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3aperucTtpupoaHo B MuHtocte Poccumn 30 Hos16pst 2021 1. N 66124

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOW ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1094H

OB YTBEPXXOEHWUN NOPAOKA
HA3HAYEHUA NEKAPCTBEHHbLIX NMPEMAPATOB, ®OPM PELIEMTYPHbIX
BNAHKOB HA JIEKAPCTBEHHbIE NMPENAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHWUA, POPM BJIAHKOB
PELENTOB, COAEPXALUUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUXOTPOMHbIX BELWWECTB, MOPAOKA UX U3TOTOBJIEHUA,
PACMNPEAENEHUA, PETUCTPALIUN, YYETA U XPAHEHUA,
A TAKXXE NMPABUIT O®POPMIIEHNA BINAHKOB PELIENTOB,
B TOM YNCIE B ®OPME 3NEKTPOHHbLIX JOKYMEHTOB

B cootBeTcTBUM C myHkTOM 16 yactu 2 ctatbu 14 depepansHoro 3akoHa ot 21 Hos6psa 2011 r. N 323-3
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®epepaumun” (Cobpanune 3akoHogaTensctBa Poccuickom
®epnepaummn, 2011, N 48, ct. 6724; 2017, N 31, cT. 4791), nyHkTOM 2 cTaTtbu 26 depepanbHOro 3akoHa oT 8
aHBapa 1998 r. N 3-O3 "O HapkoTMYeckux CpeAacTBax W MNCUXoTponHbiX BeuwectBax" (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepaumn, 1998, N 2, c1. 219; 2017, N 31, cT. 4791), noanyHktamu 5.2.177,
5.2.178 n 5.2.179 nyHkta 5 [llonoxeHus o MwuHucTepcTBe 3gpaBooxpaHeHuss Poccuiickon ®egepauun,
yTBepXaeHHoro noctaHoBneHnem [lpasutensctBa Poccuiickon ®Pepepaumm ot 19 uoHa 2012 r. N 608
(CobpaHue 3akoHopaTensctea Poccuiickon ®egepaumm, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333; 2017, N 52,
cT. 8131; 2021, N 43, cT. 7258), npukasbiBato:

1. YTBEpauThb:
Mopsiaok HasHayYeHNs NekapCcTBEHHbIX MpenapaToB cornacHo npunoxerHuto N 1;
dopMbl peLenTypHbIX Gr1aHKOB Ha NekapCTBEHHbIEe NpenapaTbl cornacHo npunoxexuio N 2;

Mopsigok odbopmrieHNst peuenTypHbiX OnMaHKOB Ha neKapCTBEHHble Npenapartbl, WX y4YeTa U XpaHeHus
cornacHo npunoxenuto N 3;

(bOprI onaHkoB peuenToB, coaepXalnux Ha3dHa4dYeHne HapKOTUYEeCKUX CpenctB WInM MNMCUXOTPOMHbIX
BeLLLeCTB, cornacHo npunoxenuto N 4;

MopsiooK M3roTOBMEHWUs, pachpederieHnsl, perucTpauun, yy4eta U XpaHeHusi peLenToB, CcoaepKallmx
Ha3HaYeHne HapKOTUYECKUX CPEACTB UMM NCUXOTPOMHBIX BELLECTB cornacHo npunoxexunio N 5;

I'Ipanma OCbOpMJ'IeHI/IFl peuenTos, cogepXxalnx HadHa4eHNe HapKOTUYECKNX CpeacTB UMM NMCUXOTPOMHbIX
BellecTB, B TOM 4YUClie B cbopme SNEKTPOHHbIX OKYMEHTOB COI1aCHO NpUIrioXxXeHnw N 6.

2. MpusHaTb yTpaTUBLLUMMM CUIY:

npukaz MuHucTepcTBa 3apaBooxpaHeHusi Poccuinckon ®Pepepaumm ot 1 aerycta 2012 r. N 54H "O6
yTBEpXXaeHun bopmbl 6NaHKOB peLienToB, coaepXXalumx HasHa4YeHNe HapKOTUYECKMX CPEACTB UMM MCUXOTPOMHbIX
BELLECTB, MOpsidka WX W3roTOBMEHWs, pacnpegeneHuns, permctpauumn, ydyeta M XpaHeHus, a Takke npaBun
odopmneHuns" (3apernctpuposaH MuHuctepcTBom toctuumm Poccuiickon ®epepaumm 15 asrycra 2012 r.,
pernctpaumoHHbsin N 25190);

npukasz MwuHucTtepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauumn ot 30 moHs 2015 r. N 385H "O
BHECEHUW M3MeHeHW B npuka3 MuHncTepcTea 3gpaBooxpaHeHus Poccuiickon ®egepauun ot 1 asrycta 2012 r.
N 54H "O6 yTBepxgeHun dopmbl BNaHKoB peLenToB, CoaepXallmMx HasHa4YeHne HapKOTUYECKUX CPeacTB UMu
NCUXOTPOMHBIX BELLECTB, Nopsaka Nx U3roToBrneHus, pacnpegeneHuns, peructpaumm, y4eta u XpaHeHusl, a Takke
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npasun odopmnexHua” (3apermctpmposaH MuHmuctepctsoM toctuuum Poccuickon ®enepauun 27 Hosbpst 2015 .,
pervctpaunoHHbin N 39868);

nopukas MwuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon ®epepauum ot 21 anpens 2016 r. N 254H "O
BHECEHUW U3MeHeHul B npuka3d MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon depepaumm ot 20 gekabpsa 2012
r. N 11751 "O6 yTBEpPXXOEHMM NOpsiAKa HA3HAYEHMS 1 BbIMMCLIBAHUS] NEKAPCTBEHHbIX NpenapaToB, a Takke hopm
peLenTypHbIX BNIaHKOB Ha NeKapCTBEHHbIE MpenapaTbl, Nopsaka oopMIIEHNsT Yka3aHHbIX ONaHKoB, MX yyeTa U
xpaHeHua" n npunoxenne N 2 k npukady MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®epepaumm ot 1
aerycta 2012 r. N 541 "O6 ytBepxaeHun opmMbl BriaHKOB peuenToB, cogepXalumx HagHayeHne HapKOTUYECKMX
CPEeACTB UNU MCUXOTPOMHbIX BELLECTB, NOpsSaKka WX W3rOTOBMNEHWS, pacnpefeneHusi, perucrpaumu, ydeta u
XpaHeHus, a Takke npasun ogopmneHusa” (3apernctpuposaH MuHuctepcTsom toctuumm Poccunckon ®enepauun
18 nionsa 2016 r., peructpauunoHHbii N 42887);

OYHKT 4 W3MEHEHWI, KOTOpble BHOCHATCS B HEKOTOpble npukasbl MuHUCTepcTBa 34paBOOXPAHEHUS U
coumnansHoro passuTtus Poccunckon egepaummn n MuHnuctepctea sgpaBooxpaHeHus Poccuiickon degepaumm no
Bonpocam obpalleHus neKapCTBEHHbIX NpenapatoB, COAEPXalLMX HapKOTUYeckue cpeacTBa, NCUXOTPOMHbIE
BELLECTBA M WX MPEKYPCOpbl, U NEKAPCTBEHHbLIX CPEACTB, MOANeXalnx NPeLMeTHO-KONMYECTBEHHOMY Y4ETY,
yTBEPXXAEHHBIX NMpukaszom MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaumm ot 31 oktabpsa 2017 r. N
882H (3apernctpupoBaH MuHuctepcteom toctuumm Poccuinckon Pegepaumm 9 siieapsi 2018 r., permctpaumoHHbIN
N 49561);

npukasz MuHucTepcTBa 3apaBooxpaHeHus Poccunickon ®epepauum ot 11 gekabps 2019 r. N 10211 "O
BHeCeHUM nsMeHeHun B npunoxeHna N 2 m 4 k npukasdy MuHucCTepcTBa 3gpaBooxpaHeHusi Poccuinckomn
depepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBEpXaeHUn hopMbl O1aHKOB PELIENTOB, COAepKaLLMX Ha3HaYeHne
HapKOTUYECKNX CPEACTB WM MNCUXOTPOMHbIX BELLEeCTB, Mopsgka WX W3rOTOBMEHUS, pacnpeneneHus,
perMctpaumu, yyeta n XpaHeHus, a Takke npasun odopmneHus” (3apernctpmposaH MUHUCTEPCTBOM HOCTULIMM
Poccuiickon ®epepaumm 28 aHesaps 2020 r., pernctpaumoHHbin N 57293);

npukasz MwuHucTepcTBa 3gpaBooxpaHeHusi Poccunckon depepaumm ot 8 oktsabps 2020 r. N 10761 "O
BHECEHUM U3MeHeHUn B [lopsgok perncrpaumm, yyeta U XpaHeHust cneumanbHbIX peuenTypHbIX GraHKoB Ha
HapkOTMYeCKMe CpeacTBa UMM MNCUXOTPOMHbIE  BELLECTBA, YTBEPXKAEHHbIM npukazoM MuHucTepcTBa
3apaBooxpaHeHnss Poccunckon ®epepauumn ot 1 asrycta 2012 r. N 54H" (3apernctpmpoBaH MuHUCTEPCTBOM
tocTnumm Poccunckon ®enepaumm 13 Hosi6psa 2020 r., peructpaumnoHHbii N 60898);

npukad MuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickon ®epgepauum ot 14 auBapa 2019 r. N 41 "O6
yTBEPXKOEHUN nopsdka HasHavyeHWs fekapCTBeHHbIX npenapaTtoB, OpM  peuenTypHbiX 6naHKoB Ha
nekapcTBeHHble npenapaTbl, nopsiaka OdOPMIIEHMs YyKasaHHbIX OnaHkoB, WX YyyeTa MW XpaHeHus"
(3apeructpuposaH MuHuctepcTBoM toctuumm Poccuiickon ®epepaumm 26 mapta 2019 r., permctpaunoHHbsii N
54173);

npukad MuHucTepcTBa 3gpasooxpaHeHunss Poccumnckon ®egepaummn ot 11 gekabpa 2019 r. N 1022H "O
BHECEHUM N3MeHeHUI B Npuka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuinckon ®enepaunm ot 14 ausapa 2019 r.
N 4H "O6 yTBepXOeHuMU nopsigka HazHaAYeHWUsl NeKapCTBEHHbIX MpenapaToB, hopM peuenTypHbiX OraHKoB Ha
neKkapCcTBeHHble MpenapaTtbl, nopsaka OgOpPMIEHNs YyKasdaHHbIX OnaHKoB, WX y4eTa U XpaHeHus"
(3apeructpupoBaH MuHuctepctBom toctuumm Poccuickon ®enepaunm 28 sHeapsi 2020 r., perncrpaumoHHbin N
57292);

npukasz MwuHucTepcTBa 3apaBooxpaHeHusi Poccuickon depepaumm oT 8 oktsabps 2020 r. N 1075H "O
BHECEHUM W3MEHEHWA B MOPSOOK HasHAYeHWst JNEKApCTBEHHbIX MpenapaToB, YTBEPXOEHHbI MPUKa3oM
MwuHncTepcTBa 3apaBooxpaHeHust Poccunckon depepaumm ot 14 aHBapst 2019 r. N 4H" (3apeructpupoBaH
MuHncTepcTeoMm tocTuumnm Poccuiickon ®epepauun 22 aekadpsa 2020 r., permctpauunoHHeii N 61695);

OYHKT 3.8 VHCTPYKUMKM O nopsake BbINUCbIBAHMSA NEKAPCTBEHHbIX NPenapaTtoB M 0POpMIIEHNS PELENTOB U
TpeboBaHW-HakNagHbIX, YTBEPXKAEHHOW Mpuka3om MuHMCTEpPCTBA 30paBOOXPAHEHUS U COLMANIbHOIO pPasBUTUS
Poccuiickon ®eaepaumm ot 12 dpespansa 2007 r. N 110 "O nopsgke HazHayYeHUs1 U BbIMUCbIBAHWS NTEKAPCTBEHHbIX
npenapaToB, U3OeNU MEAMUMHCKOrO Ha3HavyeHus U cneumanuM3vMpoBaHHbLIX MPOAYKTOB rfeyebHoro nutaHus"
(3apeructpuposaH MuHuctepctsom toctuummn Poccuiickon ®epepaumm 27 anpena 2007 r., pernctpaumoHHbin N
9364);
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npukasz MuHMcTepcTBa 34paBOOXpaHEHMS U coumnanbHoro passutus Poccuiickon ®epepauum ot 17 mas
2012 r. N 5621 "O6 yTBepxgeHumn lopsgka OTnycka U3MYEecKUMm nuuaM NeKkapCTBEHHbIX MpenapaTtoB Anis
MEOMLMHCKOrO MPUMEHEHUS, codepXalliMx KpoMe MarbiX KOMMYEeCTB HapKOTUYECKUX CPenCTB, MCUXOTPOMHbIX
BEWECTB W WX MNPEeKypcopoB Apyrne apmakonormyeckme akTuBHble BellecTBa" (3aperncTpvpoBaH
MuHncTepcTeoMm tocTuumnmn Poccuiickon ®enepauun 1 noHs 2012 r., pernctpaumoHHbii N 24438);

OYHKT 2 W3MEHEHWI, KOTOpble BHOCATCHA B HEKOTOpble npukasdbl MuHUCTEPCTBa 34paBOOXPaHEHUST U
coumnansHoro passutusa Poccuiickon ®egepauun, yTBepxaeHHbIX npukasoMm MuHuCTepcTBa 34paBOOXPaHEHUS
Poccuiickon ®epgepaumm ot 10 noHsa 2013 r. N 369H (3apeructpupoBaH MUHUCTEPCTBOM tOCTULMKM Poccuinckom
®depnepaumm 15 nona 2013 r., pernctpaumoHHbin N 29064);

nopukad MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon ®epepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHUM U3MEHEHUIN B MOPSAOK OTnycka (hrM3MyecknM nuuam fiekapcTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHWs, coaepKallMxX KpoMe ManbIX KONMYECTB HAPKOTUMYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U UX
NpekypcopoB [Apyrve apmakonormyeckne akTuBHble BellecTBa, YTBEpXOeHHbIM npukazoM MuHucTepcTBa
34paBoOOXpaHeEHMsT W coumanbHoro passutuss Poccuiickon ®depepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcteom toctuummn Poceuiickon @eagepaumm 10 ceHTabpsa 2014 r., pernctpaumoHHbin N
34024);

OYHKT 1 WM3MEHEHWI, KOTOpble BHOCATCS B HEKOTOpble npukasbl MuHUCTEpcTBa 34paBOOXPAHEHUS U
coumnansHoro passutns Poccunckon degepauum n MuHuctepctBa 3gpaBooxpaHeHuss Poccunickon deagepauuu,
YTBEPXXAEHHbIX Npuka3om MuHucTepcTBa 3gpaBooxpaHeHust Poccunckon depepaumm ot 10 ceHTabpa 2015 . N
634H (3apernctpupoBaH MwuHuctepctBom toctuumm  Poccuinckon ®epgepauumn 30 ceHTabpa 2015 r.,
peructpaunoHHbin N 39063);

OYHKT 3 WM3MEHEHWI, KOTOpble BHOCATCS B HEKOTOpble Mpukasbl MuHMCTEpcTBa 34paBOOXPAHEHUSA U
coumarnbHoro passutusa Poccunckon ®egepaunm n MuHmuctepcTa 3gpaBooxpaHeHus Poccuiickon ®epepauum no
Bonpocam obpalleHnst NeKkapCTBEHHbIX MpenapaToB, COAEpXaliMxX HapKoTUYEeCKUe CPeACTBa, MCUXOTPOIMHble
BELLECTBA U UX MPEKYPCOPOB, N NEKAPCTBEHHbIX CPeACTB, noanexawmx npeamMeTHO-KONIMYECTBEHHOMY Y4eTy,
yTBEPXKAEHHbIX Npukazom MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaummn ot 31 oktabps 2017 r. N
882H (3apeructpuposaH MuHuctepcTsom octuLmm Poccuinickon ®epepaumm 9 sHaps 2018 r., perncTpaumnoHHbIN
N 49561).

3. PeuentypHble 6naHkn dopmbl N 107/y-HI1, n3rotoBneHHble A0 AHS BCTYMNSIEHUA B CUMY HaCTOSLLEro
npukasa, MoryT 6biTb ucnonb3oBaHbl Ao 1 mapTta 2023 roaa.

4. HacTtosawwmn npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet oo 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

Mpunoxexue N 1

K npukady MyHucTepcTBa 34paBOOXpPaHEHMS
Poccuiickon denepaunmn

oT 24 Hos6ps1 2021 1. N 1094H

noPAAOK HASHAYEHUA NEKAPCTBEHHbIX NMPENAPATOB
l. O6wme nonoxeHus
1. HasHauyeHne nekapCTBEHHbIX MpenapaToB ANs MeOULMHCKOro NMPUMEHEeHUs (Oanee - NnekapcTBeHHble
npenapaTbl) OCYLUECTBRSIETCS fleyalum BpayoM, denbillepoM, akyLlepKkoh B CryYyae BO3MOXEHUS Ha HUX

MOSTHOMOYMIA Nevallero Bpaya, Npu oKasaHWM MeOULMHCKOW MOMOLWM B MEOMUMHCKUX OopraHmsaumusx <1>, B
nopsaKe, YCTaHOBMEHHOM MpukaszoM MWHMCTEPCTBa 34paBOOXPAHEHUS U COLMANbHOrO pasBUTUS POCCUICKON
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®epepaummn ot 23 mapta 2012 r. N 2521 "O6 yTBepxaeHun lNMopsiaka BO3NOXEHWUsI HA doenbllepa, akylepky
pyKOBOOWUTENEM MELMLUHCKON OpraHu3auMm npyv OpraHvM3aumm oOkKasaHus MepBUYHON MEeLMKO-CaHUTapHOM
NOMOLLM M CKOPOWN MEAMLMHCKOMW MOMOLUM OTAENbHbIX (OYHKUMA fedvallero Bpaya no HenocpeacTBEHHOMY
OKa3aHWK MeOMLMHCKOM MOMOLLU MaumMeHTy B nepuog HabnogeHus 3a HMAM U ero feyeHusi, B TOM 4Yucne no
Ha3Ha4YeHMo 1 NPUMEHEHMIO NNEKAPCTBEHHbIX NpenapaToB, BKIOYas HAPKOTUYECKME NEKapCTBEHHbIE npenapaTbl
W MNCUXOTPOMHbIE  NeKapCTBeHHble  npenapaTbl"  <2>,  unHAMBUAYaNbHbIMW  NpeanpuHMMaTensiMu,
OCYLLECTBMAILMMN MEOULMHCKYHO OEATENbHOCTL (Janee - MeguumMHckne paboTHUKK).

<1> [ydkr 11 cratbu 2 PepepanbHoro 3akoHa ot 21 Hoabps 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
300poBbs rpaxaaH B Poccuiickon ®egepauunn” (Cobpanne 3akoHogaTensctea Poccuiickon ®egepauun, 2011, N
48, cT. 6724, 2019, N 52, cT. 7796) (nanee - PegepanbHbiii 3akoH N 323-03).

<2> BapeructpupoBaH MwuHucTtepcTBom toctuumm Poccuinickon depepaumm 28 anpena 2012 r.,
peructpaunoHHbin N 23971 € W3MEHEHUsSIMKW, BHECEHHbIMW npukazom MuHUCTEPCTBA 34paBOOXPaAHEHMS
Poccuinckon ®epepaumm ot 31 oktabpa 2017 r. N 882H (3apervctpupoBaH MUHUCTEPCTBOM HOCTULIMM
Poccuiickon ®egepaumm 9 aHaps 2018 r., pernctpaumoHHbin N 49561).

MeauvumnHckMn paboTHUK, OPOPMUBLLMIA peLenT C HapyLIeHNneM HacTosALWero nopsaka, unv pykosogutenbs
MeAMLUMHCKOM opraHmsaummn obecneymBaloT CBOEBpeMeHHoe nepeodopmneHne Tpebyemoro Ans naumeHTa
peuenTa.

2. CBegeHNsa 0 Ha3HA4YeHHOM feKapCTBEHHOM npenapaTe (HaMMeHOBaHWe NeKkapCTBEHHOro npenapara,
0O031NPOBKa, cnocob BBEeOEHUA U MNpPpUMEHEHUdA, pexnm [Oo3UpoBaHUA, NPOAOIDKUTENBHOCTE JevYeHnda U
0060CHOBaHWe HasHa4YeHWsl NeKapCTBEHHOrO npenapaTta) BHOCATCA MEOUUUHCKMM pabOTHUMKOM B MEAMLIMHCKYHO
OOKYMEHTaUMI0 NaumeHTa.

B cnyvasx, ykasaHHbiXx B nyHKkTax 8 - 11 Hactosiwero opsgka, MeaUUUHCKMA pabOTHUK, HasHa4MBLUWA
nekapcTBeHHbIM npenapat, ohopmMIisieT Ha3HayYeHWe NeKapCTBEHHbIX MpenapaTtoB, B TOM 4Yucne noanexalimx
W3roTOBIIEHUIO U OTMYCKY anTeYHbiMW OpraHu3auusamun (ganee - nekapCcTBeHHble npenapaTbl UHAUBMAYaNbHOro
N3roTOBIEHUST), HA peuenTypHOM GraHke, odbopMneHHoOM Ha BymaHOM HocuTene 3a CBOel noanuckbio (ganee -
peuenT Ha OymaxHoM HocuTene), U (Mnu) C cornacus NauueHTa UM ero 3akoHHOro npepctaBuTens <3> Ha
peuenTypHOM GraHke B oOpMe SMIEKTPOHHOIO AOKYMEHTa C UCMOSIb30BAHUEM YCUINEHHOW KBanNnuumMpoBaHHOM
3NEKTPOHHON NOANMCU MEeULMHCKOrO paboTHUKa (ganee - peuent B hopMe 3NEeKTPOHHOIO JOKYMEHTA).

<3> MyHkT 2 cTtatbu 20 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHopgaTenbcTBa Poccumnckon
depepaumu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B popme 3SMNEKTPOHHOro AOKYMEHTa, COAepXaluui HasHaydeHue HapKOTUYECKUX CpeacTs unu
NMCUXOTPOMHbIX BeLlecTB, NOAMNUCLIBAETCSA C UCMNOSb30BaHUEM YCUMNEHHOW KBanudULMPOBAHHON 3MNEKTPOHHOM
nognucy nevawero Bpayva unu penbawepa, akylepkn, Ha KOTOPbIX BO3MOXEHbl (PYHKLUUK fnevallero spada, u
COOTBETCTBYHOLLEN MEOULIMHCKOW OpraHn3aumm <4>,

<4> [yHkT 1 cTatbu 26 PegepansHoro 3akoHa ot 8 saHeaps 1998 r. N 3-®3 "O HapkoTM4eckux cpeacTeax u
ncuxoTponHbix Bewectax" (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 1998, N 2, c1. 219, 2017, N
31, cT. 4791) (nanee - ®egepanbHbiii 3akoH N 3-03).

OdopmneHue peuenToB B POPME 3NEKTPOHHbLIX AOKYMEHTOB OCYLUECTBISETCSA B Clyvae NpUHATUS
YMNOSITHOMOYEHHBIM OpPraHoOM WCMOSIHUTENbHOW Brnactu cybbekta Poccuiickon degepaumm B COOTBETCTBUMM C
OyHKTOM 4 ctatbu 6 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHnn nekapcTBEHHbLIX
cpeacts" <5> peweHnss 06 ucnonb3oBaHUM Ha TeppuTopum cybbekta Poccuickon degepaumm Hapsgy ¢
peuenTamMy Ha JfekapCTBeHHble npenapaTtbl, O(OPMIEHHbIMA Ha OymaXHOM HOCUTene, peuenToB Ha
nekapcTBeHHbIe Npenaparbl, COPMUPOBAHHLIX B DOPME 3NEKTPOHHBIX JOKYMEHTOB.
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<5> CobpaHnwne 3akoHogaTenbcTBa Poccuiickon Pepgepaumm, 2010, N 16, cT. 1815, 2019, N 52, c1. 7793.

3. MNpu BbINUCKe NauueHTa U3 MEeOMUMHCKON OpraHusaumm, B KOTOPOW eMy okasblBanacb MeguuMHCKas
MOMOLLb B CTaLMOHAPHbIX YCINOBMUSX, MPU HEOOXOOUMOCTU NPOOOIHKEHUS NPUEMA NeKapCTBEHHOrO npenapara B
amMOynaTopHbIX YCMOBUSX [AHHOMY MaUMEHTYy MO PELUEHMIO PYKOBOOUTENsS MEAMLMHCKOW OpraHuM3auum
HasHa4valTCcHa ¢ opopMIieHneM peLienta B POpMe 3NEKTPOHHOIO JOKYMEHTa 1 (Mnn) Ha BymaxkHOM HocuTene (3a
UCKIoYeHeM OhOpPMIIEHNS PeLIENTOB Ha JIeKapCTBEHHbIE Npenaparbl, NoAanexalumne oTnycky 6ecnnartHo unm co
ckugkon) nnbo BbigaloTca (MauWeHTy WAM ero 3akOHHOMY MPeACTaBUTEN0) OAHOBPEMEHHO C BbIMUCKON U3
nctopun 60nesHM nekapCTBEHHbIE NpenapaTbl, B TOM YNUCIe HAapKOTUYECKME U NMCUXOTPOMHbIE NEKAPCTBEHHbIE
npenapaTbl, BHeCeHHble B cnucku |l n |ll nepeyHa HapKOTUYECKUX CPeACTB, MCUXOTPOMHbLIX BELeCTB U UX
NpekypcopoB, noanexalunx KoHTponto B Poccuiickon deaepaumu, yTeepxaeHHoro NpasutensctBom Poccuinckom
depepaummn <6> (ganee - lNepeyeHb), CUNBHOAENCTBYIOLLME JIEKApCTBEHHbIE Mpenapartbl, Ha CPOK Mpuema
nayueHTom Ao 5 gHen.

<6> [yHkr 2 cratbu 2 depepanvHoro 3akoHa N 3-®3 (CobpaHue 3akoHogaTtenbcTBa Poccumnckon
depepaumu, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHauyeHune NNIeKapCTBEHHbIX NpenapaTtoB MNpU OKa3aHUn MEeANLMHCKOM MOMOLLUN B CTauMoOHapHbIX
YCNoBuAxX MOXeT OCYLeCTBNATbCA NnocpenCcTBOM Tpe6OBaHVIIZ MeANLNHCKOM opraHusauuun, HanpaslideMbIX B
anTedHble opraHmn3auumn, asndarwmecda CTPpyKTypHbIMU nogpa3geneHnamm MeOnLMHCKOMN opraHunsauunn. <7>

<7> [NyHkT 54 cTatbu 4 PepepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpaweHun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®egepauun, 2010, N 16, cT. 1815; 2019, N
31, cT. 4456) (nanee - PegepanbHblii 3akoH N 61-D3).

5. HasHayeHne nekapCTBEHHbIX MpenapaToB OCYLLECTBMASETCA MeOUUMHCKUM  paboTHUMKOM Mo
MEeXOyHapO4HOMY HenaTeHTOBAaHHOMY HaMMEHOBaHWIO, @ MpU €ero OTCYTCTBMM - TPYMMUPOBOYHOMY WM
XMMWYECKOMY HauMeHoBaHui0. B cnyvae oTCyTCTBUSA MeEXOyHapoOHOro HenaTeHTOBAHHOIO HauMMEHOBAHWUS U
rPyNMNMPOBOYHOIO WUITM XMMWYECKOTO HaMMEHOBaHUS JIEKApPCTBEHHOrO Mpenaparta JieKapCTBEHHbIA npenapar
Ha3Ha4yaeTca MeQULNHCKMM paboTHMKOM MO TOProBOMY HaMMeHOBaHMo. [pn HanMunm MeguunHCKMX nokasaHuim
(vHaMBMAyanbHas HENEepPeHOCMMOCTb, MO J>KM3HEHHbIM MOKa3aHWsiM) MO peLlleHM0 BpavyebHon Komuccum
MEeOMLMHCKON opraHmsaumm <8> ocyLlecTBnsieTcs HasHayeHwe n odopMneHne HasHadeHUs NeKkapCTBEHHbIX
npenapaToB, He BXOAALMX B CTAaHA4APTbl MEOVLUHCKON NOMOLLM, pa3paboTaHHble B COOTBETCTBMM C OyHKTOM 14
cratbun 37 PepepanbHoro 3akoHa N 323-03 <9>, unu He NpegyCMOTPEHHbIX COOTBETCTBYHOLLEN KIMHUYECKOW
pekoMmeHgaumen, nmbo No TOProBbiM HauMMeHOBaHUAM. PelieHne BpayebHOM KOMWUCCUMM  MEOMLMHCKOM
opraHunsaumm UKCUpyeTcs B MEOULMHCKON AOKYMEHTALMM NaLMeHTa 1 B XXypHarne Bpa4yeOHOM KOMUCCUMN.

<8> [pukas MuHucTEpCTBa 30paBOOXpaHEHMS U coLmanbHOro pas3sutnsa Poccunckon ®epepauum ot 5 mas
2012 r. N 5021 "O6 yTBepxaeHuM nopsiaka co3fgaHusa M OedATenbHOCTUM BpadebHOW KOMWUCCUMM MeOULMHCKON
opraHusaumn" (3apernctpmposaH MuHuctepctBom toctmumm Poccuiickon ®depepaumm 9 wuwoHa 2012 .,
pernctpaumoHHblin N 24516) ¢ u3MeHeHWsAMW, BHECEHHbIMU npukaszoM MuHUCTEpCTBa 34paBOOXpaHEeHUs
Poccuickon ®epepaumm ot 2 gekabpsa 2013 r. N 886H (3apermctpmpoaH MUHUCTEPCTBOM OCTULMN POCCUICKOM
depepaumm 23 gekabpst 2013 r., pernctpaumoHHbii N 30714).

<9> CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 2011, N 48, c1. 6724,

Ecnu npv okasaHuv nauMeHTy MeOMUMHCKOW MOMOLUM B MEAVLMHCKOM OpraHvM3auuy B CTauMOHAapHbIX
YCMOBUSIX MO PELUEHMI0 BpavyebHOM KOMMCCUM OCYLLECTBISIOTCA Ha3Ha4YeHne U MpUMEHEeHWE feKapCTBEHHOro
npenapata C KOHKPETHbIM TOProBbiM HauMMeHOBaHWEM, TO MPW OKasaHuW AAaHHOMY MaLUEHTY MEAMLIMHCKOW
MOMOLLM B MHON MEAMLMHCKOW OpraHvM3auuyM B CTaLMOHAPHBLIX YCMOBUAX, a Takke B amBynaToOpHbIX YCrOBMUSX
OCYLLECTBAETCA HasHaYeHne eMy NekapcTBEHHOro npenapara ¢ TeM e TOProBbiIM HaumeHoBaHem <10>.
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<10> [yHKT 2 noctaHoBneHus MNMpasutensctea Poccuiickon ®eaepaumm ot 30.06.2020 N 965 "O BHeceHun
n3MeHeHwii B MNpaBuna dopMMpoBaHUs NepeYHs fieKapCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYLLECTBSIETCS B
COOTBETCTBMU C UX TOProBbIMW HAVMMEHOBaHUSIMU, U O MPUMEHEHUUN NEKAPCTBEHHBIX NPenapaToB C KOHKPETHLIMU
ToproBbiMyn HaumeHoBaHussMn" (CobpaHue 3akoHogaTenscTBa Poccunckon ®egepaumn, 2020, N 28, cT. 4422).

6. HasHauyeHne nekapCTBEHHOro npenapara B peuente Ha BymaxHOM HocuTene unu peuente B dopme
3NEKTPOHHOrO AOKyMeHTa odopMnseTcs Ha WMMs nauueHTa, AnS KOTOporo npegHasHavyeH nekapCTBEHHbIN
npenapar.

PeuenTt Ha BymaxHoMm HocuTene, ohopmIeHHbIn Ha peuenTtypHom 6naHke popm N 107/y-HIM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXOEHHbIX HACTOALMM MNPUKA3OM, MOXeT ObiTb MOMy4YeH MNauuMeHTOM, ero
3aKOHHbIM MpeAcTaBuTeNneM UMM fMUOM, WUMEKLWUM OMOPMIIEHHYIO B COOTBETCTBMU C PaxaaHCKUM
3akoHopaTenbcTBOM Poccuickon ®egepaumnm OBEPEHHOCTb OT NauueHTa Ha NpaBo MOMNyyYeHWs Takoro pewenta
(manee - ynoniHOMOYEHHOE NNLIO).

MpeacrtaBneHne AoBepPEHHOCTU He TpebyeTca B criydae NonyvyeHus peuenTta Ha NekapCTBEHHbIM npenapart
ONns MHKypabenbHOro 60MbHOrO Ha 3aBepluatoleM 3Tane ero KU3HW JIMLOM, OCYLLECTBIISIIOLUM YXOZ 3a Takum
NHKypabenbHbIM 6onbHBIM. B Takom criyyae meguumMHCKuin paboTHUK Bbi4aeT Ny, OCYLLECTBSIOWEMY yXop, 3a
WHKypabenbHbIM OOMbHBIM, JOKYMEHT, MOATBEPXKAAMOLWMIA UHKYpabenbHOe COCTOsHWE OONbHOro, CoaepXKallmi
cBefeHus O nuue, KoTopoe ByaeT nony4vatb SieKapCTBEHHbIE NMpenapaThl No peuenTy (pamunus, UMs, OTYECTBO
(mocnegHee - npu Hanuuun), BUA, cepusa N (MnNn) Homep AOKYMEHTa, YAOCTOBEPSIOLLEro JIMYHOCTL), 3aBEPEHHbIN
noAnncCbio U NeYaTbio 4aHHOro MeANLIMHCKOro paboTHMKA, a Takke nevaTbio MeguLMHCKON opraHm3auuu.

[oKkymeHT, noaTBepXaatoLLmn nHKypabenbHoe CoCcTosiHne 6OMbLHOro, OCTaeTCs B anTeYHON OpraHn3aLuun.
Peuent B (popme ONEeKTPOHHOro [OKyMeHTa OpPMUPYETCA C MWCMONb30BaHUMEM rOCY4apPCTBEHHOM

MHOPMaLMOHHOMW cucTeMbl B cchepe 3apaBooxpaHeHusi cybbekta Poccunckon Pegepauun, MeauLMHCKON
MHOPMALMOHHON CUCTEMbI MEOULIMHCKOW opraHn3aumm <11>.

<11> Cratbu 91 n 91.1 PepnepanbHoro 3akoHa N 323-®3 (CobpaHne 3akoHogaTensctBa Poccuinckon
depepaumu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT BblAauM peLenTa Ha NeKkapCTBEHHbIA NpenapaTt 3akOHHOMY MPEeACTaBUTENO UMK YNOMHOMOYEHHOMY
nuuy cukcmpyeTcs B MEOULIMHCKOW AOKYMEHTaLUM naumeHTa.

7. MepguumHckuM paboTHMKaM 3anpeliaetcsa odopMiATb peuenTbl Mpyu OTCYTCTBUM Yy MauMeHTa
MELMLMHCKUX MOKa3aHWi; Ha He3aperncTpuMpoBaHHble JEKapCTBEHHble Mpenapatbl <12>; Ha NeKkapCTBEHHble
npenaparbl, KOTOPbIE B COOTBETCTBUWM C MHCTPYKUMEN MO MEAMLMHCKOMY MPUMEHEHUI0 MnpeaHasHayeHbl Ons
NPUMEHEHMS TONbKO B MEOULIMHCKUX OpraHvM3aumax; Ha HapKoTMYecKue CpeacTsa M MCUXOTPOrMHbIe BellecTBa,
BHeceHHble B cnucok |l MepeyHs, saperMcTpupoBaHHble B KayecTBe NeKapCTBEHHbIX Mpenapartos, B LensixX
NpUMeHeHUs1 AN NeYeHns HapKoMaHUN.

<12> PeweHve CoBeTa EBpa3sniickoii akoHoMMYeckon kommccun ot 3 Hosibpsa 2016 r. N 78 "O lNpasunax
perMctpaumm u 3KCNepTu3bl JIEKAPCTBEHHBIX CPeACTB AN MEOMLUHCKOro npuMeHeHnus" (oduumnanbHbii cant
EBpasuiickoro akoHommu4veckoro cotosa http://www.eaeunion.org/, 21 Hosbpsa 2016 r.). Ctatba 13 PepepansHoOro
3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepauun, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

VHavBuayanbHbIM NpeanpuHuMaTensam, ocyLeCcTBNALLMM MeAULMHCKYI0 OeATEeNbHOCTb, AOMNOMHUTENBbHO
K TpeboBaHusAM, yka3aHHbIM B ab3aue NepBOM HACTOSLLEro MyHKTa, 3anpewiaetcsa odopmnaTe peuentbl Ha
HapKOTUYeCKMe cpeacTBa M MNCUXOTPOMHble BellecTBa, BHeceHHble B cnuckm Il mn Il MNepevHa (manee -
HapKOTMYeCKMe N NCMXOTPONHbIE NekapcTBEHHbIE nNpenapaTbl couckos Il u Il Mepeyns).
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8. lNpn HasHa4YeHNN HAPKOTUYECKUX N NMCUXOTPOMHbLIX fIEKAPCTBEHHbIX NpenapaTtoB coucka |l MNepeyHs, 3a
UCKIIOYEHMEM FEKapCTBEHHbLIX MpenapaTtoB B BuAe TpaHcAepMasnbHbIX TepaneBTUYECKUX CUCTEM U
NeKapCTBEHHbIX MpenapaToB, COAEPXaLluX HapKOTUYECKOEe CPeacTBO B COYETAHUU C @aHTarOHUCTOM OMUOUOHbIX
peLenTopoB, peuenTbl Ha ByMaxxHOM HocuTene oopMIsaTCa Ha peuenTypHoM 6naHke coopmel N 107/y-HIT.

9. PeuenTypHbii 6naHk coopmbl N 148-1/y-88 odhopmnsieTcss npy Ha3HaYEeHUM:

1) HapkOTMYEeCKMX U NCUXOTPOMHBLIX JleKapCTBEHHbIX npenapatoB cnucka |l [lMepeyHa B Buge
TpaHcaepMarbHbIX TEPANEBTUYECKMX CUCTEM, HAPKOTUYECKMX NEKAPCTBEHHBLIX MpenapaTtoB choucka 1l MNepeyHs,
cofepXallmx HapKoTU4eckoe CpeAcTBO B COYETAHUU C aHTAroHMCTOM OMUOWMAHBLIX PELEeNnTOPOB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaTtos cnucka lll MNMepeyHs;

2) KOMBVHMPOBaHHbIX NEKaPCTBEHHBIX NPenapaToB, CoAepXKaLluX:

a) KoOeuH unn ero conu (B NepecyeTe Ha YMCTOe BELLECTBO) B konnyecTtBe Ao 20 Mr BKNHOYMUTENBHO (Ha 1
003y TBEpAOW NeKkapCTBeHHoW dhopmbl) unu B konuvectse o 200 mr BknountensHo (Ha 100 mn wnm 100 r
XWOKOW NekapCTBEHHON PopMbl AN BHYTPEHHEro NPpUMEHEHUS);

©) ncespoacbenpuHa ruapoxnopug B konuyectse, npesbiwatowem 30 mr, u go 60 mr BkntoumTensHo (Ha 1
003y TBEPAOW NIEKAapPCTBEHHOM (POPMbI);

B) ncesnoacdbedpuHa rmapoxnopua B konudecTse, npesbiwatowiem 30 mr, 1 go 60 Mr BKMHOYUTENBHO B
coyeTaHMM C AekcTpomeTopdaHoMm rugpobpomuaom B konmyecTBe, npeBbiwatowem 10 mr, n go 30 wr
BKITHOUMTENBHO (Ha 1 O3y TBEpOOW NekapCTBEHHON hopmbl);

r) gekctpometopdaHa rugpobpomua B konmyectse go 200 mr sknwouutensHo (Ha 100 mn wnm 100 r
XNOKOW nekapcTBeHHOM opMbl A5s1 BHYTPEHHErO NPUMEHEHUS);

A) acdheapuHa rugpoxnopug B konuvectee, npesbiwatowem 100 mr, n go 300 mr BrntountensHo (Ha 100 mn
nnn 100 r XXnakow nekapCTBEHHON (POPMbI ANst BHYTPEHHEro NpUMeEHeHns);

e) acpegpuHa rugpoxrnopus B konuyectse Ao 50 Mr BknwouuTensHO (Ha 1 O03y TBepAoW nekapCTBEHHOM
dopmbl);

X) cbeHmnnponaHonamuH B KonmyecTBe OO 75 Mr BKNOYMTENbHO (Ha 1 A03y TBEpAOW NeKkapCTBEHHOM
dopmbl) unu o 300 mr BknounTensHO (Ha 100 mn unu 100 r XXMAKON NeKapcTBEHHOW POPMbI Af1si BHYTPEHHETO
NPUMEHEHUS);

3) cheHoOapbuTan B KonmnyectBe O 15 Mr BKMOYMTENBHO B COYMETAHWUM C KOAEMHOM (UIM ero consiMu)
He3aBKCKMMO OT KonuyecTsa (Ha 1 go3y TBepAoun fekapcTBeHHOW hOpMbl);

n) deHobapbutan B konudectse 40 20 Mr BKIOYUTENBHO B cOYeTaHMM C 3deapuvHOM MMOPOXIIOopMaoM
He3aBMCMMO OT Konu4yecTBa (Ha 1 403y TBepaon NekapCTBEHHON hopMmbl);

K) xropamasenokcua B Konuyectae, npesbiwatowtem 10 mr, u go 20 Mr BKIoUYnTENLHO (Ha 1 O03y TBEpaon
nekapcTBeHHOW opMbl);

3) nekapCTBEHHbIX NpenapaToB MHOUBMAYAaNbHOrO U3roTOBMEHWs, COAepXallnMX HapKoTUYeckoe cpeacTso
NN NCUXOTPOMHOE BelecTBo cnucka Il MNMepeyns, n apyrue papmakonornyeckne akTMBHble BellecTBa B 403e, He
NpeBbILLIaoLLEN BbICLLYIO Pa3oBY 03y, U NPU YCMOBWU, YTO STOT KOMOMHMPOBAaHHbIV NeKapCTBEHHbIA npenapaT
He SIBNAEeTCA HapKOTUYECKUM UMK NCUXOTPOMHBLIM NeKapCTBEHHbIM Npenapatom cnucka 1l MNepeyHs;

4) nekapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B NepeyeHb NeKapCTBEHHbIX CPeACTB Ans MeOULUHCKOro
NPUMEHeHWs, nognexawmnx npegMeTHO-KONMMYECTBEHHOMY Y4YeTy (Janee - rnekapCcTBEHHble mnpenapaTsl,
BKITIOYEHHbIe B nepeyeHsb MKY) <13>.

<13> [oanyHkt 5.2.171(1) nyHkTa 5 noctaHoBneHus [lpaBuTenbctBa Poccuiickon degepaumm oT

www.consultant.ru CrpaHvua 7 u3 37
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100315
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100315
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=469332&amp;dst=100178
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=463468&amp;dst=1
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=463468&amp;dst=1
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHun MNMopsiaka Ha3HaAYeHNs NeKapCTBEHHbIX
npenapaTos, GopM peuenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

19.06.2012 N 608 "O6 ytBepxaeHun MonoxeHns o MuHucTepcTBe 3gpaBooxpaHeHus Poccuiickon depepaummn”
(nanee - Monoxenne o MuHuctepctee) (CobpaHne 3akoHopgaTensctBa Poccuiickon ®epepaumu, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbin 6nanHk dopmbl N 148-1/y-04(n) odbopmnsaeTcs nNpuv HasHaAYeHUU FeKapCTBEHHbIX
npenapaToB rpaxaaHam, MMewLWwum npaBo Ha OecnnaTHoe norfyyYeHue IeKapCTBEHHbIX NpenapaTtoB WNu
nosyydeHvne nekapcTBEHHbIX NMpenapaToB CO CKUAKOW.

11. PeuenTypHbin 6naHk popmel N 107-1/y odpopMnsaeTcs npu HasHaYeHnu:
1) nekapcTBEHHbLIX NpenapaToB, He Yka3aHHbIX B NyHKTax 8, 9 HacToswero Nopsaaka;
2) KOMBUHMPOBAHHbIX NTEeKapCTBEHHbIX MpenapaToB, CoAepX)aLlnX:

a) aprotTamMuHa ruapoTapTpaTt B KOnMyecTBe A0 5 Mr BknounTenbHo (Ha 1 Jo3y TBepaon nekapCTBEHHOM
dhopmbl);

0) adbenpuHa rmgpoxnopug B konumdyectse ao 100 mr BkntoumtenbHo (Ha 100 mn unu 100 r Xnakon
nekapcTBeHHOW opMbl A51S1 BHYTPEHHErO NPUMEHEHMS);

B) nceBaoadedpuHa rmapoxnopua B KonudecTtBe, He npeBbiwatowem 30 mr (Ha 1 go3y TBepaown
nekapcTBeHHON hopmbl);

r) ncespoadenpuHa ruapoxnopug B KonudectBe, He npesbiwawwem 30 Mr, B cOYeTaHuM C
AekcTpomeTopgaHom rmgpobpoMmaom B KonmyecTse, npesbiwatowem 10 mr, n go 30 mr BkmoumTensHo (Ha 1
003y TBEPAOW NIEKAapPCTBEHHOM (POPMbI);

4) AekcTpomeTopchbaHa rmgpobpomug B Konmyectee, npesbiwatowem 10 mr, u go 30 Mr BKIIOYMTENBHO (Ha
1 o3y TBepaon nekapcTBEHHON hopMmbl);

e) deHobapbuTtan B konuyecTse, npesbiwatowem 20 mr, 1 go 50 Mmr BkoUMTENBHO (HAa 1 OO3y TBEPLON
nekapcTBeHHON hopmbl);

X) dbeHobapbuTtan B konuyectse A0 20 Mr BKIHOYUTENBHO B COMETAHUU C IProTaMMHOM rMapoTapTpaToM
He3aBMCMMO OT Konu4yecTBa (Ha 1 403y TBepaon NekapCTBEHHON hopMmbl);

3) xnopauasenokcuz B konuvectse Ao 10 Mr BknounTensHO (Ha 1 4o3y TBepaon nekapCTtBEHHON hopMmbl).

12. Tpu HasHayeHUM nEeKapCTBEHHOro npenapata WHAMBUAOYaNbHOTO W3rOTOBMEHWMS B pelente Ha
OymaxxHOM HocuTene u (unu) peuente B (OpMe 3MEKTPOHHONO AOKYMEHTa HauMMEHOBAaHUSI NEKapCTBEHHbIX
CpeAcTB (BeLLecTB), BKMOYEHHbIX B nepeyveHb [KY, ykasbiBaloTCa B Hayane peuenTta, 3aTeMm - BCe OCTaslbHble
WHrpeauneHTbI.

13. Mpu HasHa4YeHWU fieKapCTBEHHOrO NMpenapaTta B peLenTte Ha GymaxkHOM HocuTerne u (Mnu) peuenTte B
dopMe BnEeKTPOHHOro [AOKYMEeHTa 3anpellaeTcs MpeBblllaTh KOMUYECTBO HaPKOTUYECKUX CPeacts  Wnu
NCMXOTPOMHbLIX BELLECTB, KOTOPOE MOXEeT BbITb BbINUCAHO B OJHOM peLienTe, yCcTaHoBMneHHoe npunoxeHnem N 1
K HacTosweMy Mopaaky, 3a UCKMYEHNEM CrydYaeB, ykasdaHHbIX B MyHKTax 15 n 24 HacTosulero MNopsaaka.

14. lpn HasHadeHUM nekapCTBEHHbIX MpenapaToB, BKAOYEHHbIX B nepedveHb [1KY, gosa KoTopbIxX
npeBbillaeT BbICUMA OAHOKPaTHbIN NpueM, MeauUMHCKUMA paboTHWK oBo3HavaeT A03y 3TOro fieKapCTBEHHOro
npenapaTa B peuente Ha ByMaxHOM HocuTerne NpOonNUCbI0 C MPOCTaBMEHNEM BOCKNULATENLHOMO 3Haka u (unu)
npocTaBnseT BOCKNMUATENbHbIV 3HAK Npy odpopMieHnn peuenTta B POpMe 3MEeKTPOHHOrO AOKYMEHTa.

15. KonnyecTtBo HasHa4yeHHbIX fIeKapCTBEHHbIX NpenapaToB, BKNOYEHHbIX B nepeyveHb MNMKY, npu okasaHuu
naumeHTaMm, HyXXgarLwWwmMmMcs B ANUTENBHOM NTeYEHUN, NEPBUYHOM MEAMKO-CaHUTApPHON MOMOLLM 1 NannMaTUBHOM
MEAMLMHCKON NMOMOLLN MOXeT ObITb YBENUYEHO C YY4ETOM KITMHUYECKMX pekomeHgauun He Gonee yem B 2 pasa
Mo CpPaBHEHWUID C KONMYECTBOM HapPKOTUYECKMX CPeACTB WM MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObiTb
BbINMCAHO B OOHOM peLenTe, YCTaHOBIEHHbIM npunoxeHneM N 1 k HacToswemy MNopsaky.

B cnyyasix, npegycMOTpeHHbIX ab3aueM nepBbiM HacTOsWEero MyHKTa, Ha peuentax Ha OymakHoMm
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HocuTene npousBoauTcsa Haanucbk "lMo cneunanbHOMY HasHa4YeHW", OTAEeNbHO 3aBepeHHas MnoAMnNuChbIo
MeOMUMHCKOro paboTHMKA M MevaTbio MeaWUMHCKOW opraHusauum "[ns peuentoB”, Ha peuentax B ¢opme
3MEKTPOHHOIro [OKYMeHTa npom3BoauTcs oTMeTka "lMo cneunanbHOMY HasHavyeHu" C npocTaBneHnem
YCUIEHHOW KBaANMULUMPOBAHHOWN 3NEKTPOHHOM NOANNUCU MEAULIMHCKOro paboTHMKa.

16. CocTaB nekapcTBEHHOTO Npenapara, NekapcTBeHHas goopma 1 obpalleHne MeanUMHCKoro paboTHUKa K
hapmaueBTUYeckoMy paboTHUKYy 06 OTNycke IeKapCTBEHHOTO npenapata Ha OymMaxHOM HocuTene
0hOPMIISIOTCA Ha NaTUHCKOM WM PYCCKOM $i3blkeé B POAMTENbHOM Nafexe, 3a WCKIYeHMeEM odopMIIeHust
peuenToB B hopMe 3M1eKTPOHHOTO JAOKYMEHTA, OCYLLIECTBSEMOro Ha PYCCKOM SI3bIKE.

Mpu ocbopmneHnn peuenTypHbIX ONaHKOB OMyCcKaeTCcsa UCMONb30oBaHUE cokpalleHun (npunoxeHne N 2 k
HacTosLwemy Nopsaky).

I'Ip|/| Ha3Ha4vYeHnn nNekapCTBeHHOro npenaparta He 4onyCcKaeTcA COKpalleHne HanMeHOoBaHWI WHIpeaneHTosB,
CoCTaBnALLWNX J'IeKapCTBeHHbIIZ npenapart, He no3BONAKLMNX YCTaHOBUTb, KaKon MMEHHO J'IeKapCTBeHHbIIZ
npenapart Ha3Ha4eH.

17. Cnocob npumeHeHUss NekapCcTBEHHOro npenaparta 0003Ha4YaeTcsl C yka3aHMeM MyTU BBEOEHUS, O03bl,
4acTOTbl, BPEMEHU NpMeMa OTHOCUTENBbHO CHa (YTPOM, Ha HOYb) U €ero ANUTEeNbHOCTWU, a AN NeKapCTBEHHbIX
npenapaToB, B3aMMOLENCTBYIOLNX C MULLEN, - BPpEMEHU KX ynoTpebneHus OTHOCMTENbHO Mpuema nuwu (8o
enbl, BO BpeMsi edbl, nocne eapl).

18. lNpn HeobGXOAMMOCTU HEMEOSIEHHOrO UM Cpo4YHOro (B TedyeHue AByxX paboumx AHer) oTnycka
NeKapcTBEHHOro npenaparta MNauvMeHTy B BepxHeW 4acTtu peuenta Ha OymakHOM HOCUTEne MpOCTaBnsTCA
o6o3Ha4veHus "cito" (cpoyHo) nnu "statim" (HemegneHHo). AHanorMyHble 0603HaYeHUss NPOCTaBNSIOTCA B BUAE
OTMETOK NMpu ocbopmIieHM peLienTa B hopMe 3MEKTPOHHOIO JOKYMEHTA.

19. Mpu odopmMeHnn HasHayYeHWUsi rOTOBOrO NEKApCTBEHHOro npenapata B peuente Ha OymalkHOM
HocuTene unu peuente B hopMe 3MEKTPOHHOrO LOKYMEHTA KOMNMYECTBO AEeNCTBYIOLWMX BELLECTB yKa3biBaeTCs B
COOTBETCTBUM C WHCTPYKUMEN MO MEOULMHCKOMY MPUMEHEHMIO NekapcTBEHHOro npenapata. [donyctumo
yKasblBaTb [03UPOBKY eKapCTBEHHbIX NpenapaToB CUCTEMHOrO OeUCTBUA (Ans pe3op6GTMBHOrO npuema) B
TBEPAbIX NEKAPCTBEHHBLIX (hopMax (Hanpumep, TabneTku, MOPOLUKU, Kancymbl) Kak codepXaHue OOHOro Wiu
HEeCKOJSbKMX OeMCTBYIOLLMX BELLECTB B eaQMHMLUax Macchl (B rpammax, Munnurpammax). JonycTumo ykasbiBaTb
[03VPOBKY NEKapCTBEHHbIX NpenapaToB CUCTEMHOrO AEWCTBUS (ONns Pe3opOTMBHOMO MPUMEHEHWS!) B KUAKMX
nekapcTBeHHbIX hopMax (HampuMep, pPacTBOPbI, CYCMEH3UM) Kak coaepXKaHue OOHOrO UMM HECKOSbKUX
OENCTBYIOLWMX BELecTB B eauHMuax Maccbl Ha eauHuuy obbema (Hanpumep, MUNAMrpaMM/MUNNUAMTP) c
ykasaHueM oblLLero obbema nekapcTBeHHON POPMbI.

Mpn odhopmneHnn HasHavyeHUs NEeKapCTBEHHOro npenapaTta MHAMBUAYaNbHOMO M3roTOBMEHUS B peuenTte
Ha OymaxxHOM HocuTene unu peuente B hopMe 3MNEKTPOHHOrO AOKYMEHTA KONMYECTBO TBEPAbIX U CbIMyyux
dhapmaLreBTMyeckux cybcTaHumn ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0), Xuagknx - B MUNAUAMTPAXx, rpaMmax u
Kannsx.

20. Peuentbl Ha OymaxHOM HocuTene, B (OpMe 3JMEKTPOHHOINO [AOKYMEHTa, OdOpPMIEHHblIE Ha
peuentypHoMm ©naHke cdopmbl N 148-1/y-88 M npegHasHadeHHble ANA OTMNycka NEeKapCTBEHHbIX MpenapaTos,
npeaycmoTpeHHbIX nognyHktamu 1 - 3 nyHkTa 9 HacToswero NMopsgka, AencTBUTENbHbI B TedeHne 15 gHen co
OHS odbopMneHus.

21. PeuenTtbl Ha OymaxHOM HocuTene, B (popmMe IMEeKTPOHHOro [OKyMeHTa, O(OpMIEHHble Ha
peuenTtypHoM 6naHke copmbl N 148-1/y-04(n) n npegHasHaveHHble ANs OTNycka NeKapCTBEHHbIX npenapaToB
rpaxgaHam, ykasaHHbiM B nyHkTe 10 HacTtosiwero [lMopsigka, aenctButenbHbol B TedeHue 30 OHeEW co AOHS
OhOPMIIEHUSA, 3@ MCKMYEeHWeM crydaeB oOdOpMIeHuUs peuenta B COOTBETCTBMM C nNyHkTamu 38 mn 39
HacTosero Nopsaaka, Npy KOTOPbIX OH AENCTBUTENEH B TedeHue 15 gHen co gHs odopMieHmns.

22. Peuentbl Ha OymaxHOM HocuTene, B (bOpMe 3MEKTPOHHOrO AOKYMeHTa, OdOpMIeHHble Ha
peuenTypHoM GnaHke copmbl N 148-1/y-04(n) n npegHasHaveHHble ANst OTNycka NeKapCTBEHHbIX MpenapaToB
rpaxgaHam, OOCTMILIMM MEHCMOHHOIro BO3pacTa, WMHBanuaaMm MNepBOW Tpynnbl, AETAM-MHBanNMaaMm, a Takke
rpaxgaHam, cTpajalolWmuMm XPOHWYECKMMK 3aboneBaHusiMu, TPebyroLWMMU ONUTENBHOMO KypCOBOMO JeYeHWs,
pencreuTenbHbl B TedeHne 90 gHen co AHA odhopMIEeHUs, 3a UCKITIOYEHMEM ClyYaeB, YKasaHHbIX B MyHKTax 38 n
39 HacToswero MNopsiaka, Npy KOTOPbLIX OH AEUCTBUTENEH B TeYeHne 15 gHen co AHS ohopMIeHns.
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Ons nedeHnsa xpoHu4ecknx 3aboneBaHU yka3aHHbIM KaTeropusiM rpaxgaH nekapCcTBeHHbIE npenapartbl C
ohopMIIEHMEM peLienToB Ha OyMaXHOM HocuTene unuM peuentoB B (pOpMe SMEKTPOHHOrO JOKyMEeHTa MOryT
Ha3HayaTbCs Ha Kypc neyeHns o 180 gHen.

23. Peuentbl Ha OymaxHOM HocuTene, B ¢opmMe SNEeKTPOHHOro [OKyMEHTa, O(OpMIIEHHbIE Ha
peuentypHom 6GnaHke c¢opmbl N 107-1/y n npegHasHaveHHble AN OTMycKa JIeKapCTBEHHbIX MNpenapaTos,
npeaycMOTPEHHbIX NyHKTOM 11 HacToswero Nopsaka, AeicTBUTENbHBI B TedeHne 60 aHern co AHs 0ohopMITEHUS.

[Mpn HaszHa4yeHWW roTOBbLIX JIEKAPCTBEHHBLIX NPENApaToOB W fNleKapCTBEHHbLIX NPenapaTtoB MHOVBUAYaNbLHOIO
N3roTOBMEHNS NauMeHTam ¢ 3abonesBaHusaMK, TpebyOLWMMN ONNTENBHOIO KYpCOBOrO NeYeHnsi, ¢ 0OPMIIEHNEM
Ha peuenTypHom 6naHke dopmbl N 107-1/y peuenta Ha GyMaxHOM HocuTerne unn B OpMe 3N1EKTPOHHOro
OOKyMeHTa ycTaHaBnvMBaeTCsl CPOK AeNCTBMSA peLenTa B npegenax 4o O4HOro roga.

B cnyyae yctaHoBneHus cpoka OeycTBMA peuenTta B Npedenax A0 OAHOro roga B pelenTte Npov3BoauTcs
Hagnuck: "To cneumanbHOMY Ha3HadeHuo", 0bo3HavYaeTcs CpPoK OEVCTBMA pelenTta v NepuMoanyHOCTb OTMycka
neKapCcTBEHHbIX NpenapaToB M3 anTe4YHOW OpraHvM3auMn UM MHAMBUAYyasnbHbIM NpPeanpyHUMaTenemM, UMeLmMm
NNUEH3NIO Ha apMaueBTMYECKYIO OeATEeNbHOCTb <14> (exeHeOernbHO, €XEMECAYHO WU WHble nepuoabl).
JononHnTenbHO 3TO yKasaHwe 3aBepsaeTcs NOANUCHI0 MeANLMHCKOro paboTHMKa, a Takke nevyaTbio MeauLMHCKON
opraHu3aumun "[ns peuentoB" (Ans peuenta Ha OymMaxXHOM HoOcuUTene) UNM YCUNeHHOW KBanvduuupoBaHHON
9MNEeKTPOHHOW MOAMUCHI0 MeQUUMHCKOro paboTHMKa U nuua, YNOSIHOMOYEHHOro 3aBepsTb OOKYMEHTbl OT MMEHM
MeOWLMHCKOW opraHu3aumu (ans peuenta B OpMe 3MeKTPOHHOrO AOKYMEHTA).

<14> [yHKT 47 yactu 1 ctatbu 12 PenepanbHoro 3akoHa ot 4 mas 2011 r. N 99-03 "O nuueH3anpoBaHun
oTAenbHbIX BUOOB AedAtenibHocTu" (ganee - ®PepepanbHbii 3akoH N 99-03) (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®egepaumm, 2011, N 19, cT. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha nekapcTBEHHbIE Npenaparbl, BKAOYeHHbIe B nepeveHb 1KY, ons neyeHns naumMeHToB C
XPOHUYeCKnMn 3aboneBaHNsIMM MOryT 0pOpMIATLCA Ha Kypc neyeHns o 60 gHen.

B cnyuyae, korga kypc nedexHus coctaensaet 6onee 30 gHen, 4OMONMHUTENBHO B peuentax Ha GymMaxHOM
HocuTene npousBoauTcs Hagnuch "Mo cneumManbHOMY Ha3HayeHuo", 3aBepeHHast MOAMUCbID MeAWMLMHCKOro
paboTHMKaA M nevaTblo MeOULUMHCKOM opraHu3aumv "Ons peuenTtoB”, Ha peuenTax B ¢hopMe 3MeKTPOHHOro
JOKyMeHTa npousBoauTca oTMeTka "lMo cneumanbHOMYy HasHayeHu" C  NpoCcTaBfEHUEM  YCUMEHHOM
KBannuUUMPOBaAHHON 3NEKTPOHHOW MNOAMMCUM MEeOMUMHCKOrOo paboTHWMKa M nuua, YNoriHOMOYEHHOrO 3aBepsiTb
OOKYMEHTbI OT UMEHU MEAMLIMHCKON OpraHn3aLmm.

25. PeuenT Ha GymaxHOM HocuTene B DOpMeE 3MEeKTPOHHOro [OKYMeHTa, OQoOPMIIEHHbIN C HapyLUeHeM
YCTaHOBINEHHbIX HAcToALLMM [Mopsakom TpeGoBaHuiA, cunTaeTcsl HeAeUCTBUTENbHbBIM.

Il. HasaHayeHMe nekapCcTBEHHbIX NpenapaToB NPU oKa3aHUn
Me,qI/ILIVIHCKOﬁ nomMmouwn B CTalMOHAPHLIX yCNoBUAX

26. an OKaszaHun nauyneHTy MEeOULUMHCKOA nomowmn B CTauMOHapHbIX YCNoBUAX Ha3Ha4YeHue
JIeKapCTBEHHbIX MpenapaToB Npon3soanTcaA be3 OCbOpMJ'IeHI/IH peuenta MeguumMHCKUM pa6OTHI/IKOM €0UNHOJINYHO,
3a UCKIKO4YEeHNEM CriydaeB, YKa3aHHbIX B MYHKTE 27 HacTosLLEero I'Iopﬂp,Ka.

27. CornacoBaHuWe Ha3Ha4YeHWs IEeKapCTBEHHbIX NpenapatoB C 3aBedyllMM OTAENeHVeM  unm
OTBETCTBEHHbIM [AEXYPHbIM BpayoM nNubo ApyrMM §MLOM, YMOSIHOMOYEHHbIM MPUKa3oM [MaBHOMO Bpava
MELMLMHCKOM OpraHv3auuv, a Takke, Npy Hanuyuu, ¢ BpavyoM - KMUHUYECKUM chapMakorioroMm Heob6xoavMmo B
cnyyasix:

1) 0QHOBPEMEHHOTO HasHayeHust NATU U Bonee nNekapcTBEHHbIX NpenapaTtoB O4HOMY NaLUeEHTY;

2) Ha3HayeHus1 NEKAPCTBEHHbIX MNPenapaTtoB, HE BXOAALWMX B [EpeYEeHb XM3HEHHO HeoOXOoOUMBIX W
BaXKHENLLNX NIEKApCTBEHHbIX NpenapaToB <15>, npu HETUMUYHOM TeYEeHUN 3a00NeBaHNA, HANMYNN OCIOXHEHUIA
OCHOBHOro 3aboneBaHusa 1 (Unu) conyTcTByOWMX 3abonesaHnin, Npy HasHa4YeHUM NeKapCTBEHHbLIX NpenapaTtos,
OCODOEHHOCTH B3aVIMO,EI,eIZCTBI/IF| M COBMECTUMOCTU KOTOPbIX COrMacHO MHCTPYKUMAM MO UX NPUMEHEHUIKO NpUBOOAT
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K CHUXEHUI SCb(beKTVIBHOCTI/I n 6esonacHocTn cbapmaKOTepanvwl n (I/IJ'II/I) CO30akT noTeHuuarnbHYKO ONacHOCTb
And XXU3HU 1 300poBbA NauneHTa.

<15> Yactn 1 cratbu 60 depepansvHoro 3akoHa N 61-®3 (CobpaHune 3akoHogaTensctBa Poccumnckon
depepaumm, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX Cryyasx HasHayeHWe neKapCTBEHHbIX npenapaTtoB UKCMPYeTCa B  MeOULMHCKON
OOKyMEHTaUMN naumeHTa u 3aBepsieTcA MoAMUCbI0 MeAULMHCKOro paboTHMKa W 3aBedylollero OoTAeneHnem
(OTBETCTBEHHOTO [E€XXYPHOr0 Bpaya Unu ApYyroro ynorHOMOYEHHOro nuua).

28. MeguumHCKMn paboOTHMK MEAMLMHCKOMW opraHumsauum (ee CTPYKTYpPHOrO  noapasgerneHuvs),
pacnonoXeHHON B CENbCKOM HaceneHHOM MyHKTe, OCYLIeCTBNSeT Ha3HayeHue neKapCTBEeHHbIX npenapaToB B
cny4vasix, ykasaHHbIX B nyHkTax 27 n 29 Hactoswero Nopsaka, eAMHOMUYHO.

29. To peweHnto BpavyebHOM KOMMCCUM MNaAUMEHTAM MpPU OKa3aHUM UM MEOULMHCKOM MNOMOLM B
CTauMOHapHbIX YCIoBUAX Ha3Ha4YaloTCA JleKapCTBeHHble MnpenapaTtbl, He BKMKO4YEeHHble B MNepeYvYeHb XWU3HEeHHO
H806XO,IJ,I/IMI:IX U BaXHeuLunx NekapCTBEeHHbIX npenapaTtoB, B Cliydae WUX 3aMeHbl KU3-3a I/IHJJ,I/IBVI,EI,yaJ'IbHOVI
HEenepeHOCUMOCTU, MO XKNU3HEHHbIM NOKa3aHUSAM.

PelweHne BpayebHOM KoMMUCCUMM OUKCUPYETCS B MEOMLMHCKOM OOKyMEHTauuu naumeHTa W XypHarne
BpayebHOM koMmccuu.

30. B cnyuyasx obcrnedoBaHWA W JeYeHUsl TpaXdaHWHa B CTaUMOHapHbIX YCMOBUSIX B  pamkax
NpeaoCTaBneHnss MeAMLMHCKUX YCIyr Ha BO3ME3OHOW OCHOBE 3a CYeT JIMYHbIX CPedCcTB rpaxaaH, CpeacTs
IOpPUONYECKUX TAL, U WHbIX CPEACTB Ha OCHOBaHWMM [0roBopa, B TOM 4ucrie [orosopa [Ao06poBOrbHOro
MEAMLIMHCKOro CTpaxoBaHus <16>, eMy MOryT GbiTb Ha3HayeHbl MeKapCTBEHHble npenapaTtbl, He BXoAsllive B
nepeyeHb >XMU3HEHHO HEOGXOOMMbBIX W BaXKHEMLUMX MeKapCTBEHHbIX NpenapaToB, eCru WX HasHadeHue U
npuMeHeHne 06yCcrnoBrneHo MeauLUMHCKUMMN NOKasaHUAMU.

<16> [ocTtaHoeneHue [NpaButensctBa Poccuiickon depepaumm ot 4 oktab6ps 2012 r. N 1006 "O6
yTBEepXaeHun [lpaBun npenocTaBneHns MeOUUMHCKUMW  OpraHu3aumMsamMu  MraTHbIX  MeguuUMHCKUX  ycryr”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumm, 2012, N 41, cT1. 5628).

lll. HasHayeHuMe nekapcTBEHHbLIX NpenapaToB NpU oKasaHUU
nepBUYHON MeAUKO-CaHUTaPHOMN NMOMOLLU, CKOPON MeAULIMHCKON
NOMOLLM U NannMaTMBHON MeaULIMHCKOM NOMOLUM

31. lNMpn okazaHUM NEPBUYHON MEOUKO-CAHUTaApPHOM MOMOLUM M NanfMaTtMBHOW MEAULMHCKOW MOMOLLM B
amMOynaTopHbIX YCMNOBUSAX HAa3HAYEeHUE NIeKapCTBEHHbIX NPenapaToB OCYLECTBNSETCA MeQULMHCKUM PabOTHUKOM
B Cnyyasx TUMMYHOrO TeYeHust 3aboneBaHnst NauueHTa NCxoasa U3 TSHKeCTU U XxapakTepa 3aboneBaHus.

32. HasHauyeHMe neKapCTBEHHbIX MpenapatoB MO pelleHuto BpadyeBGHOM KoMMCCUM TMpU  oKasaHuu
NepBUYHOW MeOMKo-CaHUTapHON MOMOLLM, NannmuaTUBHOW MeOWMLMHCKOM MoMowy B ambynaTopHbIX YCIOBUSIX
MPOM3BOAMTCA B CIy4asx:

1) O4HOBPEMEHHOro HasHa4eHunAa oAHOMY NMauneHTy NATU U bonee NeKapCTBEHHbIX NpenapaTtoB B Te4eHne
OOHUX CYTOK UInn CBbIlLe OeCATU HauMeHOBaHWI B TeYEHUEe Tpnauatn OHen;

2) Ha3HayeHus IeKapCTBEHHbIX MpenapaTtoB MpyM HETUNUYHOM TeyeHuu 3aboneBaHus, Hanuyum
OCIOXHEHMIN OCHOBHOro 3abonesaHus n (MNun) conyTCTBYOLWMX 3aBoneBaHuin, Npu HasHaAYeHUM NeKapCTBEHHbIX
npenapartoB, OCOBEHHOCTU B3aUMOLEWCTBUST M COBMECTUMOCTM KOTOPbIX COrMacHO WHCTPYKUMAM MO WX
NPUMEHEHMIO MPUBOAAT K CHUXKEHUO 3pdeKTUBHOCTM 1 Be3onacHOCTU feyeHus nauueHTa u (unu) cosgatoT
NOTeHUMarnbHY0 ONacHOCTb ANSA XXU3HWU U 300POBbS NauneHTa;

3) MepBUYHOr0 Ha3HAYEHUSA NALMEHTY HAPKOTUYECKMX W MCUXOTPOMHBLIX JEKAPCTBEHHbIX MNpenapaToB
cnuckoB Il wn Il TMepeyna (B cnyvae nNpuvHATUA pykoBOAUTENEM MEOULMHCKON OpraHusaumm pelueHus o
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HeobXxoQMMOCTM CornacoBaHWsi Ha3HAYeHNS Takux JIeKapCTBEHHbIX NnpenapaTtoB C Bpaqe6H017| KOMMCCI/IGVI).

33. lNoBTOpHOE Ha3HayYeHMe HapKOTUYECKNX U NCUXOTPOMHBIX NeKapCTBEHHbIX npenapaTtos couckos Il v [l
MepeyHa nponsBoanTCS MEANLMHCKMM PabOTHUKOM CaMOCTOATENBHO UMK eanHoNnYHo 6e3 yyactua BpadebHom
KOMUCCUM NauMeHTaM C BblpaXeHHbIM 60neBbIM CMHAPOMOM NOOOro reHesa, HapyLleHUeM CHa, CyOOPOXHbIMU
COCTOSIHUSIMU, TPEBOXHBIMW paccTpocTBamu, obusiMm, NCUXOMOTOPHLIM BO30YyXAEHMEM.

34. MNpn okaszaHUN CKOPON MEAULIMHCKOM MOMOLLM FIEKAPCTBEHHbIE NpenapaTthl Ha3HA4YaTCA MEANLMHCKAM
paboTHNKOM Bble3fHOW Gpuragbl CKOPOW MOMOLUM, MEOULMHCKUM PabOoTHUKOM MEAMLUHCKON OpraHvu3auuy npu
oKa3aHuM MeaMLMHCKOW NMOMOLLUM rpaxaaHam npu 3aboneBaHusix, HECYACTHbIX Cryvasix, TpaBMax, OTpaBIEHMAX
N APYrMX COCTOSIHUSX, TPEDBYIOLMX CPOYHOro MeAMUMHCKOro BMeLLaTenbCcTaa.

IV. HazHayeHMe nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMeKLWMM NpaBo Ha GecnnaTHoe Nony4yeHue fieKapCTBEHHbIX
npenapaTtoB Unu nosly4yeHue fekapcTBeHHbIX NpenapaToB
CO CKMAKOM, NPU OKa3aHMU NepBUYHOMN
MeAWKO-CaHUTapPHOW NOMOLLMU

35. lMpn okaszaHMM NEpBUYHON MeOUKO-CaHUTapHOW MOMOLUM Has3HayYeHne MeauUMHCKMM paboTHMKOM Ha
OCHOBE KINWHWMYECKUX peKoMeHdauunh M C y4eTOM CTaHOapTOB MeAMUMHCKOW nomowm <17> neKkapCTBEHHbIX
npenapaTtoB, OTNyckaemblXx 6ecnnaTtHO Mnu CO CKWOKOW, rpaxgaHam, MMewLlmMM npasBo Ha obecneyeHve
neKkapcTBEHHbIMM MNpenapataMmu 3a CcYeT CpeacTB OHOOXKETHbIX acCUrHoBaHun depepanbHoro Oromkera U
6rooxeToB cybbekToB Poccuickorn ®enepauun, ocyllectensieTcs Ha peuenTypHoM 6naHke N 148-1/y-04(n).

<17> Cratba 37 ®PepnepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTensctBa Poccuiickon depepaumm,
2011, N 48, cT. 6724; 2021, N 27, c1. 5186).

Mpn odopmnennn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymaxHOM HocuTene odopMnAlTCS
OBa 3K3emnnsapa, 0 auH U3 KOTOPbIX OCTAETCH B anTeYHOW opraHmM3aLmm, BTOPOW - B MEMLIMHCKON OOKYMEHTaL MK
naumeHTa.

36. lNpaBo Has3HauyaTb NEKapCTBEHHble MpenapaTbl rpaxgaHam, MMeEKLWMM npaBo Ha OGecnnaTtHoe
nony4yeHmne nekapCTtBeHHbIX npenapaTtoB UK nNoflydeHne nekapCcTtBeHHbIX npenapaTtoB CO CKI/I.IJ.KOI7I, TakKkkKe NMeLoT:

1) mMeguuMHckue paboTHUKKM, paboTaolue B MeOWUMHCKOM opraHusauuMm no COBMECTUTENbCTBy (B
npeaenax cBoel KoMneTeHLUN);

2) MeauvuMHCKMe PpabOTHWKM CTauMOHApPHbLIX OpraHMsauuin couManbHOro OBCMyXMBaHWS MNpU Hanuyum
NUUEH3NN Ha OCYLLECTBIIEHNE MeAMUMHCKOW AeaTenbHocTM <18>, npepycmaTtpuBalollelt BbinofHeHue pabot
(oka3aHue ycnyr) no oOKasaHWio MNEepPBUYHOW MEOUKO-CaHUTapHOW MOoMOWM B aMOynaToOpHbIX YCHOBUAX
(He3aBMCMMO OT BEAOMCTBEHHOWN MPUHAONEXHOCTW);

<18> [lyHkT 46 yactn 1 cratbu 12 PepepanbHoro 3akoHa N 99-O3 (CobGpaHve 3akoHogaTenbCcTBa
Poccuiickon ®egepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT1. 5159).

3) MeauumHckme paboTHUKM MEeOMLMHCKUX OpraHM3auui, okasbiBaloWMX NEPBUYHYIO MEOUKO-CaHUTAPHYIO
NOMOLLb, NOABEAOMCTBEHHbIX dheaepanbHbiM OpraHam UCNONHUTENBHON BNACTU UMW OpraHamM MCMOMHUTENbHOM
Bnactu cybbektoB Poccuiickon Pegepaumu;

4) nHgMBUAyanbHble NpeanpuHUMaTenm, OCyLLECTBAsAIOWME MeOULMHCKYIO AeATENbHOCTb U BKITHOYEHHbIE B
peecTp MeaMUMHCKUX OpraHuM3auuii, OCYLLECTBISIOWMX OEATENbHOCTL B cdepe 06s3aTenbHOr0 MeauuMHCKOro
CTpaxoBaHus.

37. TMpu HasHaydeHMM JEeKapCTBEHHbIX MpenapaTtoB rpaxgaHaMm, MMewWwuM npaBo Ha OGecnnaTtHoe
nonyyYeHve nekapcTBEHHbIX NpenapatoB MM MOfyyYeHue NeKkapCTBEHHbIX NMpenapaToB CO CKUAKOW, B peuenTte
ykasblBaeTcs Homep TenedoHa, Mo KOTOPOMY pabOTHMK anTe4HOW opraHusaumnm npu HeoBXOAMMOCTU MOXET
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cornacosaTtb C MEANLIMHCKUM paGOTHI/IKOM 3aMeHYy JNleKapCTBEHHOIo npenapara.

38. HasHaueHMe HapKOTUYECKMX M MCUXOTPOMHLIX NeKapCTBEHHbIX MnpenapaTtoB cnucka Il MNepeyHsa (3a
UCKIMIOYEHWEM NeKapCTBEHHbIX MNpenapaTtoB B BuAe TpaHCAepMaribHbIX TepaneBTUYECKUX CUCTEM, a Takke
nekapCTBEHHbIX NpenapaToB, cogepXalmnx HapKoTUYeckoe CPeACcTBO B COMETAHUM C aHTaroHNCTOM OMMOMAHbIX
peLenTopoB) rpaxgaHam, MMEKLWMM MpaBo Ha OecnnaTtHoe MoryyYeHue IeKapCTBEHHbIX MpenapaToB WM
MofyYeHnst NeKapCTBEHHbIX MpenapaToB CO CKUOKOW, OCYLLECTBRSETCS Ha peuenTypHoMm 6naHke copmbl N
107/y-HIT, Kk KOTOpOMY OOMNONHUTENBHO 0POPMIISIETCS PELENT Ha pelenTypHoMm GriaHke doopmbl N 148-1/y-04(n)
(B OBYX 9Kk3eMnnsspax npu opopmMreHmn Ha BymMmaxxHoM HocuTene).

39. HasHayeHre HapKOTMYECKNX N MCUXOTPOMHbIX NeKapCTBEeHHbIX nNpenapaTtos coucka |l NepeyHsa B Buae
TpaHcaepMarnbHbIX TepaneBTUYECKMX CUCTEM, HAPKOTUYECKMX NeKapCTBEHHbIX npenapaTtoB cnucka 1l MNepeyns,
cofepxXaLlMx HapKoTMYecKoe CpefCTBO B COYMETaHMU C aHTaroHUCTOM OMUOUAHLIX PELenTOPOB, NMCUXOTPOMHBLIX
nekapcTBeHHbIX npenapaToB cnucka lll NepeyHs, nekapcTBEHHbLIX MpenapaToB, BKNIOYEHHLIX B rnepeyveHb 1KY,
copgepxawmxca B nognyHkte 2 nyHkta 11 Hactodwero opsgka, npegHasHayeHHble ONS NeYeHusa rpaxaaH,
nmetowmnx npaBo Ha OecnnaTHOe MONyyYeHMe FeKapCTBEHHbIX MPenapatoB WNKU MOSyYeHWe NeKapCTBEHHbIX
npenapaToB CO CKMAKOM, OCYLLECTBNSAETCS Ha peLenTypHbix 6naHkax cpopm N 107-1/y u N 148-1/y-88, k kOTOpbIM
OOMONHUTENBHO OhopMIISeTCs peuenT Ha peuentypHom 6naHke cdopmbl N 148-1/y-04(n) (B AByX ak3emnnsipax
npy ooopMreHnn Ha ByMakHOM HocuTene).

Mpunoxexne N 1

K Mopsagky HasHaveHus
neKkapCTBEHHbIX NpenapaTos,
YTBEPXKOAEHHOMY MPUKa30M
MwuHucTepcTBa 30paBoOXpaHeHus
Poccuiickon denepaunn

oT 24 Hos6ps1 2021 1. N 1094H

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB UNU NCUXOTPOMHbIX BEWWECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OQHOM PELIENTE

N MexayHapoaHoe HenaTeHTOBaHHOe dopma BbInycka u Konuyectso
n/n HaVMeHOBaHWEe HapKOTUYECKOro U [031poBKa
NMCUXOTPOMHOIO fIEKAapCTBEHHOTO
npenapaTta
1. BynpeHopduH + HanokcoH TabneTkn 60 TabneTok
cybnuHreaneHbeie 0,2 Mr | (ynakoBka, kpaTHasi N
+0,2 Mr 20)
2. BynpeHopduH PacTtBop ansa nHbekumi, 30 amnyn
0,3 mr/mn 1 mn (wnpuy-TIO6UKOB)
3. BynpeHopdumH TpaHcaepManbHbIn
nnacTblpb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnacTtbipewn
70 mkr/vac 5 nnactblipen
4. MopduH PacTBop AN UHbEKUUA,
pacTBOp Ansi NOAKOXHOro (wn ZV? T;Qgﬂx 08)
BBegeHusa 10 mr/mn 1 mn Py
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"06 yTBepxaeHun Mopsaka HazHauYeHNs NIeKapCTBEHHbIX

npenapaTos, (hOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

5. KogewvH + MopdwuH + HockanuH + PactBop Anst nogkoXHoOro
ManaBepuH + TebanH BBeLEHUS
0,72 +5,75+ 2,7 + 0,36 20 amnvn
+ 0,05 mr/mn 1 mn y
1,44 +115+54+0,72
+ 0,1 mr/mMn 1 mMn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTok
7. TpumenepuanH PacTtBop Ang nHbekuni 20 amnyn
10 mr/mn 1 mn
20 mr/mn 1 mn (wnpwuu-Tro6MKOB)
8. MopdumH TabneTkn (kancynbl) 180 TabneTtok
NPOSIOHIMPOBAHHOIO (kancyn)
AencTens 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopdumH TabneTkn
5wmr 100 TabneTtok
10 mr 100 TabneTok
10. MopduH Kannu ansa npuema
BHYTpb 20 mr/mn 20 mn 4 thnakora
11. MopduH PactBop ans npuema
BHYTPb (MOHOAO03bI)
2 mr/mn 5 mn 100 amnyn n/a
6 Mr/mMn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcukoaoH + HanokcoH Tabnetkn
NPOMIOHIMPOBAHHOIO
gencreusa
5wmr+2,5wmr 100 TabneTtok
10 mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 TabneTok
13. | MNponuoHnndeHnnaTokcMaTunnunepnanH | TabneTkn sawedHsle 20 50 TabneTok
Mmr
14. deHTaHun MnacTbipb
12,5 mKkr/yac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTtbipen
75 mkr/vac 10 nnacTteipen
100 mkr/vac 10 nnacTteipen

HafeXHasa npaBoBas noaaepXxka

www.consultant.ru

CrpaHvua 14 us 37



https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"06 yTBepxaeHun Mopsaka HazHauYeHNs NIeKapCTBEHHbIX

npenapaTos, (hOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

15. ®deHTaHun Cnpen HasanbHbIN
dnakoH 50 mkr/go3a
2,0 mn (10 po3) 24 cnakoHa
3,2 mn (20 po3) 12 dnakoHoB
5,0 mn (40 po3) 6 donakoHoB
®dnakoH 100 mKkr/gosa
2,0 mn (10 go3) 12 donakoHoB
3,2 mn (20 po3) 6 dnakoHoB
5,0 mn (40 po3) 3 cnakoHa
®dnakoH 200 mkr/oosa
2,0 mn (10 po3) 12 donakoHoB
3,2 mn (20 po3) 6 donakoHoB
5,0 mn (40 po3) 3 dnakoHa
Mpunoxexne N 2
K Mopsagky HasHaveHus
nekapCTBEHHbIX NpenapaTos,
yTBEPXKAEHHOMY MPUKA30M
MuHUCTepCTBa 34paBOOXPaAHEHMS
Poccuiickon denepaunmn
oT 24 Hos6ps1 2021 1. N 1094H
CnpaBo4Ho
PEKOMEHOOBAHHbIE K UICMOJIb3OBAHUNIO COKPALLEHUA
NP O®OPMITIEHUU PELEENTOB
N CokpalleHune lMNonHoe HanucaHne MNepeBog
n/n
1. aa ana no, NOPOBHY
2. ac., acid. acidum KucrnoTa
3. aer. aerozolum aspo30rnb
4, amp. ampulla amnyna
5. aq. aqua BoJa
6. aq. purif. aqua purificata BOJA O4ULLIEHHAs
7. but. butyrum macno (TBepaoe)
8. caps. capsula Kancyna

HafeXHasa npaBoBas noaaepXxka
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+

KOHCYJ/IbTaHTIITHOC
"06 yTBepxAeHUM opsiaKa Ha3HaueHUst neKapCTBEHHbIX AokymenT npegoctasner Koncynerautiinioc

[aTta coxpaHeHus: 27.02.2024

npenapaTos, (hOpM peLenTyp...

9. comp., cps compositus (a, um) CINOXHbIV
10 D Da (Detur, Dentur) Boigan (MycTb BblgaHo, MNyctb byger
) ) ’ BblaHo)
. . Bblgain, ob6o3Haub MNycTb Oyaet
11. D.S. Da, Signa Detur, Signetur BbIaHO, OBO3HAYEHO
12. D.t.d. Da (Dentur) tales doses Beinait (Tycte GyayT Bbinakel)
Takue o3bl
13. dil. dilutus pa3BefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu
15. emuls. emulsio amynbcus
16. extr. extractum 3KCTPAKT, BbITSKKA
17. in enem. in enemas B MUKPOKIIM3Max
18. F. Fiat (fiant) MycTtb obpasyeTtca (obpasyroTcs)
19. gran. granulum rpaHynol
20. gt., gtt gutta, guttae Kanns, kannm
21. gtt. peror. guttae peroralis Kannu ang npuema BHyTPb
22. inf. infusum HacTon
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTtkax
: . . . B TabneTkax ¢ NPONOHMMPOBaHHbIM
25. | intab. prolong. in tab(u)lettis prolongatis BbICBOBOXKIEHNEM
. B TabneTkax ¢ NPOSIOHMMPOBaHHbIM
26. | " tab(.)g(rjolong, in tab(u)lettis prolongatis obductis BbICBODOXAEHNEM, MOKPbITHIX
) obonoukon
27. in tubul. in tubulis B TOOMKax
28. lin. linimentum NNHUMEHT
29. lig. liquor XNOKoCTb
30. lot. lotion NoCbLOH
31. m. pil. massa pilularum nunionbHas macca
32. membr. bucc. membranulae buccales MIEeHKN 3aLleyHble
. . CwmeLuan
33. M. Misce, Misceatur (TyCTb GyAET CMeLwaHo)
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"06 yTBepxaeHun Mopsaka HazHauYeHNs NIeKapCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

34. mixt. mixtura MUKCTYpa

35. N. numero YUCNOM

36. ol. oleum Macno (>kugkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIToNA, MU

39. p. aeq. partes aequales paBHble 4YacTu

40. ppt., praec. praecipitatus OCaXaeHHbIN

41. pulv. pulvis NOPOLLOK

42. g.s. quantum satis CKONbKO NoTpebyeTcs, CKOMbKO HaJo

43. r., rad. radix KOpPEeHb

44. Rp. Recipe Bosbmu

45. Rep. Repete, Repetatur MosTopwu (MycTe GyaeT NOBTOPEHO)

46. rhiz. rhizoma KOpHeBMWLLE

47. S. Signa, Signetur 06032%12523;::‘2)@;1&

48. sem. semen cems

49, simpl. simplex npocTtomn

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. Spr. nas. spray nasale cnpen HasanbHbIN

54. supp. suppositorium cBeya, Cynno3uTopun

55. susp. suspensio CyCneH3us, B3BECb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTorka

58. tubulis tubulis THOOMKN

59 STT Systema Therapeutica TpaHcoepmanbHas
Transcutanea TepaneBTuyeckas Cucrema

60. ung. unguentum Ma3b

HafeXHasa npaBoBas noaaepXxka
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 27.02.2024

61. vitr. vitrurn CKNsIHKa

Mpunoxexne N 2

K Npuka3y MuHucTepcTBa 30paBoOXpaHeHUs

Poccuinckon ®egepauum

oT 24 Hos16psa 2021 1. N 1094H

®OPMA PELIEMNTYPHOI'O BNAHKA N 107-1/Y

MwuHucTepcTBO 3apaBooxpaHeHns Poccumnckon Kog dopmbl no OKY[
depepaumm Kog yupexagenusa no OKIMO

MeauvumHckas JoKyMeHTauums

HanmeHoBaHue (wtamn) ®opma N 107-1/y

MeaMLMHCKON opraHu3aLmm YTBepxaeHa npmkasom
MwHuCTepCcTBa 30paBOOXpaHEHs
Poccuiickon ®egepaumm
oT 24 Hos10pst 2021 1. N 1094H

HanmeHoBaHwve (lTamn) MHAMBMAYanbHOro

npegnpvHumaTens (yka3atb agpec, HOMep U

aaTty nMUeH3nn, HaMMeHOBaHWe opraHa

rocyapCTBEHHOW BNacTu, BbiAaBLUErO

NNLEH3M1IO)

PELUENT
(B3pOCnbIN, OETCKUN - HYXXHOE NOAYEPKHYTb)
" 20 T

damnnus, nHuumnansl UMeHN n oT4ecTBa (NocnegHee - Npu Hanu4vmm)
nauueHTa

[aTa poxgeHus

daMunusa, MHMUMansl UMEHU U OTYeCTBa (NocneaHee - NpU Hanu4ynm)
nevaulero Bpaya (penbaliepa, akyLIepKu)

py6.|kon.| Rp.
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

Moanunck M.T1.
1 nedvaTb fnevailero Bpaya
(moanuck penballepa, akywepkn)

PeuenT nmencTBuTeJieH B TeueHue 60 mHelM, mo 1 roma ( )
(HyXHO€ IMOOUEPKHYTH) (yxasarTb
KOJIMUECTBO IHEM)

O6opoTHas cTopoHa

OTMeTKa 0 HazHa4YeHUN NekapCTBEHHOIo
npenapara no peLieHuo BpayebHol komuccum

MpuroToBun Mposepun Otnyctun

®OPMA PELIEMTYPHOI'O BNNTAHKA N 148-1/Y-88

MwuHncTEpCTBO 34paBooxpaHeHns Poccuiickon Kog dopmbl no OKY[1 3108805
depepaumu MeaunumHckas oKyMeHTaums
®opma N 148-1/y-88
HanmeHoBaHue (wTtamn) YTBepxaeHa npmkasom
MeZMLMHCKOW OpraHM3aumm MuHUCTepcTBa 30paBoOXpaHEHMS

Poccuiickon ®egepaumm
oT 24 Hos10pst 2021 1. N 1094H

HanmeHoBaHwve (LWTamn) MHAMBMAYanbHOro
npeanpvHuMaTens

(ykasaTb agpec, HoMep v gaTy nMueH3uu,
HaMmeHOBaHWe opraHa rocyaapCTBEHHOMN
BMacTy, BblAABLLETO NNLLEH3MIO)

e [ | L)L) LINL) L) L) L L

PELENT " 20 T

(baTa oopmneHusa-peLenTa)

(B3pOCHbIii, AETCKUIA - HY)KHOE MOAYEPKHYTb)

damunus, nHumansl UMEHN N OTYECTBa (rlocnep,Hee - npu HaJ'IVI‘-IVIVI)
nauneHTa
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+

KOHCYJIbTAHTIITHOC
"06 yTBepxaeHun Mopsaka HazHauYeHNs NIeKapCTBEHHbIX Alokyment ”peﬂOCTazgf: c':fp:ﬁe:M:Tg;"Ogg:gﬁ
npenapaToB, GopM peuenTyp...

[aTta poxageHus

Agpec mecTta xutenbctsa unu N MeauUMHCKON KapTbl aMOynaToOpHOro nauueHTa, Mosy4YaroLlero
MeAMNLIMHCKYIO NMoMoLLb B amBynaTopHbIX yCrnoBuax

damunus, nHuumnansl UMeHnN n oT4ecTBa (NocnegHee - Npu Hanu4vmm)
nevaulero Bpaya (penbaluepa, akyepkm)

Moanuck 1M nevaTb Nevallero Bpava M.IM.
(nognuck enbiwepa, akyLepkm)

PeuenT pencreuteneH B TeyeHne 15 oHen

O6opoTHasa cTopoHa

OTmeTKa 0 Ha3Ha4YeHUM fleKapCTBEHHOIO
npenapara no peLieHuo BpavebHol komuccum

MpuroTtoBun Mposepun Otnyctun

SOPMA PELUENTYPHOIO BJTAHKA N 148-1/Y-04(I1)

MuHUCTEPCTBO 34paBOOXpPaHEHUs YTBEPXOEHA
Poccuiickon depepalimm MECTO npukasomMm MuHucTepcTea
NS TPV 3[paBOOXpPaHeHUS

. Poccunckon ®egepaunn
XKOAA <*> OT 24 Hos16ps1 2021 1. N
1094H

LLramn
Kon

MeOULMHCKOW opraHM3aLmm
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+ [lokyMeHT npefocTasnes KocynbtanTilntoc
" KOHCYJIbTAHTIITHOC
06 yTBepxaeHuu Nopsaka HazHauYeHUs NeKAPCTBEHHbBIX [laTa coxparerms: 27.02.2024

npenapaTos, (hOpM peLenTyp...

LLUTamn
Kog

nHanBnayanbHOro npeanpuHuMaTens

Kog chopmbl no OKY/[1 3108805

®opma N 148-1/y-04(n)

Kopg Kop Ho3omornyeckomn M CTOYHMK brHaAHCHMpPOBaHUS:
KaTeropum dopwmbl (no MKB) (nog4epkHyTb)
rpaxgaH % onnaTbl:
1. ®epepanbHbin GogxeT (nogyepkHyTb)
2. bropxeT cybbekTa Poccuiickon
depepaumm

3. MyHuuunanbHbIn 6ogxeT
1. BecnnatHo

2. 50%
3. uHonn %

PELUENT  Cepwus N Hata ocopmneHus: 20 .

damunug, vHMUManbl MMeHM U oTyecTBa (MocrnegHee - npu
Hanuuun) nauueHTa [arta poxgeHus

CHUNC

N nonuca
obsizaTenbHoOro
MeONLUHCKOro
CTpaxoBaHUs:

Homep MEANLNHCKOMN KapTbl NauneHTa, nony4varouwero MegmMUNHCKY NomMoLlb B aM6ynaTopr|x
ycnoBsuax

damunus, nHuyuansl UMeHn 1 oT4ecTBa (nocnegHee - NPU HaNU4MK)
nevallero Bpaya (henballepa, akyLepku)

Py6. Kon. o PRSP
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"06 yTBepxaeHun Mopsaka HazHauYeHNs NIeKapCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

ST (o] £= PRSP

Mognucb 1 nevaTb Nevallero Bpaya MO
(moanuck penballepa, akywepkn) o

PeuenT genictButeneH B Tevenne 15 gHen, 30 gHen, 90 gHewn (Hy>KHOE NOAYEPKHYTh)

OTnyweHo no peuenty: ToproBoe HaMeHoOBaHWe U JO3NPOBKA:
arta otnycka: " " 20 . KonnyecTtBo:
y @ zU
MpuroTtosun: Mposepun: OTnycTvn:

(MMHKug oTpbIBa)

KopeLluok peuentypHoro 6naHka Cnocob npumeHeHus:

HanmeHoBaHve npO,El,Oﬂ)KMTeJ'IbHOCTb aOHen

neKkapcTBEHHOro npenapara:

,D,O3l/|pOBKaZ KonnyectBo npunemMoB B €Hb: pas

Ha 1 npuewm: en.

<*> B cny4ae W3roTOBMEHUSA peuenTypHoro OnaHka C WUCMNOMb30BaHWEM KOMMBHOTEPHbIX
TEXHOMNOTNNA.

Ob6opoTHas cTopoHa

OTMeTKa 0 Ha3Ha4YeHUn NekapCcTBEHHOro
npenapara no peLueHuo BpadyebHol komuccum

Mpurotosun Mposepun Otnyctmn
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHun MNMopsiaka Ha3HaAYeHNs NeKapCTBEHHbIX
npenapaTos, GopM peuenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

Mpunoxexne N 3

K npukady MuHucTepcTBa 30paBoOXpPaHEHUS
Poccuinckon ®egepauum

oT 24 Hos16psa 2021 1. N 1094H

NOoPAOOK
O®OPMIIEHUA PELENTYPHbIX BJIAHKOB HA NEKAPCTBEHHbIE NMPEMNAPATbI,
NX YYETA U XPAHEHUA

I. OchopmneHue peuenTta Ha GymMaxxHOM HocuTene

1. Ha peuentypHbix 6naHkax cdopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEpXHEM Yriy
NpOCTaBMsieTCA LWTaMn MEeAWLUMHCKOW OpraHu3auun C yka3aHMem ee HavMMeHOBaHWs, agpeca u TenedoHa ¢
[aTown BbINUCKM (gaTon ohopMIieHnst) peLienTa Ha NeKapCTBEHHbIV npenapar.

HononHutenbHo Ha peuentypHoM ©OnaHke dopmbl N 148-1/y-04(n) npocTaBnsieTca kog MeOUUMHCKON
opraHusaumm B cootTBeTcTBUM ¢ OCHOBHbLIM rOCY4apCTBEHHbLIM perncTpaumnoHHbiM HomepoMm (ganee - OI'PH).

Cepusa peuentypHoro 6naHka cdopmbl N 148-1/y-04(n) BkntovaeT kog cybbekta Poccumnckon depepaumu,
COOTBETCTBYIOLLUNA ABYM nepBbIM undppam O6Lepoccumnckoro knaccudmkaropa o6bekToB
afMWHUCTpaTUBHO-TeppUTopransHoro aenenuns (ganee - OKATO).

Paspewaetca usrotaBnmeatb peuenTypHble GnaHku copmbl N 107-1/y u dopmbl N 148-1/y-04(n) c
NMOMOLLBIO KOMMBIOTEPHBIX TEXHOMOIMMNA.

PeuenTypHble 6naHku copmbl cbopmbl N 148-1/y-88 n3rotaBnMBalOTCA WCKIMHOYUTENBHO TUNOrpadgCckum
cnocobom.

2. Ha peuenTypHbIX GnaHkax, Od)OpMJ'IFIeMbIX nHamsngyanbHbiMU  npeanpuHMatTenamMmm, MMerLwnmm
JIMUEH3NK0 Ha MEeOUUMHCKYK OeATelIbHOCTb, B BEpXHEM J1eBOM YIny TI/II'IOl'pa(bCKI/IM cnocobom wmnm nytem
npocTaB/ieHna wWTamMna AOOoJKeH ObITb YKasaH agpec uvHaumsBuayasnibHOro npeanpuHnMmartend, HoMep W garta
JIMLEeH3nn, HanMmeHoBaHue opraHa FOCy,CI.apCTBEHHOVI BNacTu, BblaaBLuero fiMueH3unto.

3. PeuentypHble 6naHkn cpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHa0TCA MeOULIMHCKAM
pabOoTHUKOM YepHUNAMM UMK LLIAPUKOBOW PY4KOMN.

4. NonyckaeTca oopmrieHne Bcex PeKBU3UTOB (3a MUCKIOYeHneM peksmauta "lMoanuck nevawero spava
(nognuce denbaliepa, akywepkn") peuentypHbix 6naHkoB dopmbl opmbl N 107-1/y, dopmbl N 148-1/y-88 1
dopmbl N 148-1/y-04(n) ¢ ucnonb3oBaHWEM nNevaTaloLwmnx YCTPOUCTB.

5. OcbopmneHmne peuenTypHbix 6naHkoB popmbl N 148-1/y-04(n) BkntoyaeT uncpoBoe KOAMPOBaHME.
LindpoBoe koanpoBaHue ykasaHHbIX peLenTypHbIX 6r1aHKOB BKIOYAET:

1) kog meguumHckon opranusaumm (OI'PH) nnn kog nHaMeBuayanbHOro npeanpuHMMaTtensi B COOTBETCTBUM
¢ OCHOBHbIM FOCYAapCTBEHHbIM PErncTpaunoHHbIM HOMEPOM MHAUBMAYaNbHOro npeanpuHumartens (ganee -
OI'PHUIT), npocTaBnsiembi Npy U3roToBAEHUN peLenTypHbIX 6naHKos;

2) ko[ kaTeropuv rpaxgaH, UMeLLMX NpaBo Ha MOMyYeHWe NIEKAapPCTBEHHbIX NpenapaTtoB B COOTBETCTBUU
co ctatben 6.1 ®PegepanbHoro 3akoHa ot 17 mtona 1999 r. N 178-93 "O rocygapcTBeHHONM coumanbHOM nomMoLn”
<1>, n kop Ho3onorndyeckon dopmbl MO MexayHapoaHOM CTaTMCTMYECKOW knaccudmkaumm OGonesHen wu
npobnem, cBs3aHHbIX co 3gopoBbemM (10-1 nepecmoTp) (ganee - MKB), 3anonHaemMble nevaiwimm BpayoMm nyTem
3aHeceHus Kaxaon Lndpbl B NyCTble S4ErKU, Mpy 3TOM ToYKa NPOCTaBnseTcs B OTAENbHOW SYENKe;

<1> CobpaHue 3akoHodaTenbcTBa Poccuiickonn Pepepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHun MNMopsiaka Ha3HaAYeHNs NeKapCTBEHHbIX
npenapaTos, GopM peuenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

3) oTmeTKy 00 McTouHMKe dmHaHcupoBaHusa (pepepaneHbii BomxkeT [1], OlompkeT cybbekTta Poccuiickomn
depepaumu [2], MyHMuunanbHeIn 6ogxeT [3]) n npoueHTe onnaTel peuenTa (6ecnnatHo [1], 50% [2], uHon % [3]);

4) WTpUX-KOg - OOMNOMNHUTENBHbIA PEKBU3UT (B CriyYae U3roToBneHns Ha Tepputopun cybbekta Poccuiickon
depepaumm peLenTypHoro 6naHka ¢ UCMonb30BaHMEM KOMMbIOTEPHbLIX TEXHOOMNIA).

6. B peuentypHbix 6naHkax cdopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpacde "Pamunus,
MHMUManbl UIMeHU 1 0TYeCTBa (NocnegHee - Npy HanuyMM) naumeHTa" ykasolBaroTcst haMunusi, MHALMaNb UMeHu
1 oT4yecTBa (NocnegHee - Npy Hanu4uKn) NaumeHTa.

7. B peuentypHbIx 6naHkax doopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpace "[data poxaeHusa"
yKasblBaeTCa AaTa poXAeHWs naumeHTa (4Mcno, Mmecsu, rog).

HononHutensHo B peLenTypHbix 6naHkax dopmbl N 148-1/y-88 n cdoopmbl N 107-1/y ans neten B Bo3pacTe
0o 1 roga B rpadpe "Oata poxaeHusa" ykasbiBaeTcsi KONUYECTBO MOMHbIX MeCSLEB.

8. B peuentypHbix 6naHkax cdopmbl N 148-1/y-04(n) B rpacpax "CHUIIC" n "N nonuca obssatenbHoro
MEOMLMHCKOro CTpaxoBaHUsA" ykasbiBalOTCA CTPaxoBOW HOMEP UHAUBMAYANbHOro NULUEBOro cYeTa rpaxaaHvHa B
MeHcnoHHoM doHae Poccuiickon Pepepauum (CHWJIC) (npyu Hanuuumn) M Homep nomnuca obs3aTenbHoro
MEeOULMHCKOTO CTpaxoBaHusl.

9. B peuentypHbix 6naHkax ¢opmbl N 148-1/y-88 B rpade "Agpec MecTa XWTenbCTBa WM HOMEP
MEeAMLMHCKON KapTbl NauueHTa, Nony4yaroLero MeauLnHCKYo NOMOLLb B aMOynaTopHbIX YCroBUAX", ykasblBaeTcs
MOYTOBbLIV afpec MecTa XuTenbcTBa (MecTa NpebbiBaHUs UM Mecta akTUYECKOrO MPOXMBAHNS) NaLMeHTa unm
HOMep MeOMUNHCKON KapTbl NauMeHTa, Nofy4varoLlero MeanUMHCKYH NOMOLLL B aMOynaTopHbIX YCIOBUSX <2>.

<2> [puka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®eagepaumm ot 15 gekabps 2014 r. N 834H "O6
yTBEPXKAEHUN YHUDUUMPOBAHHBLIX (OPM  MEOMUUHCKON [OKYMEHTauumW, MWCNOMb3yeMbIX B MEAMLMHCKMX
OopraHu3auusax, OKasbiBalWMUX MEeOMUMHCKYI0 MOMOWb B amMOynaTopHbIX YCMOBWUSIX, U MOPSOKOB MO WX
3anonHenuto” (panee - MNMpukas N 834H) (3apeructpupoBaH MuHucTepcTBoM tocTuumum Poccuickon depepauun
20 dpeBpansa 2015 r., pernctpaunoHHbii N 36160) ¢ n3MeHeHusaMU, BHECEHHbIMU npukasamm MuHucTepcTBa
3apaBooxpaHeHnss Poccuinckon depepaumm ot 9 auBaps 2018 r. N 2 (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumm Poccuiickon ®enepauun 4 anpensa 2018 r., peructpaumoHHein N 50614), ot 2 Hoabps 2020 r. N 1186H
(3apervctpupoBaH MuHuctepctBoM toctuumm Poccuiickon ®Pepepaumm 27 Hosbps 2020 r., pernctpaumoHHbin N
61121).

YkasaHvne u agpeca MecCTa XuUtenbCTtBa U HOMepa MeanLMHCKOM KapTbl MauuMeHTa, nony4varlero
MeONUMHCKYH NMOMOLLb B aM6ynaTopr|x yCnoBuAX, He ABNAETCA OLUNBKON.

B peuenTypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeaMUMHCKOM KapTbl NauueHTa,
nonyyaoLwero MeguuUMHCKY0 Nomollb B ambynaTtopHbIX yCrnoBusx" ykasblBaeTcs HOMEpP MeAMUMHCKOW KapTbl
naumeHTa, nonyyaroLlero MeanLMHCKY0 NOMOLLb B aMBynaTopHbIX yCnoBUAx <3>.

<3> Mpukas N 834H.

10. B rpade "®amunua, uHuumansl UMEHW U OTYeCcTBa (NocrnefdHee - NPWU HanuMyuW) nevawero Bpaya
(dbenbpwepa, akywepkn)" peuenTypHbix 6raHkoB doopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) yka3biBatoTcs
MONMHOCTbI aMUnnst, MHULMAnNblI MMEHW, OT4YecTBa (NocrnegHee - MpU HanmMyumn) MeOULUHCKOro paboTHUKa,
Ha3Ha4MBLUErO NleKapCTBEHHbIE NpenapaTbl 1 0OPMMBLLEFO peLenT.

11. B rpadbe "Rp" peuenTypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcs:

1) HammeHOBaHME neKapCTBEHHOro mnpenapaTta (MexayHapogHOe HenaTeHTOBaHHOe HaumeHOBaHue,
rpynnUpoOBOYHOE UMW XMMWYECKOE HauMeHOBaHMe, TOProBoe HavMMeHOBaHWEe) Ha NaTUHCKOM A3blke Wnu Ha
pycckom f3blke, dpopMa BbIMycka, A03MPOBKA, KOMMYECTBO (yKa3blBaeTCs MPOMUCHbI0 Ha pelenTypHoM GrnaHke
dopmbl N 107/y-HI);
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

2) cnocob NpMMeHeHUs1 NeKapCTBEHHOro npenapara Ha rocygapcTBeHHOM si3blke Poccuiickon depepaumm
UNnN Ha rocygapcTBeHHOM sA3blke Poccuiickon egepaumm 1 rocyqapCTBEHHOM S3blke PeCnyBnuK 1 UHbIX A3blKax
HapogoB Poccuickon degepaumm <4>,

<4> Yactb 1 cratbu 15 3akoHa Poccuiickon depepaumm ot 25 oktabps 1991 r. N 1807-1 "O sasblkax
HapogoB Poccuitickon ®depepaummn” (ganee - 3akoH N 1807-1). (Bemomoctn cbesga HapodHbIX OenyTaToB
PC®CP n BepxoBHoro Coseta PCPCP, 1991, N 50, ct. 1740; CobpaHune 3akoHogatenbcTtBa Poccuiickon
®epepaumu, 1998, N 31, ct. 3804).

KoHcynbTaHTlnoC: npuMmeyaHue.
Hymepauust nyHKTOB AaHa B COOTBETCTBMM C odouLmanbHbIM TEKCTOM AOKYMEHTA.

13. Mpn odopmneHnn peuenTypHbiXx OMNaHKOB 3anpeLiaeTcss OorpaHMuYMBaTbCA OOLMMM  yKaszaHMSIMM,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

14. PeuenT, ocopMneHHbIn Ha peuentypHoM GriaHke dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
NoAMNMCLIBAETCS MEAUUMHCKMM PabOTHMKOM U 3aBEPSIETCS €r0 NevaThbio.

PeuenT, odopMmneHHbIn Ha peuenTypHoMm OnaHke copmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
[ONOSTHUTENBLHO 3aBEPSIETCA NeYaTbio MEANLMHCKOM opraHmn3auunn "[0ns peuentos".

Ona peuenta, oopMneHHOro Ha peuentypHom ©naHke dopmbl N 107-1/y, Hanmune nedatn "[Ons
peuenToB" He siBNsieTCA 0653aTeNbHbIM.

15. Ha ogHom peuentypHom GnaHke dopmbl N 148-1/y-88 n cdopmbl N 148-1/y-04(n) paspeluaeTcs
OCYLLECTBMATb HA3HAYEHME TONbKO OOHOIO HaMMEHOBaHUS NEKAapPCTBEHHOIO NpenapaTa.

Ha ogHom peuentypHom OnaHke dopmbl N 107-1/y paspeluaeTcs OCYLIECTBNATb Ha3HayYeHMEe TOSbKO
OOHOr0 HaMMEHOBaHWsI NIEKAPCTBEHHOIO Mpenaparta, oTHocswerocs no ATX K aHTUNCUMXOTUYECKMM CpeacTBam
(kog NO5A), aHkcumonutukam (kog NO5B), cHoTBOpHbIM U cegaTMBHbIM  cpegctBam  (kog NO5C),
aHTugenpeccaHtam (kog NOGA) n He nognexawiero npeaMeTHO-KONMMYECTBEHHOMY Y4yeTy, U OO Tpex
HaMMEHOBaHUN FEKApPCTBEHHbIX MpenapaToB - AN MHbIX JIEKApPCTBEHHbIX MpenapaToB, He OTHECEHHbIX K
BbllLeyKa3aHHbIM ATX.

16. cnpaBneHus B peuenTe He JOMyCKaloTCS.

17. Tpu odopmneHun peuenTypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
nekapCcTBeHHblE MpenapaTbl, Ha3Ha4YeHHble MO peLleHnto BpadebHom Komuccun, Ha obopoTe peLenTypHOro
OnaHka cTaBMTCA cneumanbHasg oTMeTka (wramn).

18. Ha peuentypHom 6GnaHke dopmbl N 148-1/y-04(n) BHM3Y MMeeTCA NMUMHUSA OTpbIBa, pasgensioLias
peuenTypHbIN BnaHK 1 KOpEeLLOoK.

Kopeliok oT peuenTa, opOPMIIEHHOrO Ha ykasaHHOM peLenTypHoM OraHke, BblgaeTcsi NauueHTy (ero
3aKOHHOMY MpeACcTaBMTEN0) B anTeYHOW opraHusauuu, Ha Kopellke AenaeTcs OTMeTka O HauMeHOBaHWM
NekapcTBEHHOro npenapara, 4o3VMpoBKe, KonnyecTee, crnocobe NprMeHeHus.

Il. OcbopmneHue peuenta B hopmMme 3N1€KTPOHHOrO JOKYMEHTa

19. Peuent B opmMe 3MEKTPOHHOro [JOKYMEHTa, MNOAMUCAHHOIO YCUNEHHOW KBannguumpoBaHHON
3NEKTPOHHOW MOAMUCHIO, (POPMUPYETCH MEAULMHCKMM pabOTHWKOM, CBeOEHVMS O KOTOPOM BHECEHbl B
denepanbHbil PeErucTp MeAUUMHCKMX PabOTHUKOB <5>, a Takke NpU YCrOBUWM pPeructpaumm mMeguumHCKON
opraHmsaumu, B KOTOPOM OdopmrisieTcs peuent, B defepanbHOM peectpe MeOUUMHCKUX opraHusaumm <6>
€[MHON rocyAapCTBEHHON WHM(OPMALMOHHON cUCTEMbl B cdepe 30paBOOXPaHEHUS M MOAKMYEHUS Takown
MEOULUMHCKON OpraHmsauuMn K rocygapCTBEHHON WHOpMaUMOHHOM cucTteme B cdhepe 34paBoOXpaHEeHuUs
cybbekTta Poccuiickon degepaumm <7>.
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<5> Yactb 4 ctatbun 91.1 depepansHoro 3akoHa N 323-93 (CobpaHue 3akoHopaTenscTtBa Poccuickon
®epnepaumu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbctBa Poccumnckomn
depepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHme 3akoHogaTenbcTBa Poccumnckon
depepaumm, 2011, N 48, cT. 6724).

20. lNpu odbopmrneHnn peuenta B opmMe INEKTPOHHOIO OOKYMEHTa Ha rfekapCTBeHHble npenaparbl,
ykasdaHHble B nyHkTax 9 n 11 MNopsaka HasHa4YeHUs neKapcTBEHHbIX NpenapaTtoB, YTBEPKOEHHOro HaCTOSLMM
NpUKa3oM, 1 OTMyCKaeMble 3a NOSIHYI0 CTOMMOCTb, 3arOofHAIOTCA Creayolme pekBu3mnTbl:

1) kom cybbekta Poccuiickon depepauun no OKATO, onpegensowmin  rocyaapCTBEHHYHO
MHOPMALMOHHYI0 cucTemy B cdepe 3apaBooxpaHeHus cybbekta Poccuiickon Pegepauun, B KOTOPOM
chopMmnpoBaH peuenT B POpMe dMNEKTPOHHOrO OKYMEHTA;

2) HaMMeHOBaHWe MEeAMUMHCKOM OpraHu3auuun, agpec, TenedoH unm damunus, MHMUManbl UMEHU U
oTyecTBa (nocrnegHee - MpU HanU4uMu) WHAMBUAOYaNbHOTO MpeAnpuHUMAaTEnNs, WMEIOLWEro nUUEH3NK Ha
MEeOMWLMHCKYI0 AeATENbHOCTb, €ro agpec;

3) OIPH topuguyeckoro nuua (mMeguumHckon opranmsauuun) wnm  OFPHUI  ungmeugyansHoro
npeanpuHMMaTens;

4) pata ochopmneHus pelenTta (ykasbiBaeTCs YUCNO, MecsL, roq);

5) paTta OKoH4YaHus gencTBus peuenTta (hopmMmmpyeTcsa rocygapCTBEHHOM MH(OPMALMOHHOW CUCTEMOW B
chepe 3gpaBooxpaHeHus cybbekta Poccuiickon depepaumm B COOTBETCTBUM CO CPOKaMM OEWCTBUS PELIENTOB:
15 gHen, 30 gHen, 60 gHen, 90 gHen, oo 1 roga);

6) yHuKanbHbI HOMep peuenTa (popmupyeTcst rocy4apCTBEHHON MH(OPMAaLMOHHON cucTeMon B cdepe
3apaBooxpaHeHnst cybbekta Poccuiickon ®enepaunm n obecrnedmBaeT 0QHO3HAYHYIO naeHTudmKaumio pelenTa
B (bopMe 3NEeKTPOHHOro AokymeHTa B codeTaHmm ¢ OKATO, OIMPH nnn OrPHUN);

7) oTmeTku "cito" (cpoyHo) nnum "statim" (HemegneHHO) Npu HeOBXOOUMOCTU CPOYHOIO UMM HEMEATEHHOrO
OTMycKa fekapCTBEHHOro npenapaTa nauneHTy;

8) agpec nauueHTa (ykasblBaeTCH NOYTOBLIV agpec MecTa XutemnbcTBa (MecTa npebbiBaHMsS MM mecTa
dhakTMyecKoro NpoXxuBaHUs) C yKkasaHMeM WHAEKCa, HavuMeHOBaHus Kpasi, obnactu, pecny6nuki, aBTOHOMHOIO
okpyra u uHoro cybbekta Poccuiickot Pefepaunm, HAMMEHOBAHWUA HACENEHHOTO NMYHKTa, HAMMEHOBAHNS YNULibI
(npocnekTa, nepeynka, npoesaa), HoMepa Aoma (C ykasaHuem kopryca, Npy Hannyum), Homepa KBapTuphbl);

9) HOMEep 3NEeKTPOHHON MEOULMHCKOWN KapTbl NauMeHTa B rocygapCTBEHHON MHMOPMAaLMOHHOW CUCTEME B
chepe 3gpaBooxpaHeHusi cybbekta Poccuiickon ®egepauuu;

10) dhamunus, nvs, oT4ecTBO (NocrnegHee - Npu HanUM4MM) NaumeHTa NoHOCTbIO;

11) pata poxaeHus naumeHTa (ykasbiBaeTcs YMCro, Mecsl, roa), Aons aeten oo 1 roga SONONHUTENBHO
yKa3bIBaeTCSA KONMMYECTBO MOJSHBIX MECALEB;

12) dpbamunusa, vHMumansl MMeHUM u oTyecTBa (MOcCnegHee - MpU Hanuyum) MeguuUUHCKOro paboTHMKa
MOMHOCTbIO;

13) HavmeHOBaHWEe IeKapCTBEHHOro npenapaTta (MexayHapodHOe HenaTeHTOBaHHOE HauMeHOBaHue,
rPynnUPOBOYHOE WMIN XUMUYECKOE HauMMEHOBaHWe, TOProBOoe HavMEHOBaHue), 4O3MpOBKa, popma BbIMycKa,
KONMMYeCTBO (BCE NO3NLIMN YKa3blBaOTCHA HA PYCCKOM A3bIKE);
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

14) cnoco® npuMeHeHUs! NeKkapCTBEHHOrO Npenaparta Ha rocygapcTBeHHOM sA3blke Poccuiickon deaepaumm
UNnN Ha rocygapcTBeHHOM sA3blke Poccuiickon egepaumm 1 rocyqapCTBEHHOM S3blke PeCnyBnuK 1 UHbIX A3blKax
HapogoB Poccuickon degepaumm <8>;

<8> Yactb 1 crtatbum 15 BakoHa N 1807-1 (Begomoctu cwbesga HapoaHbix genytatoB PCOCP wu
BepxosHoro Coseta PC®CP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTenbcTBa Poccuiickonn ®enepaunn,
1998, N 31, cT. 3804).

15) OOKyMEHT, noATBEPXAAKLWMIA Ha3HAYeHWe JIEeKapCTBEHHOrO Mpenaparta Mo pelleHuto BpaveOHoM
KOMMUCCUM MeOULIMHCKOWN OpraHn3auuu;

16) oTMeTKa O Ha3HaYeHUW NeKapCTBEHHOro npenaparta Nno pelleHuo BpavyebHoM KOMUCCUM MeaULMHCKOM
opraHMsaumMn B Cryyasix, yKasaHHblXx B abs3aule BTopoM nyHkTa 6 [Mopsigka HasHauyeHus IeKapCTBEHHbIX
npenapaTtoB, yTBEPXAEHHOIO HACTOALLMM NMPUKA30M;

17) oTmeTka O cneumarnbHOM Ha3HaYeHWM feKapCTBEHHOro npenapata (3anofHseTcs B Cny4asx,
yKasaHHbIX B NyHkTax 15 u 24 lMopsaka HasHavyeHWs1 NekapCTBEHHbIX NMpenapaTtoB, YTBEPXKAEHHOrO HaCTOSILLMM
npvKasom);

18) oTmeTka O cneumanbHOM Ha3Ha4YeHWM feKkapCTBEHHOro npenaparta nauuMeHTy ¢ 3aboneBaHuem,
TpeOyloWmMM ANMTENbHOTO KYpPCOBOrO JleYeHusi (3anonHseTca B cnydvae, yka3aHHOM B nyHkte 23 [lopsgka
Ha3HayeHWs neKkapCTBEHHbIX MpenapaToB, YTBEPXAEHHOro HAaCTOSALWMM MpUKa3oM) C MNpocTaBfieHneM
NeproaNYHOCTUN OTMyCKa fiekapCTBEHHOro npenapara;

19) npun odopmneHun peuenta B POPME ISMEKTPOHHOrO OOKYMEHTa Ha fekapCTBEHHble npenaparhbl,
yKasaHHble B noAnyHktax 2 - 5 nyHkta 9 u nyHkte 11 lMopsigka HasHayeHWst NekapCcTBEHHbIX NpenapaTtos,
YTBEPXKAEHHOIO HACTOSALWMM MpMKas3oM, rpaxgaHam, MWMewwWMM npaBo Ha 0OecnnatHoe mnonyyeHue
neKkapCTBEHHbIX NPenapaToB UMY NONy4YeHNe NEKapCTBEHHbIX NPEnapaToB CO CKUAKOW, 3anOfHAKTCA PEKBU3NUTDI,
npegycMoTpeHHble nognyHkTamu 1 - 18 HacTosLwero nyHkTa, a Takke criegyrolme pekBnsmnThI:

a) KaTteropus rpaxzaaH, MMeLLMX NpaBo Ha MnofnyvYeHue NnekapCTBEHHbIX NpenapaTtoB B COOTBETCTBUM CO
cratbent 6.1 ®enepancHoro 3akoHa oT 17 uiona 1999 r. N 178-9®3 "O rocygapcTBeHHOW coumansHOM nomotyn”
<9>;

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickon Peagepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.
©) kog Hosonornyeckon gpopmel no MKE;

B) UCTOYHUK chHaHcupoBaHusa (1 - doegepanbHbIn GloaxeT, 2 - OtopkeT cybbekTa Poccuiickon depepaumm,
3 - MyHMUMNanbHbIN BogXeT);

r) paamep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - uHon %);

4) CTpaxoBOW HOMEp WHAMBUAyaNbHOIO NMLEBOro c4eTa rpaxaaHunHa B NeHcnoHHom coHae Poccuiickon
depepaumm (npu Hanuumn) (CHUJIC);

e) HOMep nonnca 065s3aTeNbHOr0 MEAMLIMHCKOIO CTpaxoBaHu4.

21. MNpn npoctaBneHnn oTMETKK, yKkasaHHOW B noanyHkTe 16 nyHkta 20 HacToswero MNopsaaka, peuenT B
dopMe 9NEKTPOHHOro OOKYMEeHTa MNOoAMUCLbIBAETCA YCUNEHHOM KBanuMUUMPOBAHHOW 3MEKTPOHHOW MOAMUCHI0
npegcenaTens unuM cekpetaps BpavyebHON KOMUCCUM MEOULMHCKOW OopraHm3aumu, nNpu NpocTaBfeHUN OTMETOK,
yKasaHHbIX B nognyHktax 17 u 18 nyHkta 20 HacTtosiwero [Nopsaka, - yCUNEHHbIMU KBanuuunMpoBaHHbIMA
3NEKTPOHHBLIMW NOAMNUCSIMU COOTBETCTBYHOLLNX MEANLIMHCKUX PabOTHNKOB.

22. Mo TpeboBaHUO NauneHTa UM ero 3aKOHHOro npeacTaBUTENs oPOPMISETCA SK3EMNIApP peuenTa B
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+ [lokyMeHT npefocTasnes KocynbtanTilntoc
" KOHCYNbTAHTIINIIOC
06 yTBepxaeHuu Nopsaka HazHauYeHUs NeKAPCTBEHHbBIX [laTa coxparerms: 27.02.2024

npenapaTos, (hOpM peLenTyp...

hopMe 3MEKTPOHHOIrO JOKYMEHTA Ha ByMakHOM HocuTene ¢ oTMeTKoM "[ybGnukaT aneKTpoHHOro AoKyMeHTa".

lll. YueT peuenTypHbIX 6/1aHKOB (3a UCKNOYEHUEM pelenTypHbIX
6nankoB no copme N 107/y-HINM "CneunanbHbIM peuenTypHbIN GnaHk™)

23. Yuet peuentypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), nsrotaBnmBaembix
Tunorpadpckum cnocobom (ganee - peuenTypHble 6naHkW, noanexaiiue y4veTy), OCYLLECTBMASETCA B XXypHanax
yyeTa, MPOHYMEPOBaHHbIX, MPOLUHYPOBAHHbIX U CKPEnfeHHbIX MOAMVUCHI0 PYKOBOAUTENSA U NeYaTblo MeaNLMHCKON

opraHuM3auMu Unu MoAnNUCbi0 MHOAVBUOYaNbHOIO NpearnpuHUMaTens, UMEKLWEro NULEH3NI0 Ha MeOULIMHCKYHO
OEeATenbHOCTb.

24 XKypHan y4eTa peLenTtypHbix 6naHkoB dhopmbl N 107-1/y coaepxuT cregyrowime rpadb:
1) HOMep No NopsAKy;

2) B pa3sgene "lMpuxoa™:

a) Aata permctpaumm JOKyMeHTa, MOATBEPKAAIOLLEro NOCTynneHve;

©) HOMep n JgaTta JOKYMeHTa, NogTBepXKaatoLwero NocTynsieHne, HauMeHoBaHWE NOCTaBLUMKE;
B) obLLee KONM4YeCcTBO NOCTYNMBLLMX peLenTypHbIX BraHKoB;

F) CbaMVIJ'II/IFl, MHMUnanbl MMeHn " oT4ecTBa (nocnep,Hee - npu HaJ'II/I‘-II/II/I) N nognncb OTBETCTBEHHOro
MeanLUMHCKOro paGOTHVIKa, nony4ymeLlero peuentypHble GnaHKn OT NOCTaBLUMKA;

3) B pasgene "Pacxoa":
a) AaTa BblAauv peuenTypHbIX 611aHKOB;
©) KoNMYecTBO BblAaHHbIX peLenTypHbIX BraHKoB;

B) haMunusi, MHULMansl UMEHW U OTYecTBa (MocrnegHee - NpU Hanuyum) OTBETCTBEHHOTO MEAMLMHCKOrO
paboTHMKa, NONyYMBLUErO peLenTypHble GnaHku;

F) noanncb OTBETCTBEHHOIO MeEAULIMHCKOIo pa6OTHI/IKa, nony4msLuero peuenTtypHblie OnaHku;

4) dbamunus, MHUUManbLl UMEeHW M oTYecTBa (nocredHee - MpU HanmuuuM) U NMOAMUCb OTBETCTBEHHOMO
MeLMUMHCKoro paboTHUKA, BbiAaBLIero peuenTypHble GraHKuy;

5) ocTtaTok peLenTypHbIX GrTaHKOB.

25. XXypHan yyeTta peuentypHbix 6naHkoB popm N 148-1/y-88 u N 148-1/y-04(n) cogepxuT cnegyowue
rpadobl:

1) Homep No NopsAakKy;

2) B pasgene "lMpuxoa™

a) gata perucrtpaumm OKyMeHTa, NOATBEPXKAAtoLLEero NocTyneHue;

6) HoMep ¥ gaTa AOKYMeHTa, noATBepXaaloLwero nocTynneHne, HaumeHoBaHWe NOCTaBLLMKa;
B) obLLee KONMYeCTBO NOCTYNMBLLUX peLenTypHbIX OraHKoB;

r) cepun 1 Homepa peLenTypHbIX BraHKoB;

A) KONN4YecTBO peLenTypHbIX BN1aHKOB No cepusm;

e) damunug, MHUUManbl MMEeHW U oT4yecTBa (nNocnegHee - Npu HanmuMyum) U NOAMUCb OTBETCTBEHHOMO
MeOULMHCKOro paboTHUKa, MONyYMBLLErO peLenTypHble 6naHk1 OT NOCTaBLLMKa;
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3) B pasgene "Pacxoa’:

a) Aara Bblgayun peuenTypHbIX 6naHKoB;

©0) cepun n Homepa BblgaHHbIX PeLENnTYPHbIX GraHKOB;
B) KONMMYECTBO BblAaHHbIX peLenTypHbIX 6naHKoB;

r) dpamunusi, MHULManbl MMeHU U oT4YecTBa (MocrnedHee - Npv HarnM4yum) OTBETCTBEHHOTO MeAMLMHCKOrO
paboTHWKa, NOMyYMBLIErO peuenTypHble GraHku;

ﬂ,) noanncb OTBETCTBEHHOIO MEANLIMHCKOIo pa6OTHI/IKa, nony4umsLuero peuenTtypHble OnaHku;

4) damunus, uHMUManbl MMEHW M OoT4yecTBa (MocregHee - MpW HanMyMM) U NOAMUCb OTBETCTBEHHOIO
MeAULMHCKOro paboTHUKA, BblAABLLEro peuenTypHble bnaHku;

5) ocTtaTok peLenTypHbIX GITaHKOB.

26. Y4yeT peuentoB, OQOPMIIEHHbIX B OpPME 3SMNEKTPOHHOrO [JOKYMEHTa, OCyLleCcTBnseTcsa B
rocygapCTBeHHON MHOPMaUMOHHOM cucteMe B cdepe 3gpaBooxpaHeHust cybbekta Poccuiickonn depepaumm
NnocpeaCcTBOM BeAeHWs eQNHOro peecTpa peuenTtoB, 0OPMIEHHbIX B (hopMe 3NEKTPOHHBLIX JOKYMEHTOB.

IV. XpaHeHune peLenTypHbIX 61aHKOB (3a UCKNIOYEHUEM peLenTypHbIX
6naxkoB no copme N 107/y-HINM "CneunanbHbIM peuenTypHbIN GnaHk™)

27. MeanuunHckme opraHusaumm nony4arT HeobxoauMble peuenTypHblie GnaHkn, O(*)OpMJ'leHHbIe
TVIﬂOFpa(bCKVIM crnocobom, yepes3 TepputopuanbHble OopraHbl ynpaslieHUA 34paBoOXpaHeHneM Unn opraHmnsaumu,
YNOJSIHOMOY€HHbI€ Ha 3TO OpraHamMu NCMNONHUTENBLHON BRacTn Cy6'beKTOB Poccurickon CDe,qepau,MVl.

28. PeuenTypHble 6naHkM, nognexaiwime YyyeTy, XpaHATCA OTBETCTBEHHbIM JIMLOM, Ha3HaAYEeHHbIM
pykoBoaMTENEM MEOULMHCKOW opraHuvsauuu, B 3anupaemMoM MeTannuyeckoMm Lwkady (cende) unum
MeTannmMyeckoM SLLIKE.

29. ViHamBmayanbHbIA NpeanpuHuMaTtenb, UMEKLWNA NULEH3NI0 Ha MEAUNLMHCKYI0 OESTEeNbHOCTb, XpaHuT
peuenTypHble OnaHkW, nognexawme yyety, B 3anMpaemMoMm MeTannuyeckoMm wkady (cende) unm
MeTanmnMyeckoM siLLMKe.

30. lMpoBepka COCTOSAHUST XpaHeHUs1, yyeTa, (PaKkTUYECKOro HanmuuMs U pacxoda peuenTypHbiX GnaHKoB,
noanexawmx y4eTy, OOuH pas B KBapTas OCYLLECTBSAETCS KOMUCCUMEN, CO30aHHON B MEOULMHCKOM OpraHu3aumn.

31. PeuentypHble 6naHku, odopmnsemble Ha GymMakHOM HocuTene W noanexaiwue ydyeTy, BblOaloTcs
MEOULMHCKUM paboTHUKaM, UMeLWUM NpaBo odOpMIIEHMS PeLenToB, Mo pacropshkeHUIo rMaBHOro Bpada uUnm
ero samecTutens.

|-|OJ'Iy‘-IeHHbIe peuenTtypHblie OnaHku Ha 6yMa)KHI:IX HOCUTENAX XpaHATCA MeaAULMNHCKUMU pa6OTHMKaMM B
nomeLLeHnsX, 0becneuynBatoLLnX Ux COXPaHHOCTb.

32. T[lporpaMmMmHO-TEXHMYECKME CpeacTBa rocygapCTBEHHbIX WMHMOPMAaLMOHHLIX CUCTEM B cdepe
3[4paBOOXpPaHEHUs, MEAULUHCKUX MH(POPMALMOHHBIX CUCTEM MEAULMHCKMX OpraHusaumi obecneymnBaioT
XpaHeHWe SMNEKTPOHHbIX peLenToB, OMOPMIIEHHbIX B (PhOpMe SMNEKTPOHHbIX AOKYMEHTOB B TEYEHUE CPOKOB,
YCTaHOBIEHHbIX ANS XpaHeHWs peuenToB, 0POPMIIEHHbIX Ha8 COOTBETCTBYOLUMX hopMax peLenTypHbIX 6riaHkoB
Ha OymaxkHoMm HocuTerne <10>.

<10> [oanyHkr 5.2.169 [MonoxeHns o MwuHuctepctee (CobpaHue 3akoHogaTensctBa Poccuinckon
depepaumn, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).
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Mpunoxexne N 4

K npuka3dy MuHncTepcTBa 30paBoOOXpPaHEHUS
Poccuiickon ®epepatmm

oT 24 Hos16pst 2021 1. N 1094H

®OPMA CIMEUMANBHOIO PELUENTYPHOI O BJIAHKA N 107/Y-HI1

MwuHucTepcTBO 3gpaBooxpaHeHna Poccumnckomn Kog dopmbl no OKY[]
depepaumm MepguuunHckasa AoKyMeHTaumst

®opma N 107/y-HIM,

yTBEepXaeHHad npnukasom

MwuHucTepcTBa 3qpaBooXpaHeHns
LTamn MeauLnMHCKON opraHunsauunmn Poccumnckon ¢eﬂepau|/|y|

oT 24.11.2021 N 1094H

PELIEMT

Cepus N

" 20_r.
(maTta BbINMckM peuenTa)

(B3pOCnbIN, OETCKUI - HY>KHOE NOAYEPKHYTb)

damnnus, nmsi, oT4eCTBO (MocnegHee - NP HanM4yun)
nauueHTa

Bospact

Cepl/lﬂ M HOMep nonumca 0bs13aTENBHOr0 MEANLIMHCKOTO CTpaxoBaHuA

Homep meguumHCKon KapTbl

damunus, ums, oTYeCTBO (NOCNEAHEE - NPU HaNU4UK)
nevaulero Bpaya (cpenballepa, akyLepkm)

R oo e a e e e e e e e e aaaaaaaaaaaaaaaaaaaae et a—————_

Moanucb 1 NnyHas neyatb Bpada
(mognuck penbalwepa, akyLwepkn)

M.IM.
CDaMI/IJ'IVIﬂ, nM4, oT4eCTBO (nocnep,Hee - npu HaJ'II/I‘-II/II/I) M nognncb ynoJIHOMOYEHHOro Nnua
MeLI,MLI,MHCKOIZ opraHmnsauunmn
M.TT.
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OTmeTka anTe4Hon opraHusauum o6 oTnycke

damunus, ums, oT4eCTBO (NOCneaHee - Npy HannuuKn) n NOANUCL paboTHUKa anTe4YHON opraHn3auun

M.TT.

Cpok genictBus peuenTta 15 gHen

MpunoxeHne N 5

K npukady MyHucTepcTBa 34paBOOXpPaHEHMS
Poccuiickon denepaunmn

oT 24 Hos6ps1 2021 1. N 1094H

NnoPAAOK
N3roToBNEHUA, PACNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHUA
PELENTOB, COAEPXALUUX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOIHbIX BELLECTB

I. Mopspok N3rotoBneHnsA, pacnpegeneHus cneymanbHbIX
peuenTypHbIX 6n1aHkoB no copme N 107/y-HIM

1. OpraHu3auuio WU3roTOBMEHUS U pacnpefeneHust peuenTtypHbix ©OnaHkoB no copme N 107/y-HI
"CneumanbHbll  pelenTypHbIi  OnaHk" (ganee - cneumanbHbil  peuenTypHbIi  GnaHk)  ocywiecTBnsieT
MwuHuncTepcTBO 34paBooxpaHeHnsi Poccuickon deaepaumm (ganee - MMHUCTEPCTRO).

2. CneumanbHble pelenTypHble GriaHkM ABMATCS 3alULLEHHOW nonurpaduyeckon NpoayKuMen ypoBHS
"B", usrotaBnmeaemon Ha bymare posoBoro uBeta pasmepom 10 cm x 15 cM, AOMKHBI UMETbL CEPUIO U HOMEp, a
Takke COOTBETCTBOBATb IpeOOBaHUAM, YyKa3aHHbIM B npuka3e MuHuctepctBa duHaHcoB Poccuiickon
depepaumm ot 29 ceHTtabpa 2020 r. N 2174 "O6 yTtBepxaeHun TexHuyeckux TpeboBaHMIM WU YCIOBUN
M3roTOBMEHNS 3alULLEHHONW OT MOAAEeNnokK nonurpadudeckon npoaykumun" (3apernctpupoBaH MuHMCTEPCTBOM
tocTnumm Poccunckon ®egepaummn 16 Hos6psa 2020 r., peructpaumnoHHsii N 60930).

3. B uensix opraHuM3auuMu MW3roTOBNEHUS W pacnpefeneHns crneuvanbHbiX peuenTypHbiX 6naHkoB
MeOULMHCKWE opraHusauumn, MMelowmne rnpaso OCYLLECTBMNATH BblAayy PeLenToB Ha HapKoTUYeckue cpeacTtsa
nnmn nNcnxoTponHble BelwecTBa coucka Il MNMepeyHsa n 3apernctpupoBaHHble B Poccuinckon degepaumm B kayecTse
nekapCTBEHHbIX nNpenapatoB ANd MeOMUMHCKOrO MPUMEHEHUs (Janee COOTBETCTBEHHO - MeAuuuHCKas
opraHu3aums, HapKOTUYECKUI (NCUXOTPONHLIN) NEeKapCTBEHHbIN NpenapaT), COCTaBNSAT 3asBKM Ha peLenTypHble
GnaHkw.

4. B cpok go 1 okTsbps TekyLlero roga 3asiBkM MeguLMHCKUX opraHM3aumii Ha cneumanbHble peuenTypHble
GnaHkM NpeacTaBnsaTCs:

1) MeQULMHCKMU OpraHnsaunsiM1, HaxoasWwyMUcs B BedeHun deneparnbHbiX OpraHoB MCMONHUTENbHOM
BIlacTU, - B COOTBETCTBYIOLME hefeparibHble OpraHbl MCMOSTHUTESbHON BracTy;

2) MeaMUMHCKUMW OpraHusauusiMm, HaxoOswMMUcs B BedeHuM cyObektoB Poccuiickon Pepepauun,
MEOULUMHCKUMU  OpraHuM3aumsiMM MYHUUMNANbHOW W YacTHOW CUCTEM 30paBOOXPAHEHUS - B OpraHbl
ucnonHuTENbHOW Brnactn cybobektoB Poccuickon ®Pepepauum B cdepe OXxpaHbl 300pOBbS FpaxpaH, Ha
TEPPUTOPUN KOTOPbLIX OHM PAacrosioXeHbl (ganee - opraHbl UCMONHUTENBHOM BRacTn cybbekToB Poccumnckon
denepaumn).

5. B 3aaBKke MeanunHCKon OopraHusaumn Ha cneuuarbHble peuenTypHble GnaHku YKa3blBakOTCA crneayrwwme
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cBeaeHuA:

1) cBegeHMst O MEAMUMHCKOW OpraHusauuu, nofasBlUel 3asiBKy Ha crneuuanbHble pelenTypHble GnaHku
(nonHoe HavMeHoBaHWe, aapec MecTa HaxoXaeHUs );

2) KONMYECTBO creumarbHbIX peLenTypHbIX GNaHKoB, N3pacxoA0oBaHHbIX MEeAULMHCKON opraHv3aunen Ha 1
AHBapsA NpeaLwecTBYOLLEro roaa;

3) KonM4ecTBO cneumanbHbIX peLenTypHbIX OMnaHKoB, HeobXoOAMMbIX MEeOULMHCKOW opraHu3aumMm Ha
cnefylowum rog.

3asBka MeOMUMHCKOW oOopraHu3aumMmM Ha cheumarnbHble peuenTypHble ©OnaHKM  noAanucbiBaeTcs
pykoBoOMUTENEeM  MEAWLMHCKOW  OpraHusauum, KOTOpbI HeceT MNepcoHasibHyld  OTBETCTBEHHOCTb  3a
060CHOBAHHOCTb M [OCTOBEPHOCTL YKa3aHHbIX CBEAEHWIA.

6. depepanbHble oOpraHbl WCMOMHWTENLHOW BNAcTW, B BEOEHUM KOTOPbIX HAXOAATCS MeAMUMHCKUE
opraHusaummn (oanee - defdepanbHble opraHbl UCMOMHUTENbHOW BNacTW), U OpraHbl UCMONHUTENbHOW BRacTu
cybbektoB Poccunckon ®degepaumm Ha OCHOBaHMM 3adBOK MEOULUHCKMX OpraHuM3auumn Ha cneumarnbHble
peuenTypHble GraHkM opMUPYIOT CBOAHbLIE 3asiBKM Ha creuuanbHble peuenTypHble GraHkM n B Cpok o 1
Oekabps TekyLero roga npeacTaBnsitoT Ux B MMHUCTEPCTBO.

7. B cBOgHOWM 3asiBKe Ha crieumarnbHble peuenTypHble OraHKku ykasbiBatoTCS CriefyoLwme cBegeHUs:

1) cBegeHust 0 degeparnbHOM opraHe UCTONHUTENBHONM BrnacTu (opraHe UCMONMHUTENbLHO BacTy cybbekTa
Poccuiickont denepauun), NpeacTaByBLIEM CBOAHYH 3asiBKy Ha crieuuanbHble peuenTypHble GnaHku (norHoe
HaMMeHoBaHWe, afipec MecTa HaxXoXaeHNs);

2) KOnMM4ecTBO crneumanbHbIX peuenTypHbIX OnaHkoB, pacnpefeneHHblx deaepanbHbiM - OpraHoM
NCMNOMHUTENBHOW BNacTu (OpraHoM MCMNOMHUTENbHOW Brnactu cybbekta Poccunckon ®epgepaunm) Ha 1 sHBaps
npeaLwecTByOLEro roga Mexay MeanUMHCKUMN OpraHnsaumsamu;

3) «KonuyecTBO cneumanbHbIX peuenTypHbiXx OnaHKoB, HeobxoauMMbIX  dedepansHOMY — opraHy
NCMONHUTENBHON BracTu (opraHy MCNONMHUTENbHOW Bnactu cybbekta Poccuickon ®epepauun) Ha crnegyoLwwuia
rog Ans pacnpegeneHvs Mexay MeauuMHCKUMN OpraHn3aumsamu;

4) cBegeHns O NOABEOOMCTBEHHOW OpraHusauuu, YnONHOMOYEHHOW dedepanbHbiM — OpraHoMm
MCMNoMNHMTENBbHOW BNacTu (opraHoM UCMNoMHUTENbHOW BnacTu cybbekta Poccuiickon depepaumm) ocyLlecTBnsTb
nomnydeHne cneumanbHbIX peLenTypHbiXx 6naHkoB OT MuHMCTEpPCTBA, MX XpaHeHue M Bblady MeAMUMHCKUM
opraHmsaumsm (NofnHoe HaumeHoBaHue, agpec MecTa HaxoxaeHus, WHH/KII, OKTMO opraHusauun,
hakTU4ecKknii agpec NoCTaBKM).

8. Ha ocHoBaHWM nony4eHHbIX CBOAHbLIX 3as8BOK Ha crneuunanbHble peuenTypHble 6naHku MuHucTepcTBo
exerogHo B Cpok Ao 15 gHBapsa crepywouwero roga dopmupyeT u yTBepXgaeT nnaH pacnpegeneHus
cneumanbHbIX peuenTypHbIX 6GnaHKoB, B KOTOPOM OTpaxaeTcsi rogoBas notpebHocTb Poccuiickon ®egepauun B
cneumanbHbIX peLenTypHbIX bnaHkax (ganee - nnaH pacnpegeneHns MuHucTepcTsa).

9. B nnaHe pacnpegenexHua MuHncTepcTBa ykasblBaloTCa crnegyoLlime cBeaeHus:

1) NOpPSAKOBLIN HOMEP 3anucy;

2) HaumeHoBaHve deaepanbHOro opraHa WCMOMHUTENbHOW BRacTuM (OpraHa MCNOMHUTENbHOW BnacTu
cybwekta Poccuiickon ®enepauun), NpeacTaBMBLLETO CBOOHYIO 3asiBKY Ha crieumarnbHble peuenTypHble 6naHku;

3) HeobxoaMmoe KONMYeCTBO cneumarnbHbIX peLenTypHbIX GraHKoB.

10. HanpaBneHue crneuunanbHbiX peLenTypHbIx 6naHkoB deaepanbHbiM opraHam UCMOSNHUTENBHON BracTy,
opraHaM uWcnonHuTenbHou Bnactu cybbektoB Poccuiickonnt depepauum ocyuiectensetcs MuHMCTEPCTBOM B
KonuyecTBe, NpegyCcMOTPEHHOM MrlaHoOM pacnpegeneHus MuHuctepcraa.

11.  MuHUCTEpPCTBOM  [OMNOMHUTENBHO K  KOMMYECTBY  cneuuwanbHblX — peLenTypHbiX — GriaHKos,
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npegycMOTPEHHOMY NNiaHoM pacnpegeneHns MuHucTepcTBa, opMupyeTcsl pe3epBHLIN 3anac cneumanbHbIX
peLenTypHbIX BN1aHKOB B KONMYecTBe, He npeBbiwatowieM 150 000 cneumanbHbIX peLenTypHbIX 611aHKoB.

12. B cnyyae yBenunyeHus notpebHOCTU B cneumanbHbIX peuenTypHbiX GraHkax degepanbHble opraHbl
NCMNONHUTENBHOW BNacTy (opraHbl UCMONMHUTENBHOM BnactTu cybbekToB Poccuiickon depepaunm) HanpaensawT B
MWHMCTEPCTBO CBOAHbIE 3asIBKM Ha [OMOSTHUTENbHOE KONMUYECTBO ChneumanbHbIX peLenTypHbiX 6naHkoB (c
060CHOBaHMEM yBENUYEHNst NOTPEBOHOCTM B cneumanbHbIX peLenTypHbiX OnaHkax), KoTopble NpefoCcTaBnsarTCA
MWHNCTEPCTBOM 13 pe3epBHOrO 3anaca cneumnanbHbIX peLenTypHbIX 611aHKOoB.

13. depepanbHble oOpraHbl MCNOMHUTENBHOM BNacTM (opraHbl UCMOMHUTENbHOW BRactu cybbekToB
Poccuinckon ®epepaumn) pacnpemensioT  MnofyvyeHHble  creumanbHble  peuenTypHble  GnaHkum — mMexay
MeAMLMHCKMMM OpraHn3aumMsiMm Ha OCHOBaHWWM MNaHOB pacnpegeneHnsi, copMMpoOBaHHbLIX B COOTBETCTBMU C
3asiBKaMy MEONLMHCKNX OpraHM3auuin Ha cneumanbHble peuenTypHble 6naHKu.

Il. Mopsipok perMcTpauumn, y4eta u XpaHeHUs cneuuanbHbIX
peuenTypHbIX 6naHkoB no coopme N 107/y-HI

14. MynHUCTEpPCTBO, MHble defeparnbHble OpraHbl UCNOSTHUTENBHOW BracT M opraHbl MCMONHUTENbHON
Bnactu cybbektoB Poccuickon Pepepaumm OpraHu3yrT XpaHeHuMe crneumanbHbIX PeLenTypHbiX OnaHKoB B
NoABEAOMCTBEHHbLIX OpraHM3aumsxX, YNOIHOMOYEHHbIX OCYLLECTBNATH MOMyYeHMEe crneumanbHbIX peLenTypHbIX
©naHkoB OT MuHUCTEpCTBa, UX XpaHEHWe U Bbigavy MeOULMHCKUM opraHusaumsm (ganee - ynonHOMoOYeHHas
opraHusaums).

15. B ynosHOMOYEHHOM oOpraHMsaumMm wn MeguUMHCKOW OpraHusauuu, nosiyuymBllen cneuuanbHble
peuenTypHble GraHKun, OpraHu3dyeTcs permcTpaums, y4eT u XpaHeHne cneumanbHbIX peLenTypHbIX OnaHKoB.

PerucTpauusi, y4eT U XpaHeHue pesepBHOro 3anaca crneuuanbHbIX peLenTypHbIX 6rnaHkos MuHucTepcTea
ocyllecTenseTcss eaeparnbHbiM rOCYAAPCTBEHHBLIM GHOMKETHLIM YUYPEKAEHUEM, HAXOOALWMMCHS B BeOeHMM
MuHMCTepCTBa (ganee COOTBETCTBEHHO - PE3EPBHbIN 3anac, NOABEAOMCTBEHHOE YYPEXKaeHMe).

16. PaboTHUK, Ha3HaYeHHbIN NMPUKA3oM PYKOBOAWUTENST YMONHOMOYEHHOW OpraHmnsaumm (ynonHOMOYEHHOW
opraHv3aumy, noABEeAOMCTBEHHOIO YYpeXAeHUs) OTBEeTCTBEHHbIM 3a perucTpaumio, XpaHeHue u  y4eT
cneumanbHbIX peLenTypHbiXx GnaHKoB (Oanee - OTBETCTBEHHbIA PabOTHWMK), HA OCHOBaHUW [AOBEPEHHOCTH,
0ChOPMITEHHON B MOpPsiAKe, YCTAHOBIIEHHOM 3akoHogaTenbcTBOM Poccunckon Pepepauumn (C  nNognmucbro
pykoBoAWUTENs  YNOMHOMOYEHHOW  OpraHu3aummM  (ynoriHOMOYEHHOW  OpraHu3aumu, noaBe4OMCTBEHHOro
yupexaeHus), rmaBHoro Oyxrantepa, 3aBepeHHbIX KPYrfon neyaTblo), Mony4vaeT cneuunanbHble pelenTypHble
GnaHkn M OCyLLlecTBnsSeT BedeHWe XypHana perucTpaummM u ydeta cneumanbHblX peLenTypHbiX OrnaHkoB, K
KkoTopomy npuobLliaeT ¢oTo- 1 (MnNun) BuaeomaTepuansl, noareepxaawwme (akt oopMeHns peuenTypHbIX
6raHkoB Ha Jomy (MpuU HanMumm).

17. XKypHan perncrtpauum n yyeta crneumarnbHbIX peuenTypHbiX 6rnaHKoB OormkeH ObiTb NPOHYyMepoBaH,
NPOLHYpOBaH, WMEeTb Ha MnocnegHen CcTpaHuue 3anncb, COoAepXallylo KOMMYeCTBO CTpaHul, MNoMHoe
HaMmMeHOBaHVe YNONIHOMOYEHHOW opraHnsaumm (MeaMUMHCKON opraHM3aummn, NoaBeAOMCTBEHHOIO yUYpexaeHust),
a TawkKe CKpenneH MoAnMuCbi0 PYKOBOAMTENS W nevaTblo YNOSIHOMOYEHHOW oOpraHv3aumn (MeguuMHCKON
opraHv3aumu, NoagBeAOMCTBEHHOMO YYPEXOEHUS).

YKypHan peructpauumn u yyeTta crneumarnbHbiX peuenTypHbix GraHkoB pe3epBHOro 3anaca MuHucTepcTBa
CKpennseTcs Takke Noanvcbio AMpekTopa (B Criydae ero oTCyTCTBUS - 3amMecTuTens avpektopa) denaptameHTa
perynupoBaHus obpalleHnsi NEeKapCTBEHHbIX CPeACTB U MeOUUMHCKUX u3genuini MuHucTepcTBa U nevaTbio
MwuHucTepcTBa.

18. B XypHane perncrtpaunm n ydeta cneumanbHbIX peuenTypHbIX OGnaHkoB YKa3blBalOTCA cneaytouime
cBeaeHuA:

1) NOpsAKOBbIN HOMEP 3anucy;
2) npuxop crneumarnbHbIX peLenTypHbix 6naHKoB:

a) PeKBU3nNTbI U AaTa perncrtpaunn NnpnuxogHoro JOKyMeHTa;
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©0) obLLee KONMYECTBO NOCTYMNUBLLMX CreLUMarnbHbIX peLenTypHbIX O1aHKoB;

B) cepusi U HOMep CneumanbHOro peLenTypHoro 6naHka;

r) KONMYECTBO cheumanbHbIX peLenTypHbIX 61aHKOB MO Kaxgon cepuu;

4) dhamunus, nmsi, oT4eCTBO (NocrnegHee - NpU HanMyMm) 1 NOANMCb OTBETCTBEHHOTO PAabOTHUKA;
3) pacxop crieumarnbHbIX peLenTypHbIX Gr1aHKOB:

a) Aata Bblgayu crneumarnbHbIX peLenTypHbIX GNaHKoB;

©) cepun n Homepa BblgaHHbBIX CneumanbHbIX peuenTypHbIX 6raHKoB;

B) KONMM4YeCTBO BblAaHHbIX chneuuarnbHbIX peuenTypHbIX GnaHKkoB C YKa3aHmem B ckoOKkax konuyecTBa
cneunarnbHbIX peuenTypHbIX ©naHKoB, BblAaHHbLIX Ans OCbOpMJ'IeHI/IH Ha oMY,

r) damunus, ums, OT4eCTBO (NOCregHee - Npu HanuymMn) U NOANUCH Nuua, MOSyYMBLUEro cneumnanbHble
peuenTypHble BrnaHku;

D,) KOJNMnM4eCTBO crneunarbHbIX peuenTypHbIX OnaHkoB, O(bOpMJ'IeHHbIX Ha oMY,

e) bamunus, nms, oT4ecTBO (NocnegHee - Npu Hanuyum) U NOANUCL Nuua, 0POPMUBLLENO CrieumarnbHble
peLenTypHble 6raHkn Ha AoMYy;

4) hamunus, nms, oT4eCTBO (NocregHee - Npu HanuyMM) n NOANUCb OTBETCTBEHHOTO PabOTHUKA;
5) ocTaTok cneumanbHbIX peLenTypHbIX 61aHKoB.

19. CneumanbHbI peLenTypHbI GnaHk SBNsSeTCsl LOKYMEHTOM CTPOrol OTYETHOCTU. 3anac cneumnanbHbIX
peuenTypHbIX OnaHkoB B Me,lJ.I/ILl,I/IHCKOVI opraHu3aumn OormkeH XpaHuUTbCA B cneunarnbHbIX NOMeLWeHNsX, ce|7|q)ax
nnn B cneunaribHO U3rotoBJ1IE€HHbIX LIJKa(baX, 0bUTbIX OUMHKOBAHHbIM Xerne30oM, C HaaeXHbIM BHYTPEHHUM UInn
HaBECHbIM 3aMKOM.

MomelleHuns, cendbl, WKadbl, B KOTOPbIX XPAHATCA cneuvasnbHble peuenTypHble 6naHku, JOMmKHbl 6biTh
3aKpbITbl Ha 3aMKM M MOCMe OKOHYaHusA paboTbl onedaTaHbl MeyaTbio  YMOSTHOMOYEHHOW OpraHusauum
(MeaMumMHCKOM opraHu3aummn) unm onfnoMoenpoBaHsbl.

20. B MeaMUMHCKUX opraHusaumsx 3anac crneumanbHbiX peuenTypHbIX 6raHKoB He LOSKEH MpeBblaTh
rogoBou noTpebHocTy.

21. PaspeluaeTtcs BblgaBaTb MeOMUMHCKOMY pabOTHUKY, MMEKLWEeMy NpaBo Ha3Ha4yaTb HapKoTU4eckue
(ncuxoTponHble) nekapcTBEHHbIE NpenapaThbl, eAUHOBPEMEHHO He Bornee ABaguaTti crneumanbHbiX peuenTypHbIX
OnaHkoB.

MeamumnHckMe paboTHUKKM, BbINUCHIBAKOLWME peLlenTbl Ha HapkoTudeckne (MCUXOTPOMHbIE) NEKAapPCTBEHHbIE
npenapaTbl, HA OCHOBaHWUW NpuKasa PyKOBOAUTENS MEAULIMHCKOM OpraHn3aLmmn HecyT JIMYHYHO OTBETCTBEHHOCTb
3a COXPaHHOCTb MOMYYEHHbIX CheuvanbHblX pPeuenTypHbiX GnaHkoB. CneuuwarnbHble peLenTypHble GnaHku,
nosyyYeHHble MeaMUMHCKUM paboTHUKOM, XpPaHSTCA NOA4 3aMKOM B ceidhax, MeTannuyeckux Lwkadax unm
MeTannuyeckmnx sLLmKax.

22. B MeanuMHCKOM opraHn3aLmm co3gaeTcsl NOCTOSAHHO AEUCTBYIOLLAas KOMUCCUS, KOTopas He pexe 1 pasa
kBapTan (N0 pelleHn0 PyKoBOAMTENS MEAMLIMHCKOM OpraHu3auvMyM BO3MOXHO Yallle) OCYLLEeCTBISET NPOBEPKY
COCTOSIHMS perucTpaumm 1 yyeTta cneumanbHblX peuenTypHbiX OnaHKoB, B TOM 4YMCre NMyTEM CBEPKWU 3anucem
XypHana perncrpauum n ydeta cneumanbHbIX peuenTypHbiX 6nMaHKkoB, ¢ paKTUYECKMM HanuumMeM crneumnanbHbIX
peuenTypHbIX 6J'IaHKOB, a TaKxe NpoBepKYy COCTOAHUA XpaHeHUA cneunarnbHbIX peuenTypHbIX OlaHKoB.

Mo pe3ynbTataM NpPOBEPKU B XKypHalne perncrtpaunmn un y4dyeta chneuumarnbHbIX peuenTypHbIX ©naHkoB
genaetcd 3annCb O pesdyribTaTtax npoBedeHUdA CBEePKU LOaHHbIX, 3aKpensjieHHaa noanmcaMm BCEX YJ1eHOB
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KOMMWCCUU, U cO3daeTcs cneunanbHbl akT NPOBEPKN.

23. ®epepanbHble oOpraHbl MCMOMHUTENbHOW BNAcT U OpraHbl WUCNOMHWUTENbHOW BAAcTM CybbekToB
Poccuickon ®egepauum OCyLWECTBNAIOT KOHTPOMb 3@ OpraHu3auMen perucrpaumu, ydeta W XpaHeHus
cneumanbHbIX peLenTypHbIX 6M1aHKOB B YNOMHOMOYEHHbIX OpraHM3aLmnsax 1 MeAULUHCKUX OpraHn3aumsx.

24. Bblgaya cneumanbHbIX peuenTypHbIX GriaHKOB M3 pe3epBHOro 3anaca MuHuctepcTBa dedepanbHbiM
opraHam WCMOMHMTENbHOW BnacTM M opraHam WUCMnonHMTENbHOW Bnactn cybbektoB Poccuiickon ®degepaunmn
OCYLLECTBNAETCH OTBETCTBEHHbIM PabOTHMKOM MOABEAOMCTBEHHOIO YYpeXOeHWst Ha OCHOBaHWM pelleHus o6
OTnycKe crneuuanbHbIX peuenTypHbiX 6naHkoB, ohOpMIIEHHOrO B BuAe MUCbMA, NMOANMCAHHOIO AUPEKTOPOM (B
criyyae ero OTCyTCTBMS - 3aMecTuTeneM Aaupektopa) [enaptameHTa perynupoBaHus obpalleHus
neKapCcTBEHHbIX CPeACTB U MeANUMHCKUX n3aenun MuHucTepcrsa.

MpoBepka OEATENbHOCTU MNOABEAOMCTBEHHOMO YUYpPEXAeHUs MO PernctpauuM, yd4ety U XpaHeHuio
pe3epBHOro 3arnaca ocyllecTenseTca [lenapTamMeHTOM peryrnvpoBaHus oBpallieHnsl NekapCTBEeHHbIX CPeacTs U
MeAMUMHCKUX m3denuii MuHuctepcTtBa 2 pasa B rog He nosgHee 20 yucra Mecsiua, Crieaylolwero 3a UCTeKWnM
nonyroguem.

Mpunoxexne N 6

K npuvkady MyHucTepcTBa 34paBOOXpaHEHMs
Poccuiickon depepanmm

OT 24 HosA6psa 2021 1. N 1094H

NMPABUNA
O®OPMIIEHUA PELIENTOB, COAEPXALLUX HABHAYEHME HAPKOTUYECKNX
CPEACTB UI NCUXOTPOMNHbIX BEWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX JOKYMEHTOB

I. OchopmneHue peuenTta Ha GymMaxxHOM HocuTene

1. Ha peuentypHbix GnaHkax dopmbl N 107/y-HI1 B neBom BepxHeEM yriy NpoOCTaBnseTcs LwWTamn
MEOULMHCKOW OpraHvM3aumy C yka3aHMem ee MOMHOro HaMMeHOBaHWs, agpeca u TenedoHa C JAaTOW BbIMUCKM
(maTon odopmneHuns) peuenTa Ha NekapCcTBEHHbIN Npenapar.

PeuenTypHile 6naHkmn dopmbl N 107/y-HIT narotaBnmBatoTCst UCKNIOYUTENBHO TUNOrpadoCckum crocooom.

2. Ha peuentypHbix 6naHkax, oopMnsieMblX WHAMBUAYaINbHbIMWU NpPeanpuHUMaTENSaMNU, UMELUMU
MUUEH3NIO HA MEeOMUMHCKYI [OeATEeNbHOCTb, B BEPXHEM FEeBOM Yrny Turnorpadckum crnocobom unu nytem
NpoCcTaBfneHust Wwtamna AomkeH OblTb ykasaH agpec MHAMBWAYarnbHOrO MpeanpuvHUMarensi, Homep M JdaTa
NULLEH3UN, HAUMEHOBaHWE OpraHa rocyJapCTBEHHOW BMACTM, BblAaBLUEro NULEH3UIO.

3. PeuentypHble 6naHkn dopmbl N 107/y-HIM 3anonHAwTCAS MEAUUMHCKMM PabOTHUKOM YepHUnamu mnm
LLIAPUKOBOW PYYKOW.

4. NonyckaeTca oopMIieHNe BCeEX PEKBU3UTOB (3a MCKIIOYEeHNeM pekBuauta "lMoanuck nevawiero Bpava
(moanuck penbalwepa, akywepkn)") peuenTypHbix 6naHkoB dpopmbl N 107/y-HI ¢ ncnons3oBaHMeM nevartarowmx
YCTPOWCTB.

5. B peuentypHoM 6narke dopmel N 107/y-HIM B cTpokax "®amunusa, ums, otyecTBo (NocriegHee - npu
Hannuun) naumeHTa" n "BospacT" yKasbiBalOTCS MOMHOCTbIO amMunns, UMmdA, OT4eCTBO (MOocrnegHee - Mpu
Hanu4MM) NaumeHTa, ero Bo3pacT (KONMYECTBO MOJTHbIX JIET).

JdonycTumo ykasaHune gaTbl poXXaeHus naumeHTa.

6. B peuentypHom 6riaHke cdoopmbl N 107/y-HIT:
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1) B cTpoke "Cepusi 1 Homep nonuca o6s3aTenlbHOr0 MEAULMHCKOrO CTpaxoBaHMs" ykasbiBaeTcs HOMep
nonunca o6a3aTenbHOro MEQULMHCKOrO CTpaxoBaHMs naumeHTa (Mpu Hanudmm);

2) B cTpoke "Homep MeauUMHCKOM KapTbl" yKasblBaeTCd HOMep MeAWUMHCKOM KapTbl MnauuneHTa,
nonyyawLwero MeOWUUHCKYI0 MOMOWb B amMOynaTOpHbIX YCMOBMSAX, WM WUCTOpUM OOMne3Hu nauueHTa,
BbIMUCLIBAEMOI0 M3 MEAMLIMHCKOW OpraHn3aLmu;

3) B cTpoke "®damunusa, ums, OTYECTBO (nocrnegHee - Mpu Hanuvyuu) nevawero Bpaya (denballepa,
akyLlepkun)" ykasblBaeTCsl MOMHOCTbIO hamMunus, uMsi, oT4ECTBO (NocneaHee - Npu Hanuvuun) Bpada (dpenballepa,
aKyLlepKu), BbINMCaBLUEro peLenT Ha HapKOTUYECKUI (MCUXOTPONMHbIV) NeKkapCTBEHHbIV npenapar.

7. B rpadpe "Rp" peuentypHoro 6naHka coopmbl N 107/y-HI1 ykasbiBaeTcs:

1) HaumeHOBaHMe neKkapCTBEHHOro npenaparta (MexgyHapogHoe HemnaTeHTOBaHHOe HavMeHOoBaHue,
rPyNnNMpOBOYHOE UMW XMMUYECKOE HauMeHOBaHWe, TOProBOe HauMMEHOBaHWE) Ha NaTMHCKOM SA3blke WM Ha
pycCkoM SA3blke, hopMa BbiMyCka, JO3MPOBKA, KONMMYECTBO (YKasblBaeTCA MPOMNWUCHbIO Ha peuenTypHoM OrnaHke
cdopmbl N 107/y-HI);

2) cnocob NpuUMeHeHUs feKapCTBEHHOTO Npenaparta Ha rocyaapCcTBeHHOM sA3blike Poccuiickon ®eagepaunm
U Ha rocygapcTBeHHOM si3blike Poccuiickon ®egepaunm 1 rocygapCTBEHHOM si3blke pecnybrivK U UHbIX S3blkaxX
HapogoB Poccuickon degepaumm <1>,

<1> Yactb 1 cratbu 15 3akoHa Poccuiickon deaepaumm ot 25 oktabps 1991 r. N 1807-1 "O s3blkax
HapogoB Poccuiickon ®depepaummn" (ganee - 3akoH N 1807-1). (Bemomoctn cbesga HapogHbIX OenyTaToB
PC®CP n BepxosHoro Coseta PC®CP, 1991, N 50, cT. 1740).

8. Tlpn odopmneHun peuenTypHbiX OMaHKOB 3anpeLlaeTcs OrpaHMuMBaTbCs OOLMMM  yKa3aHUAMW,
Hanpumep, "BHyTpeHHee", "M3BeCTHO".

9. Tlpn odopmneHMn naumeHTy peuentypHoro ©OnaHka copmbl N 107/y-HIT Ha HapkoTudeckuii
(NMCMXOTPONHBINA) NEKAPCTBEHHLIN MNpenapaT B paMKax OKa3aHus MeOUUMHCKOW MOMOLUM Mpu onpenenieHHOM
3aboneBaHny TakoW peLenT 3aBepseTcs:

1) noanuceo U NMYHOW NeYaTbio Bpada nubo nognucelo denbalepa (akywepku);

2) nevyaTblo MeAMLMHCKOW opraHu3aumu, nMbo CTPYKTYPHOro MoApasdeneHus MeauUMHCKOW opraHvM3aumnm
"[lnga peuenToB", KOTOpas NPOCTaBNAETCS NULOM, YNOSTHOMOYEHHbLIM PyKOBOAUTENEM MEAULMHCKOM OpraHn3aumnm
C yKazaHuem CbaMI/IJ'IVII/I, nMMeHn, oT4eCcTBa (nocnenHee - npu HaJ'II/I'~II/II/I) M nNpocTaBlieHnem ero nU4YHON noanncu.

B cnyyasix Heob6xogMmMocTu ochopMIieHNst peuenTta Ha HapPKOTUYECKUMIM (MCUXOTPOMHbLIA) NEKapCTBEHHbIN
npenapaT Ha OOMY B pamkax okasaHus nannnaTtuBHOW MeAWLMHCKOW MOMOLLM AonyckaeTcsa npeaBapuTeribHoe
3aBepeHne peuenTta LWTaMnoM MeOMUMHCKOW oOpraHuM3auun, nevaTbld MeOMUUHCKOM opraHusaumn nubo
CTPYKTYpPHOro nogpasgeneHvs MefuuMHCKOW opraHudauumn "[na peuenToB”, KOTOpas MpocTaBnseTcs nuuoMm,
YMOSTHOMOYEHHbIM pYKOBOAUTENEM MEOMLUMHCKOW OpraHusauum, C ykasaHuem damunmm, MMEHW, OT4yecTBa
(nocnegHee - Npy HanM4MM) 1 NPOCTaBNEHUEM ero NMYHOW nognucu. Npu 3ToM B XXypHane permcrpaumu n yyeta
peLenTypHbiX ©OnaHKOB B COOTBETCTBUM C [lopsgkoMm peructpaumu, yyeta M XpaHeHust cneumanbHbiX
peLenTypHbIX 6NaHKOB Ha HapKOTMYECKMEe CpeacTBa UMM NCMXOTPONHbIE BELLECTBA, YTBEPKAEHHBIM HaCTOSALLMM
npukasom, gernaeTcsa oTMeTKa O ero Bblgaye Ans oopMmneHus Ha OOMYy, a TaKke OTMeTKa, YAOCTOBepeHHas
nognuceto Bpaya Nubo denbgwepa (akywepkn), opopmmBLIErO peLenT, 0 dakTe ero 0opMIeHUsl, KOTOPbIV
MOXeT ObITb JOMONMHUTENBHO NoATBEpPXAeH POoTo- 1 (MnK) Bugeomartepmanamu.

B cTtpoke "OTmeTka anTeyHoW opraHu3aumm o6 oTnycke" CTaBMTCA OTMETKa anTeyHoW opraHm3aumm ob
OTMYCKE HapKOTMYeCcKoro (MCMXOTPOMHOMO) JIeKAapCTBEHHOro mnpenapata (C  yKasaHWEM HaMMEHOBaHWA,
KonuyecTBa OTMYLLEHHOr0 HapKOTMYECKOro (MCMXOTPOMHOr0) NekapCcTBEHHOro npenaparta v Aatbl ero oTnycka),
KoTopas 3aBepseTcd MNoAnucbilo  paboTHWKA anTeyHoW opraHumsauun, OTMYCTUBLUEr0  HapKOTUYECKUM
(MCMXOTPONMHBLIN) NekapCTBEHHLIN npenapaT (C ykasaHuem ero cdamumnum, UMeHW, oTyecTBa (nocrnegHee - npu
HanMuMn), a TaKKe KPyrnow neyaTbid anTeyHoW oOpraHmMsauum, B OTTUCKE KOTOPOW [JOMKHO ObiTb
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Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 27.02.2024

VI,EI,eHTI/I(bVILI,I/IpOBaHO NosIHoE HaMMeHoBaHWe anTe4YHomn opraHunsauun.

10. Ha ogHom peuenTtypHoM 6naHke dopmbl N 107/y-HI paspeluaetcsa ocyLwecTBNATb Ha3Ha4YeHMe TOSbKO
OLHOro HaMMEHOBaHUA NeKapCTBEHHOro Npenapara.

11. VcnpaBneHus B peLenTe He JoMNyCcKatoTCs.
Il. OcbopmneHue peuenta B hopMe 3/IEKTPOHHOIO JOKYMEHTa

12. Peuent B doOpme 9MNeKTPOHHOro [AOKYMEHTa, MOANUCAHHOIO YCUMEHHOW KBanuduLMpoBaHHOM
3MIEKTPOHHOW MOANUCHID, (POPMUPYETCS MEAWLMHCKAM pabOTHWKOM, CBEOEHMS O KOTOPOM BHECEHbl B
degepanbHbIi PErMCTP MEAULMHCKMX paboTHUKOB <2>, a TakKe Npu YCNOBWUWM peructpaumm MeamuMHCKOW
opraHuMsaumm, B KOTOPOW odhopMnsieTcs peuenTt, B hegepanbHOM peecTtpe MeAULUMHCKUX OopraHusaumm <3>
€[MHON rocyAapCTBEHHON WHM(OPMaUMOHHOW cuUCTEMbl B cdepe 30paBOOXPaHEHUS W MOAKMIOYEHUS Takow
MEeOULMHCKON OpraHmsauuMn K rocygapCTBEHHON WH(OpMaumoHHON cucteme B cdpepe 30paBoOXpaHeHus
cybwekta Poccuiickon ®egepauum <4>,

<2> Yactb 4 crtatbun 91.1 depepansHoro 3akoHa N 323-93 (CobpaHue 3akoHopaTenscTtBa Poccuickon
®epnepaumu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbu 91.1 dPepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTtenbctBa Poccunckomn
depepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<4> Cratbu 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHme 3akoHogaTenbcTBa Poccumnckon
depepaumm, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO NaumMeHTa UNKU ero 3aKOHHOro NpeacTaBUTens OOpPMISETCH IK3eMnnap peuenTa B

hopMe 3MEKTPOHHOIO JOKYMEHTA Ha ByMaxxHOM HocuTene ¢ oTMeTKoM "[yGnukaT anekTpoHHOro AoKyMeHTa".
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