.

<10> MognyHkT 5.2.169 lMonoxeHns o MuHuctepctee (CobpaHne 3akoHopaTenbcTBa Poccuiickon
depepaumu, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Mpunoxexune N 4

K npukady MnHucTepcTBa 30paBoOXpaHEHNs
Poccuiickon depepanmm

oT 24 HosA6ps 2021 r. N 1094H

®OPMA CMNELWANBHOIO PELEMTYPHOIO BJTAHKA N 107/Y-HI

MwuHMCTEpPCTBO 34 paBoOXpaHeHnst Poccumnckom Kog dopmbl no OKY[]
denepaummn MeguuunHckas AOKYMeHTaums
dopma N 107/y-HIM,
yTBEPXXOEHHASA MPUKa3oMm
. MwuHncTepcTBa 30paBOOXpPaHEHNS]
wrTaMmn meguumnHCKon opraHmsauum Poccumnckon ¢eﬂepauMM
oT 24.11.2021 N 1094H

PELIENT

Cepus N

v 20 T
(marta BeinuckM peuenTa)

(B3pOCHbIfA, AETCKMIA - HY)KHOE NOAYEPKHYTh)

damunus, Umsi, 0OTYECTBO (NocneaHee - Npu Hanuunm)
naumeHTa
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Bospact

Celeﬂ M HOMeEp nonunca 0bs13aTENBHOrO MEANLIMHCKOIO CTpaxoBaHuA

Homep meanumnHckon KapTbl

damunug, nmg, oT4ecTBO (NocnegHee - Npu Hanu4mm)
neyvaulero Bpaya (denballepa, akyLepku)

o RS

Moanuck 1 NnyHas nevatb Bpaya
(noanuck henballepa, akyLepkm)

M.I.

damunus, UMsi, OTYECTBO (NocnegHee - NpU HanMuMM) 1 NOANMUCL YNOMHOMOYEHHOro Nuua
MeOMUUHCKON opraHusaumnm

M.,

OTmeTKa anTeyHomn opraHnsauum ob oTnycke

damnnug, nvsd, oT4ecTBO (NocnegHee - Npu HanU4Mm) N NOANMUCb PaboTHMKA anNnTEYHON opraHM3auun

M.TT.

Cpok gencteus peuenTta 15 gHen

Mpunoxexne N 5

K npukasy MnHUcTepcTBa 30paBoOXpPaHEHNS
Poccuiickon depepanmm

oT 24 HosA6ps 2021 r. N 1094H

NOPAOOK
M3roToBNEHUA, PACNPEAENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA
PELIENTOB, COOEPXALLUNX HASHAYEHME HAPKOTUYECKUX CPEACTB
N NCUXOTPOMNHbLIX BELWECTB

I. MopsaAok n3rotoBneHus, pacnpeaeneHns cneymnanbHbIX
peuenTypHbIX 6naHkoB no c¢opme N 107/y-HI

1. OpraHu3aumio M3roToBNeHNs U pacrnpegeneHs peuentypHbix 6raHkoB no c¢opme N 107/y-HI
"CneuuanbHbli peuenTypHbin GnaHk" (ganee - cneuvanbHbI peuenTypHbIi BnaHK) ocyliecTBnseT
MwuHucTepcTBO 3apaBooxpaHenus Poccunckon ®enepauun (ganee - MMHMCTEPCTBO).

2. CneunaneHble peuenTypHble BnaHku SIBNATCA 3alUMLLEHHON nonmrpadouyeckon npogyKumen
ypoBHsi "B", narotaBnmeaemon Ha Bymare po3oBoro ueta paamepom 10 cm x 15 cm, OMKHbI UMETE CEPUI0
N HOMEp, a Takke COOTBETCTBOBATb TpPebOOBaHMSAM, ykasaHHbIM B npukasze MuHucTepctBa hyvHaHCOB
Poccunckon depepaumm ot 29 ceHtabps 2020 r. N 2171 "O6 ytBepxaeHun TexHnyecknx TpeboBaHnn 1
YCIOBWI M3rOTOBMEHMS 3alUMLLEHHON OT NoAdenok nonurpacpmyeckon npodykummn" (3apervctpupoBaH
MwuHucTepcTBoM tocTuumm Poccuiickon ®Pegepaumm 16 Hos6psa 2020 r., pervctpauunoHHbii N 60930).

3. B uensax OopraHn3auumn M3roToBrieHna N pacnpenerneHna cneunaribHbiX peuenTypHbIX OnaHkoB
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MeaULMHCKME opraHuM3auun, MMelollne npaBo OCYLWECTBMATb Bblgady peLenToB Ha HapKoTUYeckue
cpeacTtBa unu ncuxotponHble BewlectBa cnucka |l MNMepeyHs mn 3apeructpupoBaHHble B Poccuickomn
depepaumm B KayecTBe JIEKAPCTBEHHbIX MpenapaTtoB Anst MEeAWUMHCKOro NpuMMEeHeHus (ganee
COOTBETCTBEHHO - MeOUUMHCKas oOpraHu3auusi, HapKOTUYECKUA (NMCUXOTPOMHLINA) NEeKapCTBEHHbIN
npenapar), COCTaBNSOT 3asiBKM Ha peLenTypHble BraHKu.

4. B CpoK a0 1 OKTF|6p$| Tekyuwero roga 3asdBkM MeOULNHCKUX opransaLLwZ Ha cneuwnanbHble
peuenTypHblie GnaHku npencrtaBnATCA:

1) MeaUUNHCKMMUK  OopraHunsaumnamMuy, HaxogAaAwunmMmuca B BeeHUn (bep,epaanux opraHoB
NCMONHUTENbLHOW BNacTu, - B cooTBeTCTBYHOLLNE (pe,u,epaanble opraHbl NCMNOMNHUTENbLHON BNAcCTU;

2) MEQULMHCKMMUW OpraHn3auusiMn, Haxoaswmnmncs B BegeHun cybbektos Poccuiickon ®enepauun,
MEANLMHCKUMN OpraHmnsaumsaMm MyHULUNAnNsHOM M YacTHOW CUCTEM 3OpPaBOOXPAHEHMSI - B OpraHbl
ucnonHuTenbHol Bnactu cybvektoB Poccuiickon ®enepaummn B cpepe oxpaHbl 340pPOBbs rpaXgaH, Ha
TEPPUTOPUM KOTOPbIX OHM pPacrnosfioXeHbl (fanee - opraHbl WCMOMHWUTENBHOW BracTM CyObekToB
Poccuinckon ®egepaumm).

5. B 3anBke MeOWLMHCKOW OpraHvsaumn Ha creuuvanbHble peLenTypHble BnaHku ykasbliBaloTcA
cneaylLme CBeaeHUN:

1) cBegeHnss 0 MeOUUUHCKOM OpraHu3auuu, NOoAaBLUen 3asiBKy Ha creuunanbHble peuenTypHble
©naHku (NonHoe HauMeHoBaHMe, agpec MecTa HaxoXaeHus );

2) KONMWYecTBO CreuManbHbIX pPeuenTypHbiX OraHKoB, M3pacxXxodoBaHHbIX  MEAULIMHCKON
opraHusaumen Ha 1 aHBaps NpeaLwecTBYOLLEro roaa;

3) KONMMYeCTBO crneumanbHbIX peLenTypHbIX 61aHKOB, HEOBXOAMMbIX MEAULIMHCKON OpraHn3aLmMm Ha
cnegywwmn rog,.

3asBka MeOMLMHCKOM OpraHM3aumMM Ha creuuanbHble peuenTypHble OnaHky noanucbiBaeTcs
pykoBoauTenemM MeOULMHCKOM OpraHu3aumun, KOTOpblA HeceT MepcoHarbHyt OTBETCTBEHHOCTb 3a
000CHOBAHHOCTb M AOCTOBEPHOCTb YKa3aHHbIX CBEOEHWUNA.

6. ®eagepanbHble opraHbl UCNONMHUTENBHON BRacTu, B BEAEHWUM KOTOPbIX HAXOASATCS MeAULMHCKME
opraHmusaumn (ganee - denepanbHble OpraHbl MCMOMHUTENbHOW BAcTW), U OpraHbl MUCMOSHUTENbHOM
Bnactu cybbektoB Poccunckon depepauum Ha OCHOBaHMM 3asBOK MEAWMLMHCKMX OpraHuM3auui Ha
crneuunanbHble peuenTypHble 6rnaHkM hopMUpYOT CBOAHbIE 3asiBKM Ha crnieuunarnbHble peuenTypHble 6naHku
N B Cpok Ao 1 aekabps Tekyliero roga NnpeacTaBnsaloT ux B MMHUCTEpPCTBO.

7. B cBoaHoO 3asiBke Ha crielarnbHble pelenTypHble GrnaHku ykasbiBaloTcsa crieqytolme cBeaeHus:

1) cBegeHusa o henepanbHOM OpraHe MCMONMHUTENBHOW BNacTu (OpraHe UCMONHUTENBHOW BNacTu
cybbekta Poccunckon degepaumm), NpeacTaBMBLLUEM CBOOHYHO 3asBKYy Ha crieuvanbHble peuenTypHble
6raHk1 (MofHoe HaumeHoBaHWe, agpec MecTa HaxoXaeHus);

2) konnM4ecTBO creumarnbHbIX peLenTypHbIX OraHKoB, pacnpefeneHHbiX dedeparnbHbiM OpraHom
WCMOMHUTENBHOW BriacTu (OpraHoM MCMONHUTENbBHOW Briactu cybbekta Poccunckon ®epepauun) Ha 1
SIHBaps NpeALecTBYOLLEro roga Mexay MeauLuHCKUMIN OpraHn3aumsiMu;

3) KOnMMYecTBO creuuanbHbIX peLenTypHbIX OnaHKoB, Heobxoaumblx dedepansHOMY OpraHy
WCMOMHUTENBHOW BriactTu (OpraHy WCMONHUTENbHOM Bnactn cybbekta Poccunckon Pepepaumun) Ha
crnepyroLwmnin roq aAnst pacnpegenexHns Mexay MeguumHCKMMM opraHu3aumnsmu;

4) cBefeHVMs O NOABEOOMCTBEHHOW OpraHuMsauun, yYrnoriHOMOYEHHOW benepanbHbIM OpraHoM
WCMOSMHWUTENBHOW BNacTu (OpraHoM WCMONMHUTENbHOM BRactu cybbekta Poccunckon degepaunn)
OCYLLIECTBNATb MOMyYeHVEe cneumnanbHbiX peLenTypHbiX OnaHkoB oT MUHUCTEpPCTBA, MX XPaHEHWE U
Bblgavyy MeAWLMHCKMM OpraHu3auusm (MosiHoe HaumeHoBaHue, agpec Mecta Haxoxaenus, VHH/KIMM,
OKTMO opraHusaunm, hakTU4eckunii agpec nocTaBku).

8. Ha ocHOBaHMM nomny4YeHHbIX CBOAHbLIX 3asiBOK Ha creuuarnbHble peLenTypHble GnaHku
MuHMCTEpCTBO exerogHo B cpok Ao 15 gHBaps cnepgywowlero roga opMupyeT U yTBepXaaeT nnad
pacnpefeneHust cneumanbHbIX peLenTypHbIX GnaHKkoB, B KOTOPOM OTpaxaeTcsi rogoBasi noTpebHoCTb
Poccuiickon ®epepaumn B crneumanbHbIX peLENnTYpHbIX GnaHkax (ganee - nnaH pacnpeneneHus
MwuHucTepcTBa).
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9. B nnaHe pacnpegenenns MuHucTepcTBa ykasblBaloTCA crefytolme cBegeHUs:
1) NOpPsSiAKOBLIN HOMEP 3anucy;

2) HaumeHoBaHVe dedepanbHOro opraHa WCMONHWUTENbHOM BnacTW (opraHa WCMONMHUTENbHOW
Brnactu cybbekta Poccuiickoli degepauunn), npeacTaBMBLUEro CBOAHYIO 3asiBKy Ha crneuuvanbHble
peLenTypHble GnaHku;

3) HeobxoarMoe KONMMYECTBO crieLmanbHbIX PeLenTypHbIX GraHKoB.

10. HanpaeneHune cneumanbHbIX peLenTypHbiX 6rnaHkoB degepanbHbiM OpraHaMm UCMONHUTENBHOM
BMacTu, opraHaM WCMonHUTENbHOM Briactu cyobektoB Poccuiickon Pepepaumm ocyLlecTBRsAeTcs
MwuHMCTEPCTBOM B KONMYECTBE, NPegyCMOTPEHHOM MNaHoOM pacnpeaeneHs MuHucTepcTaa.

11.  MUHUCTEPCTBOM [OMOMHUTENbHO K KOMMYECTBY ChneuuanbHbiX peLenTypHbIX GrnaHKoB,
npeaycMOTpeHHOMY MnaHoM pacnpedenedus MuHucTepcTBa, (oOpMMpYeTCcsl pesepBHbIV  3anac
cneumanbHbiX peLenTypHbiX GnaHkoB B KonudecTBe, He npesbiwatolwem 150 000 cneumanbHbIX
peLenTypHbIX GraHKoB.

12. B cnyvyae yBenuyeHuss NnoTpebGHOCTM B cneumanbHbIX peLenTypHbIXx GnaHkax depeparnbHble
opraHbl UCMOMHUTENBHOW BNacTy (OpraHbl MCNOMHUTENBHOM BNactu cy6bekToB Poccuiickon Penepaunm)
HanpaensiT B MuHUCTEPCTBO CBOAHbIE 3asBKM Ha [AOMOMHUTENbHOE KONMYECTBO cheumanbHbIX
peuenTypHbix 6GnaHkoB (C 0OOOCHOBaHMEM YBENUYEHUs MOTPEOHOCTU B CrneumanbHbIX pPelenTypHbIX
bnaHkax), koTopble npegocTaBnsalTcd MUMHUCTEPCTBOM U3 pe3epBHOro 3amaca  crneuunanbHbIX
peuenTypHbIX 61aHKoB.

13. ®epgepanbHble OpraHbl MCNONMHUTENBHOM BriacTu (opraHbl MCMOMHUTENBHOW BNacTn CybbekToB
Poccuiickon ®denepauun) pacnpefensitoT MonyvYeHHble cneuunanbHble peuenTypHble GnaHku mexay
MEOMLIMHCKUMW  OpraHuM3auMsMy Ha OCHOBaHWM MMaHoB pacnpedeneHns, CcHOpMUPOBaHHbBIX B
COOTBETCTBUM C 3asiBKaMN MEAMLMHCKUX OpraHu3aumin Ha cneumarnbHble peuenTypHble 6naHku.

Il. Mopspok perncTpauunm, yyeta u XpaHeHUs cneuuanbHbIX
peuenTypHbix 6naHkoB no ¢popme N 107/y-HIM

14. MuHuCTEpPCTBO, WHble deaepanbHble oOpraHbl  WUCMOMHUTENBHOW BNacTU W OpraHbl
NCnonHUTENbHOM BracTn cybobektoB Poccuiickon dPepepaumm opraHuM3yoT XpaHeHWe cneumnanbHbIX
peLenTypHbiX OMnaHkoB B MNOABEAOMCTBEHHbLIX OpraHM3auusax, YMONMHOMOYEHHBbIX OCYLLECTBNSATbL
noryyeHue cneynanbHbIX peLenTypHbIX 6naHkoB 0T MUHUCTEPCTBA, UX XPaHEHWE U Bblaavy MeAULMHCKUM
opraHusaumsm (ganee - ynoriHoMOYeHHasi opraHmM3aums).

15. B ynornHOMOYEHHOW OpraHuM3aumm U MeguLMHCKON OpraHusaumm, nonyyvmBLLEN crieumanbHble
peuenTypHble GnaHKW, opraHuM3yeTcsl perucTpaumsi, y4eT U XpaHeHue cheuunanbHbiX peLenTypHbIX
OnaHKoB.

Pervctpaunsi, yyeT M XpaHeHWe pe3epBHOrO 3arnaca CheuuanbHbiX peuenTypHbIX GraHKoB
MuHMcTepcTBa ocyllecTBrseTcs deaepanbHbiM  FOCYAapCTBEHHbIM  OHOMKETHBIM  YUpEKOEHNEM,
HaxodswuMcs B BedeHMM MwuHucTepcTBa (ganee COOTBETCTBEHHO - pe3epBHbIA  3amac,
noaBeOOMCTBEHHOE YYpEeXaeHe).

16. PaboTHUK, Ha3HaAYeHHbIM MNpPUKaA3OM PyKOBOOAMTENS  YMOSIHOMOYEHHOW  OpraHv3auuu
(YynOrHOMOYEHHON OpraHu3auuu, NoaBeOOMCTBEHHOMO YYpexaeHus) OTBETCTBEHHbIM 3a permcrpaumio,
XPaHEHWE 1 y4eT cneumarnbHbIX peLenTypHbIX O11aHKOB (garnee - OTBETCTBEHHbIN pabOTHWMK), Ha OCHOBaHUK
O0BEPEHHOCTN, OYOPMIIEHHOW B NOpsAKe, YCTaHOBIIEHHOM 3akoHodaTenbcTBoM Poccunckon ®egepaumm
(c nognucbld  pyKOBOAMTENS  YMOMTHOMOYEHHOW OpraHmsauun  (ynoSTHOMOYEHHOW — OpraHu3auumu,
NoABEOOMCTBEHHOIO YYpEXOEHUS), rMaBHOro OyxranTepa, 3aBEPEHHbIX KPYrnon nevartbio), nonyyaet
crneuunanbHble peuenTypHble 6naHkM W OCyLecTBRsSeT BEOEHUE >XypHana perucrpauMn un ydeta
crneumnanbHbIX peuenTypHbiX OraHkoB, K KOTOpoMy npuobuwaeTr d¢oto- un (Mniv) Bugeomartepuansi,
noareepxaarolime hakt oopMIIEHNS peLenTypHbIX BNaHKoB Ha AOMY (NpY HaNU4Mu).

17. >KypHan peructpaumm W yyeTa creumanbHbIX peuenTypHbiX OGnaHkoB [orkeH ObiTb
NPOHYMEpPOBaH, MPOLLUHYpOBaH, MMETb Ha MOocrieQHei CTpaHuLe 3anvCb, COAepXKallyl KONMYEeCTBO
CTpaHuU, TOMHOe HavMMEHOBaHWe YMNOSTHOMOYEHHON opraHu3aumMn (MeOUUMHCKOW opraHu3aumu,
NoOBeOOMCTBEHHOIO YYpPEXOEHWs), a TakkKe CKpenneH MOoAMUCbI0 pyKoBoOUTENsl W Mevatbio
YMOTHOMOYEHHOV OpraHM3auum (MeauUMHCKON opraHnsaumn, NoaBedoMCTBEHHOTO YUPEXaeHUs ).



XKypHan peructpaumm M y4yeTa creuumanbHbiX pPeLenTypHbIX OnaHKoB pe3epBHOro 3arnaca
MwuHuCTepCcTBa CKpenmseTca Takke MOAMUCLIO AupekTopa (B criyd4ae ero OTCYTCTBUS - 3aMecTuTens
anpektopa) [enapTameHTa perynupoBaHus OOpalleHUss feKapCTBEHHbIX CPeacTB WM MeOULMHCKUX
nsgenun MumHuctepcTea u nedaTtbto MuHucTepcTBa.

18. B XypHane peructpauum un ydeta cneuunarnbHbIX peluenTypHbIX GnaHkoB YKa3bIBakOTCA
cnenywuine ceeeHnd:

1) NnopsAKoBbIN HOMEP 3anucy;

2) npuxop cnewumnanbHbIX peuenTypHbIX 6naHKoB:

a) peKBusnTbI U faTta perucTpaumu NnpuxoaHoro AoOKyMeHTa;

6) obLLee KONMYECTBO NOCTYMNUBLUKNX CrielmanbHbIX peLenTypHbIX GaHKoB;

B) CEpUs M HOMep creLmanbHOro peLenTypHoro 6naHka;

r) KONMYECTBO CreunanbHbIX peLenTypHbIX GrnaHKoB Mo Kaxaon cepuu;

4) hamunusa, nmsa, oT4ecTBO (NOcnegHee - Npu HanM4uMmM) 1 NOANUCH OTBETCTBEHHOTO PabOTHUKA;
3) pacxof crneumnanbHbIX peuenTypHbIX BriaHKoB:

a) Aata Bblgayun crneumanbHbIX peuenTypHbIX 61aHKoB;

6) cepumn 1 HoMepa Bbl4aHHbIX CrieumanbHbIX peLenTypHbIX 6naHKoB;

B) KONMMYECTBO BblAaHHbIX CrieluanbHbIX peLenTypHbIX GNaHKoB C yKa3aHWeM B CKOBKax KonuyecTtsa
cneumanbHbIX peuenTypHbIX 61aHKoB, BblAaHHbIX A1 OOPMIIEHNUS HA AOMY;

r damunus, ums, OTY4EeCTBO (MocregHee - Npu Hanuyuuu) M Noanucb nuua, Mosy4YMBLUErO
cneumanbHble peuenTypHble BnaHku;

[) KONMMYeCTBO creunanbHbIX peLenTypHbiX 6raHKkoB, 0DOPMIEHHBIX Ha JOMY;

e) hamunusa, ums, oT4yecTBo (MocnegHee - MpyU HanMuuM) M MOAMMCH Nvua, OOPMMBLLETNO
cneumanbHble peuenTypHble GnaHku Ha JoMmy;

4) hamunus, nms, OT4ECTBO (NOCrneaHee - NPy HanMyYnm) U NOAMNUCbL OTBETCTBEHHOIO paboTHMKA;
5) ocTaTok crneumanbHbIX peLenTypHbIX OaHKoB.

19. CneumanbHbI peuenTypHbIn OnaHk SABMSIETCS OOKYMEHTOM CTPOroM OT4eTHOCTM. 3anac
cneumanbHbIX peuenTypHbIX 6raHkoB B MEAULIMHCKON OpraHM3aLmmn OOSMKEH XPaHUTLCA B CrieuuanbHbIX
noMeLLeHnsX, ceridbax nnm B cneumanbHO U3roTOBMEHHbIX LUKadgax, 0bUTbIX OLIMHKOBAHHBIM >Xene3oMm, C
HafeXHbIM BHYTPEHHUM U HABECHBLIM 3aMKOM.

MomelleHuns, cendbl, WKadbl, B KOTOPbIX XPaHATCA cneuunanbHble peuenTypHble 6rnaHku, OOMKHbI
ObITb 3aKPbITbl HA 3aMKM U NOCIIE OKOHYaHMs paboThbl onevyaTaHbl NeYaTblo YNOMHOMOYEHHON OpraHmM3aumm
(MeanumMHCKOM opraHusaLmmn) unm onfnoMmonpoBaHsbI.

20. B MEAVUMHCKUX OpraHM3auusx 3anac cneuuanbHblX pPeuenTypHbiX OraHKoB He [OOIMKeH
npeBbILaTh rofoBo NOTPEGHOCTU.

21. Paspewaetca BblgaBatb MeOMUWHCKOMY pabOoTHMKY, WMelLWeMy npaBo HasHadaTb
HapKoTM4eckne (NCUXOTPOMHBIE) FEKAPCTBEHHbIE MNpenapaTbl, €4VHOBPEMEHHO He OGonee aBaguatv
crneyunanbHbIX peuenTypHbIX 6naHKoB.

MeouumHckMe pabOTHWMKM, BbINMMCbIBaOWME peLenTbl Ha HapKoTU4eckue (MCUXOTPOMHbIE)
neKkapcTBeHHble NpenapaTtbl, Ha OCHOBaHWM MpuKasa PyKoBOOAUTENS MeOULIMHCKOM OpraHM3auun HecyT
NIMYHYI0 OTBETCTBEHHOCTb 33 COXPaHHOCTb MONYYEHHbIX CMEeuManbHbiX PeLenTypHbIX GnaHKoB.
CneumanbHble peuenTypHble GraHku, nornyyYyeHHble MegULUMHCKUM paboTHUMKOM, XpaHSATCS Nogd 3aMKOM B
ceidbax, MeTannuyeckux Wwkadax unm MeTannmyeckux ALmKax.

22. B meguumHcKom opraHmiaunm co3gaeTcd NOCTOAHHO ,D,eVICTBYIOU.laFI KOMUCCUA, KOTOpaA HE pexe



1 pasa kBapTan (Nno peLleHNo PyKOBOAUTENSA MEAMULIMHCKON OpraHn3aLmmn BO3MOXKHO Yallle) OCyLLeCcTBNAeT
NPOBEPKY COCTOAHMS PerucTpauun 1 yyeTa crieumanbHbiX peuenTypHbIX 6raHkoB, B TOM 4ucre nyTem
CBEpKW 3anunceit XypHana perucTpaummn u yyeTa cneumanbHbiX peuenTypHbIX GraHkoB, ¢ dakTU4ecKUm
Hanuunem creumnanbHbIX peLenTypHbIX GraHKoB, a Takke MPOBEPKY COCTOSIHUSI XpaHeHWs crieuuarnbHbIX
peLenTypHbIX 6r1aHKoB.

Mo pe3ynbTataM NpoBEpPKU B XypHane perncrtpaunn n ydeta cneunanbHbIX peluenTypHbIX GnaHkoB
nenaeTca 3annucb O pedynbTaTax npoBeaeHnsa CBEepPKU OaHHbIX, 3aKpensieHHasa nognncamMm Bcex 4rieHoB
KOMMWCCUM, NN CO34aeTcs CcrneunanbHbIn akT NPOBEPKMN.

23. depepanbHble opraHbl UCMOMHUTENBHOW BNAcTV U opraHbl UCMOMHUTENBHON BMacTu CyGHLEKTOB
Poccuiickoinnt degepauum ocyLLECTBNAIOT KOHTPOSb 3a OpraHu3auueli peructpauun, ydyeta v XpaHeHus
crneumanbHbIX peLenTypHbIX 6raHKoB B YNOMHOMOYEHHbBIX OpraHn3aumsaix U MeUUMHCKX OpraHu3aumsx.

24. Bblgaya cneuuanbHbiX peuenTypHbiX OnaHKkoB K3 pe3epBHOro 3anaca MwuHucTepcTBa
denepanbHbIM OpraHam WCMOMHWUTENbHOW BNactu M OpraHaM MCMOSHUTENbHOW BNacTM CyObeKToB
Poccuiickon  depepauum  ocyllecTBRsSIeTCA  OTBETCTBEHHbIM  pabOTHMKOM  MOABEAOMCTBEHHOMO
yuYpexaeH1s Ha OCHOBaHUM peLleHunsi 06 oTnycke cneunanbHbIX peuenTypHbIX 6naHkoB, 0hOpMIIEHHOTO B
BMAE MUCbMa, NOAMUCAHHOro AMPEKTOPOM (B Crnyyae ero OTCYTCTBUS - 3aMecTuTenem aAupektopa)
JdenapTameHTa perynupoBaHus oOpalleHus IeKapCTBEHHbIX CPeaCcTB W MEeOWUUMHCKMX  U3genui
MwuHucTepcTBa.

[MpoBepka geAaTenbHOCTU NOABEAOMCTBEHHOIO YUYpEXOEeHUA NO peructpaumm, ydeTy U XpaHeHuto
pe3epBHOro 3anaca ocyuectenserca [lenapTameHTOM perynmpoBaHus OOpalleHnst feKapCTBEHHbIX
CPeACTB U MeanUMHCKUX nagenuin MmHuctepcTsa 2 pasa B rog He no3aHee 20 ymicna mecsua, cnegyowero
3a UCTEKWKnM nonyrognem.

Mpunoxexne N 6

K npukady MnHucTepcTBa 30paBoOXpaHeEHNs
Poccuiickon depepanmm

oT 24 HosA6ps 2021 r. N 1094H

NPABUNA
O®OPMJIEHUA PELIENTOB, COAEPXALLUX HASBHAYEHME HAPKOTUYECKUX
CPEACTB UIMN NCUXOTPOMHbIX BELUECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX AOKYMEHTOB

. OchopmneHue peuenta Ha GyMaXXHOM HocuTene

1. Ha peuentypHbix 6naHkax dpopmbl N 107/y-HIT B neBom BepxHEM YIy NPOCTaBNAETCS LWTamn
MeaVLUMHCKON opraHuM3auum C ykasaHuMeM ee MOrHOro HavMeHOBaHWA, agpeca U TenedoHa ¢ gaTown
BbINUCKM (aaTon ohopMIeHNs) peLenTa Ha JIeKapCTBEHHbIN nNpenapar.

PeuentypHble 6Gnankn copmbl N 107/y-HI1 n3rotaBnuBaroTCA MCKIKOYUTENBHO TUNOrpadCkum
crnocobom.

2. Ha peuenTypHbix GnaHkax, odopMNsSeMbiX WHAVBMOYANbHBIMK  MPEeanpUHMMaTENsaMu,
UMEIOLLUMM JIMLIEH3NIO Ha MEeOVLMHCKYI0 AeATENbHOCTb, B BEPXHEM FIEBOM YTy TUNorpadCkuM crnocobom
WY NyTem MNpPOCTaBMEHUs LUTaMna OOSKEH OblTb ykasaH agpec MHAMBMAOYarbHOro npeanpuHuMarens,
HOMep ¥ AaTta NMLEH3UN, HAMMEHOBaHWE opraHa rocy4apCTBEHHO BMacTy, BblAaBLUEro NULEH3MIO.

3. PeuentypHbie 6nanku popmbl N 107/y-HIN 3anonHATCA MEQULMHCKUM pabOTHUKOM YepHUnamm
UNU LIApUKOBOW PYYKON.

4. NonyckaeTcss ocbopMIeHNe BCEX PEKBU3UTOB (3a UCKMOYEHEM pekBuanTa "llognmck nevawero
Bpaya (nognuckb denbliepa, akylwepkun)") peuenTtypHbix 6naHkoB popmbl N 107/y-HIN ¢ ucnone3oBaHnem
neyaTtaroLLnX YCTPOWCTB.

5. B peuentypHom 6naHke coopmbl N 107/y-HI B cTpokax "®amunus, nms, ot4ecTBo (nocrnegHee -
npv Hanu4mm) naumeHTa" n "BospacT” ykasbiBatoTCA NOMHOCTbIO hamMunus, UMsl, OTHECTBO (nocregHee -



Npv HaNU4uKn) NaumeHTa, ero Bo3pacT (KONMYECTBO NOSHbIX JET).
[onycTMMo ykasaHue aatbl poxgeHNs naumueHTa.
6. B peuentypHoMm 6naHke dpopmbl N 107/y-HIT:

1) B cTpoke "Cepusi 1 HOMep nonuca 0bs3aTenbHOro MegMUUHCKOrO CTpaxoBaHusa™" yKasbiBaeTcs
HoMep nonuca obs3aTenbHOro MeANLIMHCKOro CTpaxoBaHus naumeHTa (Mpu Hanmumm);

2) B cTpoke "Homep meauumHCKOW KapTbl" ykasblBaeTCs HOMeEp MeAMLMHCKON KapTbl NauuneHTa,
nonyyaroLLero MeauMLUHCKY0 NMOMOLLb B aMOynaToOpHbIX YCMOBUSAX, MU UCTOpPUM OOnesHn nauueHTa,
BbINUCLIBAEMOro N3 MEAMULIMHCKON opraHusauuu;

3) B cTpoke "®amunus, ums, oT4ecTBO (MocregHee - Npy Hanu4um) nevailero spada (penbawepa,
akyLiepkmn)" ykasblBaeTcs MOMHOCTLIO hamMunus, MMs, OTYECTBO (nocregHee - Npy Hanuuuu) Bpaya
(dbenbawepa, akywepku), BbINUCABLLErO peLenT Ha HapKOTUYEeCKUM (NMCUXOTPOMHBLIN) NeKapCTBEHHbIN
npenapar.

7. B rpadbe "Rp" peuenTypHoro 6naHka cpopmbl N 107/y-HI ykasbiBaeTcs:

1) HauMeHoBaHWe NekapCTBEHHOTO NpenapaTa (MexayHapoAHOe HeNaTeHTOBaHHOE HauMeEHOBaHNe,
rPyNNMpPOBOYHOE MU XMUMUYECKOE HaMMEHOBaHNE, TOProBOE HAaUMEHOBAHWE) Ha NMAaTUHCKOM SA3bIKE UMW Ha
pycckoM si3bike, popma BbiNycka, 4O3VMPOBKA, KONMWMYECTBO (YKasblBAeTCs MPOMUCbI Ha peLenTypHOM
6naHke copmbl N 107/y-HI);

2) cnocob npuMeHeHWst NeKapCTBEHHOro npenapata Ha rocygapCTBEHHOM s3blke Poccuiickon
depepaumm Mnn Ha rocygapctBeHHOM A3bike Poccuickon depepaummn u rocygapCcTBEHHOM A3bIKe
pecnybnuk un UHbIX A3blkax HapogoB Poccunckon denepaumm <1>,

<1>YacTtb 1 ctaTtbmn 15 3akoHa Poccuiickon ®egepauum ot 25 oktabpsa 1991 r. N 1807-1 "O asbikax
HapogoB Poccunckon ®enepaunn” (nanee - 3akoH N 1807-1). (BegomocTn cbesga HapogHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PCOCP, 1991, N 50, c1. 1740).

8. Mpun ocbopmneHnn peuenTypHbIX ONaHKOB 3anpeLaeTcs orpaHNYMBaTbLCA OOLMMM yKa3aHMsSIMM,
Hanpumep, "BHyTpeHHee", "N3BeCcTHO".

9. lMNpn odopmneHnn naumeHTy peuentypHoro 6naHka dopmbl N 107/y-HI Ha HapkoTudeckuin
(MCUXOTPOMHbLIN) NEKapCTBEHHbIM Mpenapar B paMKax oOKasaHuMs MEeOULMHCKOW MOMOLUM  Mpu
onpeneneHHoM 3aboneBaHnn Takom peLenT 3aBepsieTcs:

1) nognucelo 1 NMYHOM NeYaThio Bpaya NrMbo nognuceto denbaulepa (akyLepku);

2) nevyaTbld MEAWUMHCKOW oOpraHm3aumu, nvMbo CTPYKTYpPHOrO nogpasfaeneHnss MeauuUMHCKON
opraHmsaumm "[na peuenToB", KOTOpas MpPOCTaBNAeTCA IMLOM, YNOMHOMOYEHHbIM pyKoBoaAUTENeM
MEOMLUHCKON OpraHmMsauum C ykasaHuem gamuinnu, UMeHW, OT4ecTBa (nocnegHee - Mpv Hanuumun) u
NPOCTaBMEHMEM €ro FIMYHON NOANUCH.

B cnyyasx HeobxoammMocTM oOMOpMIEHUss peuenta Ha HapKOTUYECKUN  (MCUXOTPOMHbINA)
fNekapCTBEHHbIV Npenapat Ha [OMYy B paMKax oOKasaHus naniuatuBHOM MEAWLMHCKOW MOMOLLM
JornyckaeTca npefBapuTeNnbHOE 3aBepeHne pelenTta LWTaMnoM MeOWMLMHCKOW OpraHmsauum, neyartbio
MEOVLUUHCKON opraHvM3aummM nvbo CTPYKTYPHOro nogpasgeneHus MeauLMHCKOM opraHmsauumn "Ons
peuenToB”, KoTOpas MpPOCTABMASAETCA JMLOM, YMOSTHOMOYEHHBIM PYKOBOAMTENEM  MELMWLMHCKON
opraHu3auuu, ¢ ykasaHuem haMmmnmm, UMeHu, oTyecTBa (NocrneaHee - Mpu HanuM4Mm) U NPoOCTaBfEHNEM
€ro nn4yHou nognucu. Npn 3TOM B XXypHane perncrpauum 1 yyeta peLenTypHbiX 611aHKoB B COOTBETCTBUM
c lMopsigkom perncTpauum, y4eTa U XpaHeHus cneumanbHbIX peLenTypHbIX OfIaHKOB Ha HapKoTU4eckue
cpencTBa UIM NCUXOTPONHbIE BELLECTBA, YTBEPXKAEHHBIM HACTOALMUM NPMKa3oM, AenaeTcs OTMETKa O ero
Bblgavye Ansi opopMreHus Ha AOMy, a TakKke OTMETKa, YAOCTOBEpPEHHas noanvcbio Bpada nmbo
denbalepa (akywepku), odopMmBLLErO peLenTt, o ¢akte ero oopMreHUsl, KOTOPbIA MOXET ObITb
OOMOMHUTENBHO NoATBEPXAEH POTO- 1 (UNK) BUAEOMATEPUANamu.

B ctpoke "OTmeTka anTe4yHow opraHu3auum ob oTnycke" CTaBUTCA OTMETKAa anTeYHON opraHn3aumm
06 oTnycke HapKOTMYECKOro (MCMXOTPOMHOrO) NEKAPCTBEHHOIO npenapara (C yka3aHMemM HaumMeHOBaHMS,
KOnuMyecTBa OTMYLLEHHOrO HapKOTUYECKOro (MCMXOTPOMHOMO) FIEKAapCTBEHHOrO Npenapata U Aatbl ero
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OTI'IyCKa), KOTOpadA 3aBepdeTcd noanucbro pa60TH|/||<a anTe4yHon opraHusaumm, OTnycTuBLUEro
HapKOTMHeCKMVI (I'ICVIXOTpOI'IHbIVI) ﬂeKapCTBeHHbIVI npenapar (C YKa3aHunem ero (*)aMVIJ'IVIVI, MMEHU, OTHEeCTBa
(nocnep,Hee - npu HaJ'IVI‘-IVIVI), a TakKke prFﬂOVI nevarbio anTevyHomn opraHmn3auun, B OTTUCKE KOTOpOVI
[OJITKHO ObITb I/IﬂeHTI/ICbI/ILI,I/IpOBaHO NosIHOE HaMMeHOBaHNE anTevyHon opraHmn3auun.

10. Ha ogHom peuentypHom 6riaHke cpopmbl N 107/y-HI paspeluaeTcs ocyLecTBAsATbL HAa3Ha4YeHme
TONBKO OOHOr0 HaMMeHOBaHWs fiekapCTBEHHOro npenaparTa.

11. VicnpaBneHus B peuenTe He JonyCKaloTCs.
Il. OchopmneHue peuenta B hopMe 351IEKTPOHHOIro AOKYMEHTa

12. PeuenTt B (hopMe 3NEKTPOHHOIO OOKYMEHTa, NOANUCAHHOIO YCUMEHHOW KBannuuMpoBaHHOM
3NEKTPOHHOW MOANUCbLIO, OPMUPYETCS MELULMHCKMM pPabOTHMKOM, CBEAEHMSI O KOTOPOM BHECEHbI B
dbenepanbHbIN perncTp MeguuUHCKMX paboTHUKOB <2>, a TakKe Npu YCroBUM perucTpauum MeguLMHCKOM
opraHusaumm, B KOTOpon ohopmMnseTcs peLenT, B heaepanbHOM peecTpe MeguULMHCKUX opraHusaunm <3>
€[ MHOWN rocyaapCTBEHHOW MHAOPMALMOHHOM CUCTEMBI B cdhepe 34paBOOXPaHEHUSA 1 NOAKMIOYEHUS Takom
MeANLMHCKON opraHM3auun K rocyaapCTBEHHON MHAOPMALMOHHON CUCTEME B cdepe 3apaBOOXpPaHEHUst
cybbekta Poccuickon ®enepaumm <4>,

<2> Yactb 4 crtatbm 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epgepaummn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crtatbm 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epgepaummn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> Ctatbn 91 n 91.1 degepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaummn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMO NauueHTa WM ero 3aKOHHOro MNpeacTaBuTENs OOPMISETCS 3K3EMMnaAp
peuenta B oOpMe OSfEKTPOHHOro [AOKYMEHTa Ha OymaxHOM HocuTene c¢ otmeTtkon "[ybnukat
3MNEKTPOHHOIo JOKyMeHTa".
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