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MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUUCKOW ®EOEPALUN

NMPUKA3
oT 24 HosI6ps 2021 r. N 1094H

OB YTBEPXXKOEHUN NMOPAOKA
HA3HAYEHUA NNEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMNAPATbDI, MOPAAKA O®OPMITEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®OPM BJIAHKOB
PELEENTOB, COOAEPXALWMUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NCUXOTPOINMHbIX BELWECTB, MOPAOKA X N3rOTOBJIEHUA,
PACNPEAENEHUA, PETUCTPALIMKN, YHETA U XPAHEHWA,
A TAKXE NMPABUNT O®OPMIIEHMA BITAHKOB PELIENTOB,
B TOM YNCIIE B ®OPME 3NEKTPOHHbLIX JOKYMEHTOB

B cooTtBetcTtBUM ¢ nyHkTOM 16 Yactu 2 ctatbn 14 ®depgepanbHoro 3akoHa ot 21 Hosi6psa 2011 r. N 323-93
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®epepauynn” (CobpaHue 3akoHogatenbctBa Poccumnckon
depnepaumn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaThh 26 PenepanbHOro 3akoHa oT 8 stHBaps
1998 r. N 3-®3 "O HapkoTMYeckMx CpedcTBax M MCUMXOTPONHbIX BelecTtBax" (CobpaHue 3akoHogaTenbCTBa
Poccuinckon ®egepaumn, 1998, N 2, ct. 219; 2017, N 31, c1. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 TlonoxeHna o MwuHuctepctBe 3gpaBooxpaHeHuss Poccuiickon ®epgepauun, yTBEpPXKOEHHOro
noctaHosneHnem [lpaButenoctBa Poccuiickon ®egepauumn ot 19 wmoHa 2012 r. N 608 (CobpaHue
3akoHogartenbctBa Poccuickon depepaunn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, cT. 8131;
2021, N 43, cT. 7258), npukasbiBato:

1. YTBepauThb:
Mopsaok HasHauYeHNs NekapCcTBEHHbIX MpenapaToB cornacHo npunoxenuto N 1;
dopMbl peLienTypHbIX Br1aHKOB Ha NeKkapCTBEHHbIE NpenapaThl cornacHo npunoxeHuto N 2;

Mopsigok odopMneHnst peuenTypHbiXx GfaHKOB Ha flekapCTBEHHbIE MpenapaTthl, UX y4YeTa U XpaHeHus
cornacHo npunoxenuto N 3;

bopMbl  BGMaHKOB peLenToB, codepXallMX HasHauyeHue HaPKOTUYECKUX CPEeacTB UMM MCUXOTPOMHbIX
BeLLecTB, cornacHo npunoxexuio N 4;

nOpﬂLI,OK M3roToBIIEHUA, pacnpeneneHnd, perucrtpauumn, ydvyeta n XpaHeHud peuentoB, coepXXalnx
Ha3Ha4YeHne HapKOTU4YeCKnX cpeacTB UM NCUXOTPONMHbLIX BELLECTB COrfiacHoO npuioXeHuwo N 5;

lMpaBuna otopMneHusa peLenToB, coepXalmMx HasHavYeHWe HapKOTUYECKUX CPeacTB MMM MCUMXOTPOMHbIX
BELLLECTB, B TOM Yucre B (hOpMe 3NEKTPOHHbBIX JOKYMEHTOB corfnacHo npunoxeHunio N 6.

2. MpusHaTb yTpaTUBLLMMK CUNY:

npukaz MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon depepaumm ot 1 aerycta 2012 r. N 54H "O6
yTBEPXAEHUN hopMbl BGr1aHKOB peuenToB, COAePXalMX Ha3HAYEeHNEe HAPKOTUYECKUX CPEACTB MIM NMCUXOTPOMHBLIX
BELLECTB, MOpsiaKa WX W3rOTOBIIEHUS, pacnpeferneHusl, perncrpaumm, yvyeta U XpaHeHusi, a Takke npaBu
odopmneHus" (3apernctpuposaH MuHucTepcTtBoM toctuuumn Poccuiickon ®depepaumm 15 asrycta 2012 r.,
pernctpaunoHHbin N 25190);

npukas MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon degepaumm ot 30 mioHs 2015 r. N 385H "O BHeceHUu
n3MeHeHu B npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 1 aBrycta 2012 r. N 54H "O6
yTBepXaeHun opmMbl BNaHKOB peLenToB, cogepX)allnx Ha3HavyeHne HapKOTUYECKMX CPeaCTB MITM MCUXOTPOMHbIX
BELLECTB, Mopsgka MX W3roTOBMEHMWS, pacnpefeneHus, peructpauum, ydeta u XpaHeHus, a Takke npasun
odopmneHus” (3apermctpupoBaH MuHucTepcTtBoM toctuumm Poccuiickon ®epepaumm 27 Hosbpa 2015 r.,
pernctpaunoHHbin N 39868);
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npukasd MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon ®epepauum ot 21 anpenst 2016 r. N 2541 "O
BHECEHUM n3MeHeHu B npukas MuHuctepcTea 3agpaBsooxpaHeHus Poccuiickon ®epepauum ot 20 gekabpa 2012 r.
N 1175H "O6 yTBEpXAEHMM MOpsAKa Ha3HaAYeHMS U BbINMUCbIBAHUS NEKapCTBEHHbIX NpenapaToB, a Takke opm
peLenTypHbIX BNaHKOB Ha nekapcTBEHHble npenapatbl, nopsaka 0POpMMEHUs ykasaHHbIX BnaHkoB, MX yyeTa u
xpaHeHusa" n npunoxerHne N 2 k npukasy MuHuctepcTea 3gpaBooxpaHeHunsa Poccuickon degepaumm ot 1 aBrycra
2012 r. N 541 "O0 yTBepxaeHun dopmbl 6NaHKOB peLenToB, COAEPKALUNX HA3HAYEeHNEe HAPKOTUYECKMX CPeacTs
WUNWN MCUMXOTPOMHBIX BELLECTB, MOPSAKA UX W3rOTOBMEHWs, pacnpedenieHns, peructpaumm, ydyeta u xpaHeHus, a
Takke npasun odopmreHns” (3apernctpmpoBaH MuHuctepcTBom toctuumm Poccuinckon depepaunn 18 miona 2016
r., pernctpaumoHHbii N 42887);

NyHKT 4 W3MEHEHWW, KOTOpble BHOCSITCA B HEKOTOpble Mpukasbl MuHMCTEpCcTBa 34paBOOXPaHEHMS U
coumanbHoro passutus Poccuiickon ®enepauun n MuHuctepctsa 3gpaBooxpaHeHust Poccuiickon epepaumm no
Bonpocam obpalleHns nekapCTBEHHbIX MNpenapaToB, COAEPXKALUMX HAPKOTMYECKME cpencTBa, MCUXOTPOMHbIE
BELLECTBA U UX MPEKYPCOPbl, U NEKAPCTBEHHbIX CPEeACTB, noanexawux npeamMeTHO-KONMYECTBEHHOMY YYeTy,
YTBEPXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHunss Poccuickon ®egepaumm ot 31 oktabps 2017 r. N
882H (3apeructpupoBaH MuHuctepcTBom tocTuumm Poccunckon ®epepauun 9 sHeapsa 2018 r., permcTpalmoHHbIn
N 49561);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon Pepepaummn ot 11 gekadbps 2019 r. N 10211 "O
BHECEHUM wu3MeHeHun B npunoxeHms N 2 u 4 k npukady MuHucTepcTBa 3gpaBooxpaHeHuss Poccumnckon
®epgepaumm ot 1 aBrycta 2012 r. N 541 "O6 ytBepxxaeHun popmbl 6naHkoB peLenToB, CoaepXKallmMx HasHavyeHe
HapKOTMYECKUX CPEACTB UMM NCUXOTPOMHBLIX BELLECTB, MOPSAKa UX M3TOTOBMEHUS, pacnpedeneHus, perncrpauum,
yyeTa U XpaHeHus, a Takke npasBun ocopmnenns” (3apermctpmpoBaH MuHUCTEpPCTBOM tocTMuuKM Poccuiickon
depnepaumu 28 aneaps 2020 r., peructpaumoHHesin N 57293);

npukas MuHucTepcTBa 3apaBooxpaHeHust Poccuiickonn ®epgepaumm ot 8 oktsabps 2020 r. N 1076H "O
BHECEHMM M3MeHeHMn B [lopsigok peructpauum, yyeTa U XpaHEHWUs crneumanbHbiX pelenTypHbiX GraHKoB Ha
HapkoTM4eckme CpeactBa WNM  NCUXOTPOMHblIE  BellecTBa, YTBEPXAEHHbIM npuka3om  MwuHucTepcTBa
3apaBooxpaHeHust Poccuiickon depepaumm ot 1 aerycta 2012 r. N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumm Poccuickon ®egepauun 13 Hosbpsa 2020 r., pernctpaumoHHbin N 60898);

npukas MwuHucTepcTBa 3apaBooxpaHeHuss Poccunckon Pepepaunm ot 14 gHBaps 2019 r. N 41 "O6
YTBEPXKAEHUN MOpsgKa Ha3HayYeHUs! JIeKapCTBEHHbIX MpenapaToB, OPM peuenTypHbiX OnaHKoB Ha
neKkapcTBEHHbIe npenapaTthbl, Nnopsiaka opopMNeHnst ykazaHHbIX BNIaHKOB, UX yYeTa U XxpaHeHus" (3apernctTpmpoBaH
MuHncTepcTBoM tocTnumm Poccunckon ®epepaunm 26 mapta 2019 r., pernctpaumoHHsii N 54173);

npukas MuHucTtepcTBa 3gpaBooxpaHeHuss Poccuinckon depepaumm ot 11 gekabpa 2019 r. N 10221 "O
BHECEHMM M3MEHEHUI B npuka3 MuHucTepcTBa 3gpaBooxpaHeHnsa Poccuickon depepauunn ot 14 ansaps 2019 r.
N 4H "O6 yTBepxaeHUM nopsiika Has3HAYeHWUs NeKapCTBEHHbIX MpenapaTtoB, hopM peLenTypHbIX OnaHkoB Ha
nekapcTBeHHble NpenapaTbl, Nopsaka opopMIeHUs yka3aHHbIX OMaHKoB, NX y4eTa 1 XpaHeHusa" (3aperncTpmpoBaH
MuHncTepcTBoM tocTuumm Poccunckon ®epepaunm 28 aHeaps 2020 r., pernctpaumoHHbii N 57292);

npukas MuHUcTepcTBa 3apaBooxpaHeHust Poccuiickonn ®egepaumm ot 8 oktabps 2020 r. N 1075H "O
BHECEHUM U3MEHEHWA B MOPSOOK HAa3HAYeHUs JIeKapCTBEHHBLIX MNpPenapaToB, YTBEPXAEHHbIA MNPUKasoM
MwuHncTepcTBa 3gpaBooxpaHeHuss Poccunckon depepaumm ot 14 aHeapss 2019 r. N 4H" (3aperncrtpupoBaH
MuHucTepcTBoMm tocTuummn Poccuiickon ®enepauum 22 nekabps 2020 r., peructpaumoHHbin N 61695);

NyHKT 3.8 VIHCTpyKUMM O Nopsiake BbINUCbIBAHUA NEKapCTBEHHbIX NnpenapatoB U opopMMeHus peLenToB U
TpeboBaHW-HAKNaaHbIX, YTBEPXKOEHHOW Mpuka3om MUHUCTEpCTBa 30paBOOXPAHEHUS M COLMANIbHOTO Pa3BUTUS
Poccuiickon ®egepaumm ot 12 cdespansa 2007 r. N 110 "O nopsigke Ha3Ha4YeHUsT U BbIMUCHIBAHWS NIEKAPCTBEHHbIX
npenapaToB, U34enui MEeOULMHCKOTO Has3HayeHust U CrneumanmuavpoBaHHbIX MPOAYKTOB reyebHoro nuraHusa”
(3apeructpupoBaH MuHnctepctesomM toctuumm Poccuiickon ®epepaummn 27 anpensa 2007 r., permctpaunoHHbsin N
9364);

npuka3d MuHucTepcTBa 34paBoOXpaHeHUss U coumanbHoro passutus Poccuiickon ®epepaumm ot 17 mas
2012 r. N 5621 "O6 yTtBepxaeHun lopsgka oTnycka U3NYEeCKUM nuuam fekapcTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOTO MPUMEHEHMUs!, COAepXalnx KpoMme MarbIX KONMMYECTB HapKOTUYECKUX CPeACTB, MCUXOTPOMHbIX
BELIECTB W WX MPEeKypCopoB Apyrme apmakoriorndeckue akTuMBHble BellecTBa" (3aperncTtpupoBaH
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MwuHncTtepcTBoMm tocTuumm Poccunckon ®epepaumn 1 nioHa 2012 r., peructpaunoHHein N 24438);

NMYHKT 2 W3MEHEHWW, KOTOpble BHOCATCA B HeKoTopble npukasbl MuHUCTepcTBa 34paBOOXPaHEHUS U
coumnaneHoro passutust Poccuiickon ®epepaunn, yTBEpXOEHHbIX MNpukazoM MuHWCTEpCTBa 34paBOOXpPaHEHUS
Poccuiickon ®epepaumm ot 10 uioHa 2013 r. N 369H (3apermctpupoBaH MuHUCTEpCTBOM tocTuumMm Poccuiickon
depepauun 15 nona 2013 r., pernctpaumoHHbin N 29064);

npukasd MuHucTepcTBa 3gpaBooxpaHeHust Poccunickon ®Pepepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHUM U3MEHEHUN B MOPSAOK OTMycka (PU3NYECKMM nrLaM feKkapCTBEHHbIX NpenapatoB ANs MeAULUHCKOro
NPUMEHEHNS, CoAepXallMxX KpOMe MariblX KONMMYECTB HAPKOTUYECKMX CPeacTB, MCUMXOTPOMHbIX BELLECTB M UX
MPeKypcopoB Apyrme ¢apmakofiormiyeckme akTVBHble BeLLecTBa, YTBEPXKOEHHbIN npuka3oMm MwuHucTepcTBa
34paBoOOXpaHeHMs n coumnanbHoro passutua Poccuinickon depepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHuctepctBom toctuummn Poccuiickon ®Pepepaumm 10 ceHTabpa 2014 r., permctpaumoHHbii N
34024);

NyHKT 1 W3MEHeHWW, KOTOpble BHOCHATCA B HeKoTopble Mpukasbl MuHMCTEpPCTBA 34paBOOXPaHEHWUs U
coumnansHoro passutus Poccurickon ®egepauun n MuHuctepctBa 3gpaBooxpaHeHus Poccuiickon degepauunu,
YyTBEPXAEHHbIX Mpuka3om MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®epepaummn ot 10 ceHtabps 2015 r. N
634H (3apeructpmpoBaH MwuHnctepctBom toctuuumn Poccuiickon  ®epepaunmn 30 cenTtabps 2015 r.,
permctpaumoHHbin N 39063);

NyHKT 3 W3MEHEHWW, KOTOpble BHOCSATCA B HEKOTOpble npukasbl MuHWCTEpPCTBA 34paBOOXpaHEHus wu
coumnansHoro passutusa Poccurickon egepaummn n MuHmuctepcTsa 3gpaBooxpaHeHus Poccuiickon egepaumm no
BONpocaM oObpalleHus fekapCTBEHHbIX MpenapaToB, COAepXKaliMxX HapKOTUYecKne CpeacTBa, NCMXOTPOMHbIE
BELleCTBa M UX MPEKypCOpOB, M NEKAapPCTBEHHbIX CPEACTB, noanexawux npegMeTHO-KONMYECTBEHHOMY Y4YeTy,
YTBEPXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHust Poccunckon ®egepaumm ot 31 oktabpsa 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBom toctuuumn Poccuiickon ®epepaumn 9 aHBapsa 2018 r., perucTpaumoHHbIn
N 49561).

3. PeuentypHble 6naHkn dopmbl N 107/y-HI, M3roToBNEHHbIE OO0 OHA BCTYMNSIEHWUS B CUITY HacTOSILLEro
npukasa, MoryT ObiTb ucnonb3osaHbl 4o 1 mapTta 2023 roga.

4. Hactosawmn npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n gencteyeT go 1 mapta 2028 r.

MwuHuncTp
M.A.MYPALLKO

Mpunoxexue N 1

K npukasy MuHucTepcTBa 34paBoOXpaHeHus
Poccuiickon ®epepauun

OT 24 Hos16ps 2021 1. N 1094H

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wKre nonoxeHus

1. HasHauyeHne nekapCTBEHHbIX MpenapatoB AN MEeOMLMHCKOrO NMpUMEHEHUs (Janee - neKapCTBEHHble
npenapaTtbl) OCYLLECTBMSAETCA JlevaluMm Bpa4voMm, henbAllepoM, aKylepKom B Clydae BO3IIOXEHUS Ha HUX
MOSMIHOMOYMIA Jevallero Bpaya, Npu okasaHuM MEeOULMHCKOM MOMOLM B MEOMLMHCKUX OpraHusaumsix <1>, B
nopsgke, yCTaHOBMEHHOM npuka3oM MuHMCTepCTBa 30paBOOXPaHEHUs W couunanbHOro passutua Poccumnckon
depepaumm ot 23 mapta 2012 r. N 252H "O6 yrtBepxxaeHumn lNMopsigka BO3MNOXEHUMS Ha dhenbllepa, akyllepky
pykoBoauTeneM MeauLMHCKON opraHn3aumy npu opraHn3aumm okasaHusa nepBUYHON MeguKo-CaHNUTapHOW NOMOLLU
N CKOPOM MEOMLIMHCKOMW MOMOLUM OTAenbHbIX (OYHKUMKA nedvallero Bpaya MO HenocpeacTBEHHOMY OKa3aHWio
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MEeOMLIMHCKON MOMOLLUM NauMeHTy B nepuon HabnoaeHus 3a HAM U ero neyYeHns, B TOM Yucne no HasHa4yeHuIo U
NPUMEHEHUIO NEeKapCTBEHHbIX NpenapaToB, BKNOYas HAPKOTMYECKNE NeKapCTBEHHbIE nNpenapaTtbl U NCUXOTPOMNHbIE
nekapcTBeHHble npenapatbl” <2>, nHauBMAyanbHbIMU NPeanpuHUMaTENsiMn, OCYLLECTBASOWMMU MEAULMHCKYHO
OeaTenbHOCTb (fanee - MeguuuHckue paboTHUKN).

<1> TyHkT 11 cTtatbn 2 PepepanbHoro 3akoHa oT 21 Hosdpsa 2011 r. N 323-d3 "O6 ocHOBax OxpaHbl
300poBbs rpaxaaH B Poccuiickon ®epepaumn” (CobpaHune 3akoHogaTensctea Poccunckon ®epepauum, 2011, N
48, c1. 6724, 2019, N 52, cT. 7796) (ganee - ®epepanbHbin 3akoH N 323-03).

<2> Q3apeructpupoBaH MuHuctepctBom toctumm Poccuinckon Pepepaumm 28 anpensa 2012 r.,
permctpaumoHHein N 23971 C W3MEHEeHUsIMW, BHECEHHbIMM MNpuka3oM MuHUCTEpCTBa 34paBOOXPaHEHUS
Poccuickon ®egepaumm ot 31 oktabpsa 2017 r. N 882H (3apermuctpuposaH MuHuctepcTBom tocTuuumn Poccumnckon
®epnepaumnu 9 aHsapsa 2018 r., pernctpaunoHHbin N 49561).

MeaumuuHckmn paboTHMK, OPOPMUBLLMI peLenT C HapylweHVeM HACTOsLWero nopsgka, unv pykoBoamuTerb
MEeAMLMHCKOW opraHusaumm obecneynBaloT CBOEBpPEeMeHHOoe nepeodopmineHne Tpebyemoro Ans naumeHTa
peuenTa.

2. CBefeHusi 0 Ha3Ha4YeHHOM reKapCTBEHHOM rMpenapaTe (HauMeHOBaHWe IeKapCTBEHHOro npenapara,
[03MpOBKa, Cnocob6 BBEAEHUS W TMPUMEHEHUS, PEXUM [03MPOBaHUS, MPOLAOIIKUTENbHOCTE JeYeHUs U
060CHOBaHME Ha3Ha4eHWs1 NeKapCTBEHHOro npenapata) BHOCATCA MEOULMHCKMM paboTHUKOM B MEOULIMHCKYH
[OKYMEHTaLMIo naumeHTa.

B cnyuyasix, ykasaHHbix B nyHkTax 8 - 11 Hactoswero lMopsigka, MeauuuHcKkuii paboTHMK, HasHauMBLLWA
nekapcTBeHHbIM npenapaT, oopMnaeT HasHayeHWe NeKapCTBEHHbIX MpenapaTtoB, B TOM 4YUCre noAanexalimx
N3roTOBMEHUI0 WU OTNYCKY anTeYHbIMW opraHusauusmu (ganee - nekapcTBeHHble npenapaTtbl MHAMBUOYaNbHOMO
N3roTOBMEHWsT), Ha peuenTypHoOM GnaHke, opopMIIEHHOM Ha GyMaXkHOM HOCWUTEne 3a CBOeW noanucbio (ganee -
peuent Ha GymaxXHOM HocuTene), U (Unu) c cornacus nauveHTa WM ero 3aKOHHOro npeacTaBuTens <3> Ha
peuenTypHoM GnaHke B hopMe 3MEKTPOHHOrO AOKYMEHTa C MCMOSb30BaHUEM YCUNEHHOW KBanuuumMpoBaHHOMN
3NEKTPOHHON NOANUCHU MEOULMHCKOrO paboTHUKA (ganee - peuenT B hopMe 3NeKTPOHHOIO JOKYMEHTA).

<3> MyHkT 2 cTtatbn 20 PepepanbHoro 3akoHa N 323-®3 (CobpaHme 3akoHogaTenbcTBa Poccuinckon
depepauyum, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

Peuent B (bopmMe 3MEeKTPOHHOro AOKYMEHTa, coAepXalun HasHadYeHWe HapKOTUYEeCKUX CcpeactB umm
NCUXOTPOMHbIX BELLECTB, MOAMUCHIBAETCA C WUCMOMb30BaHMEM YCUIIEHHOM KBanMULMPOBAHHOW 3MEKTPOHHOMN
nognucy nevailero Bpada unu dpenbgllepa, akylepku, Ha KOTOPbIX BO3MOXEHbl (PyHKUUKM fedaulero Bpada, u
COOTBETCTBYHOLLEN MEOULMHCKON OpraHmn3auumn <4>.

<4> lyHkT 1 cTaTby 26 PeaepanbHoro 3akoHa ot 8 aHBapsa 1998 r. N 3-®3 "O HapKOTMYeCKNX cpeacTBax u
ncuxoTponHbix BewectBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®depepaumm, 1998, N 2, c1. 219, 2017, N
31, cT. 4791) (nanee - ®epepanbHbit 3akoH N 3-93).

OdopMneHne peLentoB B (OPME IMEKTPOHHbLIX [OOKYMEHTOB OCYLLIECTBMNSAETCA B Cry4yae MpPUHATUSA
YMNONTHOMOYEHHbLIM OpPraHOM WCMOMHUTENBbHOW Briactu cybbekta Poccuiickon ®epepaumm B COOTBETCTBUM C
nyHkToM 4 cTtatbn 6 degepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHun nekapcTBEHHbIX
cpeactB" <5> peweHuss 06 ucnonb3oBaHUM Ha TeppuTopum cybbekta Poccuiickon ®Pepepaumm Hapsgy ¢
peuentaMmM Ha JleKapCTBEHHble npenapatbl, OQOPMIIEHHbIMM Ha OyMaXHOM HoOcuTene, peuenToB Ha
nekapcTBeHHble npenapaTtbl, CHOPMUPOBaHHbIX B (DOPME 3NEKTPOHHBIX JOKYMEHTOB.
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<5> CobpaHwne 3akoHogaTenscTBa Poccuiickon Peaepaumm, 2010, N 16, cT. 1815, 2019, N 52, c1. 7793.

3. lMNpn BbINUCKe nNauMeHTa M3 MEeAULMHCKOW OpraHusauumm, B KOTOPOM eMy OKa3blBanacb MeauuuHcKas
MOMOLLb B CTALWOHAPHbLIX YCNOBUAX, NPU HEOOXOAMMOCTN NPOOOIDKEHUA NpuemMa NeKkapCTBEHHOro npenapara B
amMOynaToOpHbIX YCMOBUSIX [OaHHOMY MNauMEHTy MO pPeELIeHVIO PYyKOBOOUTENS MEAMUUHCKON OpraHu3auumm
HasHayalTCcs ¢ opopMIieHneM peuenTta B hopMe 3MEKTPOHHOro AOKyMeHTa U (unu) Ha GymaxkHom HocuTene (3a
UCKMoYeHnemM opopMITEHNsT PELLENTOB Ha fNeKkapCTBEHHbIE Mpenaparbl, NoAanexaline oTnycky 6ecnnaTHO MM co
Ckuakon) nmbo BelgaloTcs (MaLMeHTy UM ero 3aKOHHOMY NPeACTaBUTEN0) OAHOBPEMEHHO C BbIMUCKOW U3 UCTOPUK
GonesHn nekapcTBeHHbIE Npenaparbl, B TOM YUCIie HAapKOTUYECKME N NCUXOTPOMHbIE NEKapCTBEHHbIE NpenaparTsl,
BHECeHHble B cnmcku Il mn Il nepeyHss HapKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB M WX MPEKYPCOPOB,
noanexawmx koHtpono B Poccuiickon ®epepauunun, yreepxaeHHoro [NpasutensctBom Poccuiickon depepaumm
<6> (panee - lepe4yeHb), CUNBHOOENCTBYIOLWNE NEKAPCTBEHHbIE MpenapaTtbl, Ha CPOK npuema naumeHToM Ao 5
OHen.

<6> TlyHkt 2 ctatbm 2 PepepanbHoro 3akoHa N 3-O3 (CobpaHue 3akoHogaTenbctBa Poccuickon
depepauum, 1998, N 2, cT. 219; 2016, N 27, cT1. 4238).

4. HasHayeHve nekapCTBEHHbIX MpenapaTtoB NpW OKasaHWM MeOUUMHCKOM MOMOLUM B CTaLMOHapHbIX
YCINOBUSIX MOXET OCYLLEeCTBNSATLCS MOCPEACTBOM TpeboBaHUA MeOMUMHCKOM opraHv3auuu, HanpasfsieMblX B
anTeyHble opraHusauun, SBMsIOLWMECS CTPYKTYPHBIMY NoapasgeneHnsaMm MeguumHCKon opraHmsaumm. <7>

<7> TlyHkT 54 cTtatbm 4 ®depepanpcHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapcTBeHHbIX cpeacts” (CobpaHume 3akoHogaTenscTBa Poccuiickon ®egepaumm, 2010, N 16, cT. 1815; 2019, N
31, cT. 4456) (nanee - PegepanbHblii 3akoH N 61-03).

5. HasHayeHMe nekapcTBEHHbIX MpenapaToB  OCYLECTBAAETCA MEeOUUMHCKUM  paboTHUMKOM Mo
MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWI0, a npu ero OTCYTCTBUM - T[PYMNUPOBOYHOMY UMK
XUMUYECKOMY HauMeHoBaHuoo. B cnyyae OTCyTCTBUSA MeXOyHapoOHOro HenaTeHTOBaHHOMo HauvMeHOBaHWUS U
rpynnMpOBOYHOINO UMM XMMWYECKOr0 HaMMEHOBaHWSA NeKapCTBEHHOro npenapata fnekapcTBeHHbIM npenapart
Ha3HayaeTcd MeAUUMHCKMM paboTHMKOM MO TOProBOMY HauMeHoBaHMI. [Mpy HanNMuMu MEeOULUHCKUX MoKasaHun
(vHaMBMOyanbHass HENEepPeHOCMMOCTb, MO JKM3HEHHbIM MOKa3aHWsM) MO peLUeHuo BpadvebHom KoMmccum
MELMLMHCKON opraHm3aumm <8> OCYyLIeCTBNAETCH Ha3HavyeHMe M OdOpMIIEHME Ha3HAYEHUs] NEeKapCTBEHHbIX
npenapaToB, HE BXOASLWMX B CTaHAAPTbl MEAULMHCKOM NoMoLu, pa3paboTaHHble B COOTBETCTBUMU C MYHKTOM 14
ctaten 37 PegepanbHoro 3akoHa N 323-®3 <9>, unn He NpegyCcMOTPEHHbIX COOTBETCTBYIOLEN KIMMHUYECKOW
pekomeHaauuen, nmbo no TOProBbiIM HauUMeHoBaHMAM. PelleHne BpayvyebHOM KOMUCCUM  MEOULMHCKON
opraHumsaumm mKcMpyeTcsa B MEQULIMHCKOW AOKYMEHTaLMN NaLmeHTa u B XXypHane BpavebHon Kommccum.

<8> lNMpuka3 MnHuCcTEpCTBa 30paBOOXPaHEHUs 1 coumanbHoro passutus Poccuiickon ®epepauum ot 5 mas
2012 r. N 502H "O6 yTBepxaeHun nopsgka co3fgaHus U OeATenbHOCTM BpavyeObHOM KOMUCCUM MEeOULMHCKOWN
opraHusaumn" (3apeructpuvpoBaH MwuHuctepctBoM toctuumm Poccuiickon depepaummn 9 uoHa 2012 r,
pernctpaumoHHein N 24516) ¢ M3MeHeHUsIMK, BHECeHHbIMW npukazoM MwuHucTepcTBa 34paBoOOXpaHeHUs
Poccuiickon ®eaepauun oT 2 gekabpsa 2013 r. N 886H (3apermctpupoBaH MuHucTepcTBoM OCTULMM Poccumnckon
®epnepaumu 23 gekadbpsa 2013 r., pernctpauyunoHHbii N 30714).

<9> CobpaHwue 3akoHogaTenbcTBa Poccuiickonn ®eaepaumm, 2011, N 48, cT. 6724.

Ecnu npu okasaHuM nauuMeHTy MeLMUMHCKOW MOMOLUM B MEeOULMHCKOM opraHu3aumMmM B CTauMOHapHbIX
YCrOBUSIX MO PELUEHN0 BpayebHOM KOMMCCUM OCYLLECTBIISIIOTCA HasHayeHue U NpPUMEHEHWE FeKapCTBEHHOIo
npenapata C KOHKPETHbIM TOProBblM HAMMEHOBaHMEM, TO MPU OKa3aHWM LAHHOMY MAUWEHTY MELMLMHCKON
NMOMOLUM B MHOW MEOULMHCKON OpraHusaLun B CTaUMOHAPHbIX YCMOBUSIX, @ Takke B aMOynaTOpHbLIX YCINOBMSX
OCYLLECTBNAETCH Ha3HayYeHe eMy JIEKAapCTBEHHOIO NpenapaTa C TEM e TOProBblM HanmeHoBaHmem <10>.
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<10> lMyHkT 2 noctaHoBneHus MNpasuTtensctea Poccuinckon ®epepauymm ot 30.06.2020 N 965 "O BHeceHuun
nameHeHu B NpaBuna opMMpoBaHNS NEPEYHsT NeKapCTBEHHbIX CPEACTB, 3aKyrnka KOTOPbIX OCYLLECTBISETCS B
COOTBETCTBMU C UX TOProBbIMU HauMEHOBaHWUAMM, U O NPUMEHEHUN NEKapCTBEHHbIX NpenapaToB C KOHKPETHbIMU
TOproBbiMy HaumMmeHoBaHusiMK" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepaunn, 2020, N 28, cT. 4422).

6. HasHaueHue nekapCTBEHHOro npenaparta B peuenTte Ha GymaxHOM HocuTene unu peuente B opme
3ANEKTPOHHOIO0 AOKYMeHTa OdOopMMseTcss Ha MMs nauueHTa, Ans KOTOpOoro npeaHasHadeH neKkapCTBEHHbIN
npenapar.

Peuent Ha BymaxkHOM HocuTene, opopMneHHbIN Ha peuenTypHoM 6naHke cpopm N 107/y-HI1, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXAEHHbIX HACTOSALLMM MpPUKA30M, MOXET ObiTb MOflydeH NauueHTOM, €ero
3aKOHHbIM NpPeACcTaBUTENEM WU NWLOM, WUMEKLWMM OQOPMIIEHHYIO B COOTBETCTBUM C  TpaXOaHCKUM
3akoHoaartenbcTBoM Poccuickon Pefgepaumnm AOBEPEHHOCTbL OT MauueHTa Ha MpaBo MONYyYEHUs Takoro peuenTa
(Oanee - ynonHoMo4YeHHOe Nuuo).

MpencrasneHne OOBEPEHHOCTU He TpeGyeTca B criydae NonyvyeHusl peuenTa Ha nekapcTBeHHbIN npenapaT
Ans nHkypabenbHoro 6onbHOrO Ha 3aBepLualolleM dTane ero XW3HW NULIOM, OCYLLECTBMSAIOWMM YXOa4 33 Takum
MHKypabernbHbIM GONbHBLIM. B TakoM criyyae MeOWUMHCKMIA paBOTHUK BblgAeT MWLy, OCYLLECTBSIOWEMY yXo4 3a
MHKypaGernbHbIM GOMbHbIM, AOKYMEHT, MOATBEPXAALWNIA WHKypabernbHOe COCTOosiHMe BGOMbHOro, coAep)Kalluii
CBedeHNsa O nuue, KoTopoe ByaeT nonyyaTb NEeKapCTBEHHbIE Mpenapatbl No peuenty (pamunusi, UMs, OTYECTBO
(nocnegHee - Npy HanuuuK), BUA, cepust U (UNM) HOMep AOKYMEHTa, YAOCTOBEPSIOLErO JIMYHOCTL), 3aBEPEHHbIN
noAnuCbio U NeYaTbio 4aHHOrO MeAMUMHCKOro paboTHMKa, a Takke neyYaTbio MeaUUMHCKON opraHu3aumm.

[oKyMeHT, NOATBEpXAALWNIA MHKYpabernbHOe COCTosAHME BONMbHOro, OCTaeTCsl B anTE4YHOW OpraHu3aummn.
Peuent B @opme 3neKkTpoHHOro [AOKyMeHTa opMUpyeTcs C WCMOMb30BaHUEM TOCYAapCTBEHHOW

MH(OPMALIMOHHOM cucTembl B cdepe 34paBooxpaHeHus cybbekta Poccuickon Pepepauun, MeLUMLUHCKON
MHPOPMAaLIMOHHON CUCTEMbI MEOULIMHCKOWN opraHmnsauum <11>,

<11> Ctatbm 91 n 91.1 depepanbvHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
®epepauuu, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT BblgAYM peLenTa Ha NekapCTBEHHbIA npenapaTt 3aKOHHOMY MpeACTaBUTENO UMM YNONTHOMOYEHHOMY
nmuy prkenpyeTcs B MEOULIMHCKON OKYMEHTALUN NaumeHTa.

7. MeavuuHckum paboTHMKam 3anpellaeTcd odopMnsTe peuenTbl NpUM  OTCYTCTBMM Yy nNauMeHTa
MEOULIMHCKUX MOKa3aHW; Ha He3aperncTpuvpoBaHHbIE NeKapCTBEHHble Mpenapatbl <12>; Ha NeKapCTBEHHbIE
npenaparbl, KOTOpble B COOTBETCTBUM C MHCTPYKUMEN MO MEOULIMHCKOMY MPUMEHEHWUIO MNpeAHasHayeHbl Ans
NPUMEHEHMs] TOMbKO B MEOMLIMHCKUX OpraHu3auusix; Ha HapKOTMYECKUe CPeacTBa W MCUXOTPOMHbLIE BELLECTBa,
BHeceHHble B cnucok |l [NepeyHsi, 3aperMcTpupoBaHHble B KayecTBE NEKApCTBEHHbLIX MNpenapaTtos, B LEnsx
NpYMEHEeHWs1 ANs NeYyeHns HapKoMaHuu.

<12> PeweHune CoeTa EBpasminckon akoHoMuyeckom kommuccum ot 3 Hosbpsa 2016 r. N 78 "O lNpasunax
peructpaumMm M 3KCNepTU3bl NIEKAapCTBEHHbIX CPEACTB ANs MEeOULUMHCKOro npumeHeHus" (oduumnansHblid canT
EBpasuniickoro akoHoMu4eckoro coto3a http://www.eaeunion.org/, 21 Hosiopsa 2016 r.). Ctatba 13 degepanbHOro
3akoHa N 61-®3 (CobpaHune 3akoHogatenscTtBa Poccunckon ®egepaumm, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

NHamBuayanbHbIM NpeanpuHUMaTensamM, OCyLLEeCTBNAIOWUM MEANLUHCKYIO OeATEeNbHOCTb, AOMOMNHUTENBHO K
TpeboBaHMAM, yKasaHHbIM B ab3alle NepBOM HACTOSILLEro MyHKTa, 3anpeliaeTcs ogopMIAaTb peuenTbl Ha
HapKoTUYeckne CpeacTBa M MCUXOTPOMHble BellecTBa, BHeceHHble B cnucku Il un 1l TMepeuns (oanee -
HapKOTUYECKME U NCMXOTPONHbIE NekapcTBeHHble npenapaTbl cnvuckos Il v [l Mepeyxs).
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8. MNpun Ha3Ha4YeHMN HapPKOTUYECKUX WM MCUXOTPOMHBLIX JIeKapCTBEHHbIX npenapatoB cnucka |l Mepeyns, 3a
UCKNIOYEHMEM TNEeKapCTBEHHbIX MpenapaTtoB B BuAe TpaHcOepManbHbIX TepaneBTUYECKUX CUCTEM U
NeKapcTBEHHbIX NMpenapaToB, CoAepXKallMX HaApKOTUYECKOe CPeacTBO B COYMETaHWM C aHTarOHUCTOM OMUOUAHbLIX
peLenTopoB, peLenTbl Ha BymaxxHOM HocuTene odhopmMnaTCA Ha peuenTypHom BnaHke dopmbl N 107/y-HIT.

9. PeuenTypHbii 6naHk oopmbl N 148-1/y-88 odhopmnisieTcs Npy Ha3Ha4YeHUK:

1) HapKOTMYECKMX W MNCUMXOTPOMHBIX fleKapCTBEHHbIX npenapatoB cnucka |l TlepedHsa B Buge
TpaHcaepMarnbHbIX TEpPaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX npenapaTtoB cnuvcka Il MNMepeyHs,
cofepxallmx HapkoTU4eckoe CpeAcTBO B COMETaHUU C aHTarOHMCTOM OMMOMAHBLIX PELLenTOPOB, MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapatos cnucka Il MNepeyHs;

2) KOMBVHMPOBaHHbIX NEKAPCTBEHHBIX NpenapaToB, CoAepXKaLluX:

a) kogevH unu ero conu (B nepecdeTe Ha YNCTOE BELLECTBO) B konmyectse A0 20 Mr BKNHOYUTENBHO (Ha 1
003y TBEPAOW NekapcTBeHHoM hopmbl) unum B konudectee 4o 200 mr BkntountensHo (Ha 100 mn unm 100 r xxunakon
nekapcTBeHHON hopMbl AN BHYTPEHHETO NPUMEHEHMS);

0) nceBgoadheapuHa ruapoxnopua B konunyectse, npesbiwatowem 30 mr, u o 60 mr BknountTensHo (Ha 1
003y TBEPAON NekapCcTBEHHON POpMbI);

B) ncesAoadpeapuHa rmgpoxnopug B konuyectse, npesblwatowem 30 mr, n go 60 Mr BKMHOYMTENBHO B
coveTaHuM c pekctpometopdaHom rmapobpommuagoMm B Konmdectse, npesbiwatowem 10 mr, 1 go 30 wmr
BKIIOYMTENBHO (Ha 1 003y TBEpAOW NekapCTBEHHON DOpMbI);

r) oekctpomeTtopdaHa rmapodbpomug B kKonmyectse go 200 mr BknountensHo (Ha 100 mn unu 100 1 xugkon
nekapcTBeHHON popMbl AN BHYTPEHHEro NpMMeHeHns);

4) adenpuHa rugpoxnopug B konnyectse, npesbiwatowiem 100 mr, n go 300 mr BkntoumTenbHo (Ha 100 mn
unu 100 r Xnakon nekapcTBeHHON hopMbl AN BHYTPEHHETO NPUMEHEHUS);

e) adpegpuHa rugpoxrnopug B konuyectse 0o 50 Mr BknouMTenbHO (Ha 1 003y TBEpOoW nekapCTBEHHOW
opMbi);

X) eHunnponaHonaMuvH B KONMUYecTBe A0 75 Mr BknUUTENbHO (Ha 1 003y TBEpPAOW NEeKapCTBEHHOM
dopmbl) unm go 300 mr BknoumTenbHo (Ha 100 mn unu 100 r XXnAKon nekapcTBEHHOW POPMbI ANS BHYTPEHHErO
NpUMeEHeHs);

3) cpbeHobapbuTan B KonuyectBe A0 15 Mr BKMHOYMTENBHO B COYETAHWM C KOOEWHOM (UMM €ro consimm)
He3aBMCMMO OT KonuyecTsa (Ha 1 4o3y TBepAOMN NekapCcTBEHHOW hOPMbI);

n) cpeHobapbuTtan B konunuyectBe o 20 Mr BKMIOYUTENbHO B COYETaHWM C 3PedpUHOM MOPOXIIOPMAOM
He3aBUCMMO OT KonuyecTsa (Ha 1 O3y TBepaon NekapCTBEHHOW (POpPMbl);

K) xnopamnasenokcug B konvyecTse, npesbiwatowiem 10 mr, 1 go 20 mMr BknouuTensHO (Ha 1 o3y TBepaown
nekapcTBEeHHON opMbl);

3) nekapCTBEHHbIX MpPenapaTtoB MHAWBWMAYaNbHOrO W3rOTOBMEHWUsi, COAepXalliMX HapKoTU4Yeckoe cpencTBo
UM NCMXoTpornHoe BelecTBo cnucka |l Mepeyns, n apyrve dapmakonormyeckme akTuBHbIE BELLECTBa B J03€e, He
MpeBbILatoLLei BbICLUYO pasoBylo A03Y, U MPU YCNOBUM, YTO 3TOT KOMOUHMPOBAHHGLIN fekapCTBEHHbIN npenapat
He sIBNsieTCs HaPKOTUYECKUM UM MCUXOTPOMHBLIM NekapcTBEHHbIM npenapatom cnucka |l MepeyHs;

4) nekapCTBEHHbIX NpenapaTtoB, BKMOYEHHbIX B MepevYeHb feKapCTBEHHbIX CPeacTB Ans MeAULUHCKOro
NPMMEHeHWsl, noanexawmnx npegMeTHO-KONMYECTBEHHOMY Yy4yeTy (ganee - fekapCTBEHHble npenapartbl,
BKIOYEeHHble B nepedeHsb MKY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHusi [lpaBuTenbctBa Poccuiickon depepaumm OT
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19.06.2012 N 608 "O6 ytBepxaeHuun NonoxeHna o MuHuctepcTee 3gpaBooxpaHeHus Poccunckon depepaummn”
(oanee - MNonoxeHue o MuHnuctepctee) (CobpaHne 3akoHoaatenscTBa Poccuiickon ®epepaummn, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbii 6naHk copmbl N 148-1/y-04(n) odopmnseTca NpyM Ha3HAYeHUW JieKapCTBEHHbIX
npenapaToB rpaxgaHaMm, WMeKWUM npaBo Ha OGecnnaTtHoe MofyvyeHWe JEeKapCTBEHHbIX MpenapatoB wnu
nony4YeHne fieKapCTBEHHbIX MpenapaToB CO CKUAKOW.

11. PeuenTypHbii 6nank doopmbl N 107-1/y ochopmnseTcs npu HazHaYeHUN:;
1) nekapCTBEHHbIX NpenapaToB, He yka3aHHbIX B NyHKTax 8, 9 HacToswero MNopagka;
2) KOMBUHMPOBAHHBIX NTEKAPCTBEHHbIX MPenapaToB, COAEPXKaLLNX:

a) sprotammHa rugpoTapTpaTt B KONMYecTBe A0 5 Mr BKMOUUTENBHO (Ha 1 O3y TBEpO4OW NEeKapCTBEHHON
opMmbi);

0) adpegpuHa rmgpoxnopug B KonudectBe o 100 mr BkmtoumtensHo (Ha 100 mn mnm 100 r xugkon
nekapcTBeHHON hopMbl AN BHYTPEHHETO NPUMEHEHMS);

B) nceBgoadpedpvHa rnapoxnopug B konuyectse, He npesblwawowem 30 mr (Ha 1 gosy TBepaon
nekapcTBEHHON PopMbl);

r) nceegoadedpvHa IMOpPOXNopua B KonvMyecTBe, He npesBblwatowem 30 Mr, B COYeTaHUn C
OekcTpomeTopdaHom ruapobpommnaom B konuydecTtBe, npesbiwatowem 10 mr, u go 30 mr BknountTensHo (Ha 1
003y TBEpAON NekapCTBEHHON hOpPMbl);

4) pekctpomeTopdaHa rmagpobpomug B konuvectee, npesbiwatowem 10 mr, u go 30 Mr BKNoYMTENBHO (Ha 1
003y TBepaou fnekapcTBEHHON POpMbl);

e) deHobapbuTan B konu4yecTtse, npesbiwatowem 20 mr, n go 50 mr BknouMTensHo (Ha 1 go3y TBepaou
nekapcTBEeHHON PopMbl);

X) cbeHobapbutan B Konuyectse Ao 20 Mr BKIOYMTENBHO B COYETAaHMU C 3ProTamMmMHOM rMapoTapTpaToM
He3aBUCMMO OT KonuyecTea (Ha 1 4o3y TBepJon NekapCTBEHHON POpMbl);

3) xnopaunasenokcua B konudectse 4o 10 Mr BkIouuTeNbHO (Ha 1 403y TBEpOOoN nekapCTBEHHON hOpPMbl).

12. MNpwn HaszHa4YeHUN NekapCTBEHHOro Npenapara NHANBUAYanbHOro M3roToBNEHUS B peuenTe Ha BymMaxxHOM
HocuTene u (unu) peuente B OpPMe 3MEKTPOHHONO [OKYMEHTa HauMeHOBaHWUS IEeKapCTBEHHbLIX CPEACTB
(BeLlecTB), BKMO4YeHHbIX B nepeyeHb [1KY, ykasbiBaioTcA B Havane peuenTta, 3aTeM - Bce OCTalbHble
WHIPEaNEHTHI.

13. MNpu HazHa4YeHUN NEeKapCTBEHHOrO MnpenapaTta B peuenTte Ha OymaxHoOM HocuTene v (Mnu) peuente B
(bopMe 3MEeKTPOHHOrO AOKyMeHTa 3anpeliaetca npeBbllaTb KOMMYECTBO HapPKOTMYECKUX CPpeacTB  unm
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbINMMCAHO B OAHOM peuenTte, ycTaHoBneHHoe npunoxeHnem N 1 kK
HacTosweMmy Nopagky, 3a UCKNYEeHneM criydaes, ykasaHHbIX B nyHKTax 15 n 24 HacTtoswero Nopsagka.

14. lpyn HasHayeHUM nekapCcTBEHHbIX MNpenapaToB, BKMIOYEHHbLIX B nepedveHb [1KY, posa KoTopbiX
npeBbIlaeT BbICLUMA OAHOKPATHbIA MpueM, MeOWMUMHCKMA paboTHWMK obo3HavaeT [03y 3TOro NeKapCTBEHHOro
npenapaTta B peuente Ha OymMaxXHOM HoOcuTene MPOMUCbI0 C NPOCTaBlIEHMEM BOCKNMUATENbHOIO 3Haka u (Mnu)
npocTaenseT BOCKNUUATENbHbIN 3HaK Npyu odopMreHnmn peuenTta B hopMe 3MeKTPOHHOro AOKYMEHTa.

15. Konn4yecTBo Ha3Ha4YeHHbIX feKapCTBEHHbIX NMpenapaTos, BKMOYEHHbIX B nepeyeHb MKY, npu okasaHuu
naumeHTam, Hyxgalwmmcsa B ANUTENbHOM NeYeHUn, NepBUYHON MeOUKO-CaHUTapHOW NOMOLLM U MannmMaTUBHOM
MeOMULMHCKOW NOMOLLUM MOXET BblTb YBEMUYEHO C Yy4ETOM KIIMHMYECKUX pekoMeHaaumnn He bonee yem B 2 pasa no
CpPaBHEHWIO C KONMYECTBOM HapKOTUYECKUX CPEACTB UMM MCUXOTPOMHbLIX BELLECTB, KOTOPOE MOXET BbITb BbINNCAHO
B OOQHOM peLenTe, ycTaHoBIeHHbIM npunoxeHneMm N 1 k HacTosawemy Nopsaky.
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B cnyyasix, npegycMOTpeHHbIX ab3alemM nepBbiM HACTOSALLIEro NMyHKTa, Ha peuenTtax Ha GyMaXXHOM HocuTerne
npoussBoauTca Hagnucs "lNo cneumanbHOMY HasHayeHuo", OTAENbHO 3aBepeHHasd MnoANUCbID MEAULMHCKOro
paboTHMKa U neyaTbld MeaUUUHCKOW opraHu3auumn "[ns peuenTtoB", Ha peuentax B (OpMe 3NEKTPOHHOrO
AOKyMeHTa npowusBogutcs oTtmeTka "[lo  chneunanbHOMY HasHa4yeHW" C  NpoCTaBfEeHMEM  YCUITEHHOM
KBannuunpoBaHHOWM 3NEKTPOHHON MOANUCYU MEANLIMHCKOrO paboTHMKA.

16. CocTaB nekapCcTBEHHOro npenapara, NiekapcTBeHHasi hopma 1 obpalleHne MeanumMHCKOro paboTHuKa K
tapmaLeBTnyeckoMy paboTHMKY 06 OTMycKe nekapCTBEHHOro npenaparta Ha BymaKHOM HocuTene oopMIIATCS
Ha NaTUHCKOM WUIM PYCCKOM 13blke B POAMTENbHOM najexe, 3a UCKNYeHueM oopMneHns peLenToB B hopme
3NEKTPOHHOIo JOKYMEHTAa, OCYLLECTBSAEMOro Ha PYCCKOM A3bIKe.

Mpn odopmneHnn peLenTypHbIX GNaHKOB AOMycKaeTCa MCNOMb3oBaHMe cokpalleHun (npunoxenve N 2 k
HacTosiwemy Nopagky).

Mpy Ha3Ha4YeHWUM riekapCTBEHHOro npenapaTa He A0MNyCcKaeTcs COKpalleHMe HauMeHOBaHWUI MHIPEANEHTOB,
COCTaBMNAOWMX NEKapCTBEHHbIN npenapaT, He MNO3BOMNAILWMNX YCTAHOBUTb, KaKOW MMEHHO NeKapCTBEHHbIN
npenapar Ha3Ha4eH.

17. Cnocob npumMmeHeHns nekapcTBEHHOro npenapaTta 0bo3HayaeTcs C ykasaHvem nyTu BBeOeHWs, O03bl,
4YacToTbl, BPEMEHWN Nprema OTHOCUTESNbHO CHa (YTPOM, Ha HOYb) M €ro AnUTEeNbHOCTWU, a AN JleKapCTBEHHbIX
npenapaToB, B3aUMOAENCTBYIOLUX C MULLEN, - BpEMEHWN UX yNnoTpebneHns OTHOCUTENbHO nNpuema Nyl (4o edbl,
BO BpeMs edbl, nocne efpl).

18. lpuM HeobBXoOMMOCTM HEMeANEeHHOro WNM CpPOYHOro (B TeyeHwe [ByX paboumx [Hen) oTtnycka
neKapCTBEHHOro npenapaTta nauuMeHTy B BepxHel 4acTu peuenta Ha OymaxHOM HoOcuTene MpoCcTaBnsloTCs
0603HaveHusa "cito" (cpodHo) unm "statim" (HemeaneHHo). AHanormyHble 0603HaYeHWs1 MPOCTaBMATCS B BuAe
OTMETOK Npu odhopMIIieHUM peuenTa B dOpMe 3NEKTPOHHOIO AOKYMEHTa.

19. TMpu odopMneHun HasHaydeHUsl TOTOBOrO JIEKAapCTBEHHOrO npenapaTa B peuente Ha OyMaxHOM
HocuTene unu peuente B dOpME 3NEKTPOHHOIO OOKYMEHTA KONMYECTBO AENCTBYIOLMX BELLECTB yKasblBaeTCH B
COOTBETCTBMM C MHCTPYKLMEN MO MEANLIMHCKOMY NPUMEHEHMIO NEeKapCTBEHHOro npenapaTta. [JonycTumMo ykasbiBaTb
OO03VPOBKY FEKapCTBEHHbIX MNpenapaTtoB CUCTEMHONO AencTBua (4ns pe3opOTMBHOrO npuvema) B TBepablx
nekapcTBeHHbIX dhopmax (Hanpumep, TabneTku, NOPOLUKM, Kancyrbl) Kak COAEPXaHWe OAHOro UMM HECKOIbKMX
OEeNCTBYIOLLMX BELLECTB B efuHMuax Maccel (B rpammax, munnurpammax). JonycTMMo ykasbiBaTb [A03UPOBKY
NeKapCTBEHHbIX NpenapaToB CUCTEMHOIO AEWCTBUS (Ans pe3opOTUBHOrO NPUMEHEHUS) B XXUOKUX NEKapCTBEHHbIX
dopmax (Hanpumep, pacTBOpbI, CYCMEH3MUM) KaK cogep)XaHue OOHOr0 UMM HECKOSbKUX OEWCTBYHOLLUMX BELLECTB B
e[VHMLax Maccbl Ha eauvHuuy obbema (Hampumep, MUNUIPaMM/MUNAWAWTP) C yKasaHnem obuwero obvema
nekapcTBeHHON opMbl.

Mpu odbopMNeHUn HasHa4YeHUs fekapcTBEHHOro npenapaTta MHANBMAYanbHOro N3roTOBMEHUS B peuenTe Ha
OymaxxHOM HocuTene wunu peuente B (popmMe 3NEKTPOHHOTO OOKYMEHTa KOMMYECTBO TBEepAbiX W CbiMy4mx
hapmaueBTMYeCKMX cybcTaHuui ykasbiBaeTcsa B rpammax (0,001; 0,5; 1,0), xugkmx - B MUNIuUAnTpax, rpaMmmax um
Kannsx.

20. PeuenTbl Ha bymaxkHOM HocuTene, B )OpMe 3NEKTPOHHOTO AOKYMeHTa, 0hOpMIIEHHbIE Ha peLenTypHOM
6naHke cpopmbl N 148-1/y-88 1 npegHasHadeHHble AN OTMNyCcKa NeKapCTBEHHbIX NpenapaTtoB, NPeayCMOTPEHHbIX
noanyHkramu 1 - 3 nyHkta 9 HacToswero lNMopsaka, AencTBUTENbHbI B TedeHne 15 gHen co AHA oopMneHns.

21. PeuenTbl Ha 6yMmaxxHOM HocuTene, B hOpMe 3MIEKTPOHHOIO AOKYMEHTA, OPOpPMIEHHbIE HA PeLenTypHOM
6naHke copmbl N 148-1/y-04(n) n npefHasHayeHHble ONS OTMNyCcKa NEKapCTBEHHbIX MpenapaToB rpaxgaHam,
ykasaHHbIM B nyHkTe 10 HacTtoswero lNopsagka, gencteuteneHbl B TedyeHne 30 gHen co AHS odpopmrieHusi, 3a
UCKNoYeHneM crnyvaeB odopMreHns peLenta B COOTBETCTBUM € nyHkTamu 38 n 39 HacToswero lNMopsaaka, npu
KOTOpbIX OH AEUCTBUTENEH B TedeHne 15 gHen co gHA opopMneHus.

22. PeuenTbl Ha GymMakHOM HocuTene, B hopMe 3MEeKTPOHHOrO AOKYMEHTa, OhOPMIIEHHbIE Ha peLenTypHOM
6naHke copmbl N 148-1/y-04(n) v npegHasHayeHHble ANs OTMYCKa NeKapCTBEHHbLIX NpenapaToB rpaxgaHam,
OOCTUMLMM MEHCMOHHOIO BO3pacTa, WHBanugam nepBoW rpynnbl, AeTAM-MHBaNuMAaM, a Tawke rpaxgaHam,
cTpajalLwmm XpoHNYeckuMun 3aboneBaHnsMy, TpebyloWmMMU ONNTENBHOIO KyPCOBOMO fleYeHUs, AENCTBUTENbHLI B
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TeveHne 90 gHer co AHA ODOPMIEHUS, 3@ UCKIIOYEHMEM CryvaeB, yKasaHHbIX B NyHkTax 38 m 39 HactosLwero
Mopsigka, Npun KOTOPbIX OH OEUCTBUTENEH B TeveHne 15 gHen co gHa odbopMneHus.

[na neyeHnsa xpoHuyeckmx 3aboneBaHUN ykaszaHHbIM KaTeropusm rpaxgaH nekapcTBeHHble npenaparbl C
odopmrieHneM peLenToB Ha OymMakHOM HOCWUTENe WU peuenToB B (POPMe IMEKTPOHHOro AOKYMEHTa MOryT
Ha3Ha4aTbCH Ha Kypc nedveHus go 180 gHen.

23. PeuenTbl Ha GyMakHOM HocuTene, B )OPMeE ANEKTPOHHOTO AOKYMEHTa, OPOPMIIEHHbIE HA PELENTYPHOM
6naHke cdopmbl N 107-1/y n npegHasHayeHHble Ans1 OTNYCKa fEeKapCTBEHHbIX MpenapaToB, NpeayCMOTPEHHbIX
nyHkToM 11 HacToswero MNopsaka, AencTBUTENbHBI B Te4eHue 60 aHer co AHS 0popMIIeHUs.

Mpy HasHayeHUn roToBbIX NIEKAPCTBEHHbIX NpenapaToB M NEKapCTBEHHbIX MpenapaToB WHAUBUOYaNbHOIO
N3roToBMeHWs nauyeHTam ¢ 3abonesaHnamMu, TpebyOLWMMM ANUTENBHOrO KYpCOBOTO fieyeHuns, ¢ opopmreHnem Ha
peuentypHoM 6raHke dopmbl N 107-1/y peuenta Ha BymaxHOM HocuTene unu B opme 3NEKTPOHHOTO AOKYMEHTa
yCTaHaBMnMBaeTCs CPOK AeNCTBMSA pelenTta B npegenax 4o O4HOro roga.

B cnyyae ycTaHOBneHus Cpoka OEWCTBUS peLenTa B npegenax Ao OHOro roga B peuente Npov3BoauTcs
Hagnuck: "o cneumanbHOMY Ha3HayeHuo", 0b03Ha4YaeTcsi CPpoOK AENCTBMA peLenTa M NepmogudHoCTb OTMyCKa
NeKapCTBEHHbIX MpenapaToB U3 anTeyHOW OpraHu3auvMn Unu MHAUBMAYarnbHbIM NpearnpuHUMaTenemM, UMeLL UM
NULEH3NI0 Ha apMaueBTUYECKYID AeATenbHOCTb <14> (eXeHedernbHO, EXEeMECAYHO M WHble nepuoapl).
JononHWTensHO 3TO ykaszaHue 3aBepseTcs NoAMNUChI MeANLMHCKOro paboTHMKa, a TakKe neyaTbio MeguLMHCKON
opraHmsaumm "Onsa peuentoB” (ona peuenta Ha OymaXHOM HocuTene) Wnu yCUNeHHoW KeBanudULMPOBAHHOW
3NEKTPOHHON NOAMNUCHI0 MEOULMHCKOrOo paboTHMKa U nvua, YNOMHOMOYEHHOrO 3aBepsATb LOKYMEHTbl OT UMEHMU
MeOMLMHCKON opraHm3auuu (anga peuenta B OpMe 3NEKTPOHHOIO AOKYMEHTA).

<14> lyHKT 47 yactn 1 ctatbn 12 GepgepanbHoro 3akoHa oT 4 mada 2011 r. N 99-03 "O nuueH3npoBaHun
OTAEenbHbIX BMAOB pAesTtenbHocTn" (nanee - PepepanbHein 3akoH N 99-03) (CobpaHne 3akoHogaTenbCTBa
Poccuinckon ®egepauun, 2011, N 19, ct. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha nekapcTBEHHble MpenapaTbl, BKIKOYEHHble B nepedveHb [MKY, ona neyeHvs nauueHToB C
XpOHUYecknmn 3abonesaHnsaMm MoryT opopMsATLCH Ha Kype nedeHns go 60 gHen.

B cnyyae, korga kypc nedveHus coctaBnsieT 6onee 30 gHen, AONOMHUTENbHO B peuenTax Ha OymakHOM
HocuTene npous3BoauTcA Haanuck "o crneunanbHOMY HasHayeHuK", 3aBepeHHas MNOAMUCLI0 MeOULMHCKOro
paboTHWKa WM nevaTbld MeOUUMHCKOW opraHusauunm "Ons peuentoB”, Ha peuentax B dopmMe 3MeKTPOHHOro
OOKyMeHTa npoussBoautcs oTmeTka "[lo cneuwanbHOMY HasHayeHu" C  NpocTaBneHWeM  YCUIEHHOW
KBannUUUPOBaHHON 3MEKTPOHHOW MOANUCU MEeAMUMHCKOro paboTHuKa M nuua, YNosTHOMOYEHHOro 3aBepsATb
OOKYMEHTbI OT UMEHWN MeAMLIMHCKON opraHm3auuu.

25. Peuent Ha BGymaxkHOM HocuTene B (popme 9MEeKTPOHHOro AOKYMeHTa, OOOPMIEHHbBIN C HapyLleHWEM
YCTaHOBMEHHbIX HacToswmMM MopsiakoM TpeboBaHMIN, cunTaeTcs HegelCTBUTENbHBbIM.

Il. HasHayeHWe nekapcTBEeHHbIX NpenapaToB NPU okasaHuu
MeANLMHCKOW NOMOLLU B CTaLMOHAPHbIX YCIOBUAX

26. Npu okasaHMM NauneHTy MeguLMHCKON NOMOLLM B CTaLMOHAPHbIX YCIOBUAX Ha3HaYeHe nekapCTBEeHHbIX
npenapaToB npoussoguTca 6e3 ohopmnenHnst peuenta MeguUMHCKUM paboTHUKOM €QUHONMNYHO, 33 UCKITIOYEHUEM
cnyyaes, yKasaHHbIX B NyHKTe 27 HacToswero MNopsagka.

27. CornacoBaHWe HasHayeHWsl feKapCTBEHHbIX MpenapaTtoB C 3aBedylolWwuM OTAeNeHWeMm  Unu
OTBETCTBEHHbIM [OEXYPHbIM Bpayom nMGO APYrMM JMUOM, YMNOMHOMOYEHHbIM MPUKA30M [NaBHOrO Bpava
MEOULIMHCKON OpraHusaumun, a Takke, NPy HanmuMuuu, ¢ BpadoM - KMMHUYECKUM dapmakornorom Heobxogumo B
cryyasx:

1) OAHOBPEMEHHOTO HasHayYeHUs NATK 1 6oree NekapCTBEHHbIX NPenapaToB OAHOMY MauUeHTYy;
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2) HasHayeHMs1 NEeKapCTBEHHbIX MpenapaTtoB, He BXOAAWMX B MepeyYeHb >XMU3HEHHO HeoOXOAMMbIX W
Ba)KHENLINX NIEKAPCTBEHHLIX npenapartoB <15>, npu HETUNUYHOM TedeHun 3aboneBaHus, HaNMYUN OCHOXHEHUN
OCHOBHOro 3aboneBaHus 1 (Mnu) conyTcTBYHOLLUMX 3aboneBaHUn, NpyM Ha3HAYEHUU NEKapPCTBEHHbIX Npenapartos,
0COBEHHOCTM B3aMMOOENCTBUSA 1 COBMECTUMOCTM KOTOPbIX COMMACHO UHCTPYKLMSIM MO UX MPUMEHEHUIO NPUBOAST K
CHWXEHMUIO 3 EKTMBHOCTIN 1 Be3onacHOCTU hapmakoTepanum U (Unu) cos3gatoT NoTEeHUNanbHYy0 ONacHOCTb ANs
XXW3HW 1 300POBbS NaUMeHTa.

<15> Yactn 1 cratbm 60 PepepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depepauyum, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbIX Clny4Yadax Ha3Ha4deHue JieKapCTBEHHbIX npenapaTtoB CbI/IKCI/IpyeTCFI B MeauLMHCKON
AOOKyMeHTauun naumeHta W 3aBepdaeTcAa noanncbro mMeaunuunHCKoro pa6OTHVIKa n 3aBegywoulero otaeneHmnem
(OTBeTCTBeHHOFO AEXYPHOro Bpada unn apyroro ynoJIHoMo4eHHoro nmu,a).

28. MeguumHckuin  pabOTHMK  MEOMUMHCKOMW  opraHmsauum (ee  CTPYKTYpHOro  nogpasgeneHus),
pPacnonoXeHHOW B CENbCKOM HacCerneHHOM MYHKTEe, OCYLIECTBMSET HasHayeHwe NneKkapCTBEHHbIX MpenapaTtoB B
cny4asx, ykasaHHbIX B nyHKTax 27 u 29 Hactoswero Nopsaka, eAMHOMNYHO.

29. Tlo pelweHuo Bpa4yebHOM KOMWUCCMM MaLUMEHTaM nNpU oOKasaHMM MM MEeOULMHCKOA MOMOLWM B
CTaLMOHapHbIX YCINOBUSX Ha3HA4alTCs JleKapCTBEHHbIE Mpenapartbl, He BKIHOYEHHble B MepeyvYeHb >XU3HEHHO
HEOOXOOUMBIX M BaXKHEWMLMX JeKapCTBEHHbIX MpenapaToB, B Clydyae WX 3aMeHbl M3-3a WMHAMBUOYaANbHOWN
HENepPeHOCMMOCTH, MO XXNU3HEHHbBIM MOKa3aHNUSM.

PeweHne BpayebHOM Komuccun UKCMPYETCHS B MEAMLMHCKOM [OOKYMEeHTauuuM nauueHTa u XypHane
BpayebHOW KoMMccuun.

30. B cny4daax chnep,osaHm N nedeHuma rpaxgaHmHa B CTaUMOHAPHbLIX YCIOBUAX B pPaMKaxX
npegocrtaBneHna MeguunHCKMX YyCcnyr Ha BO3ME34HON OCHOBE 3a CYET IUYHbIX cpencTB rpaxpaH, cpeacts
ropugndecknx nuyg U UHbIX CpeactB Ha OCHOBaHMM [oroeopa, B TOM 4ucrne goroesopa ﬂ,O6p0BOJ’IbHOFO
MeONUMHCKOro ctpaxoBaHuA <16>, eMy MoryTt ObiTb Ha3Ha4eHbl NekapCTBeHHble MnpenapaTtbl, He BXoAdline B
nepeyvyeHb >XWU3HEHHO HeoOXoaMMbIX W BaXXHEMLWnx NeKapCTBEeHHbIX MnpenapaTtoB, eciin UX Ha3Ha4vyeHune Mu
npuMeHeHune 06YCJ'IOBJ'IeHO MeaANUNHCKMMIU NOoKa3aHUAMMN.

<16> [locTtaHoBneHue [lpaBuTtensctBa Poccuiickon ®egepauum ot 4 oktabpa 2012 r. N 1006 "O6
yTBepxaeHun [paBun npenocTaBneHuMs MeOVLMHCKUMMK  OpraHm3auusaMyM  nnaTHbIX  MeOUUUHCKMX — ycnyr"
(CobpaHnue 3akoHopaTensctBa Poccuickon ®Pepepaumn, 2012, N 41, cT. 5628).

Ill. HazaHayeHMe nekapcTBEHHbIX NpenapaToB NPU OoKasaHUU
NnepBUYHON MeOUNKO-CaHUTapHOM NOMOLLM, CKOPOM MeAULIMHCKOWN
MOMOLLM U NanfiMaTuBHON MeAULIMHCKOW NOMOLLMU

31. MNpn OKasaHMM NEPBUMYHON MEOUKO-CaHUTaApPHOM MOMOLM U nannaMaTMBHOM MeOULMHCKOW NoMOoLLM B
amMOynaTopHbIX YCIOBUAX Ha3HAYeHWe JNeKapCTBEHHbIX NMpenapaToB OCYLLECTBAETCS MEeAULMHCKUM paboTHMKOM
B CNy4asix TUMUYHOIrO TedeHnst 3aboneBaHnsi NauueHTa Ncxonsa n3 TsHhKeCTU U XxapakTepa 3aboneBaHus.

32. HasHayeHne nekapCcTBEHHbIX MpenapaToB Mo peLleHnto BpayebHOM KOMUCCUM MpU OKasaHUM NepBUYHON
MeAMKO-CaHUTapHON NOMOLLM, NannMaTMBHON MEAMLMHCKOW MOMOLLM B aMOynaTopHbIX YCNOBUSAX NPON3BOAMTCS B
crnyyasx:

1) OQHOBPEMEHHOrO Ha3HaYeHUsi OAHOMY MauMeHTy NATU U Goree nekapcTBEHHbIX NpenapaToB B TeYeHue
O[HUX CYTOK MIK CBbilLE AeCATU HaUMEHOBAHMWI B TEYEHWE TpuaLaTh OHew;

2) HasHa4yeHUs1 NeKapCTBEHHbIX NMpenapaToB Npu HETUMMYHOM TEeYEHNM 3a60NeBaHus, HanM4YMM OCIIOXKHEHWA
OCHOBHOro 3aboneBaHus U (UNK) CONyTCTBYHOLMX 3aGoneBaHuii, NpM HasHa4YeHWM NeKkapcTBEHHbIX NpenapaTos,
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

0COBEHHOCTN B3aUMOLENCTBUSA U COBMECTUMOCTM KOTOPbIX COMMAacHO UHCTPYKLUUSAM MO UX MPUMEHEHWUIO MPUBOAAT K
CHWKEHWI0 3DDEKTUBHOCTU 1 6E30MacHOCTU NeYeHns naumeHTa u (Mnum) co3gatoT NoTEeHUManbHy ONacHOCTb AnS
XM3HW 1 300pOBbS NaLMEeHTa;

3) NepBNYHOro Ha3HaYeHUs NaLUMEHTY HAPKOTUYECKUX M MCUXOTPOMHbIX NIEKapPCTBEHHbIX NPenapaToB Cr1CKOB
I n 1l MepeyHst (B criydae NPUHATUS PYKOBOAWUTENEM MEOMUMHCKON OopraHusauuu pelleHusi o HeobGXxoamMmocTu
COrnacoBaHusl Ha3Ha4YeH sl Takmx NeKapCTBEHHbIX NpenapaToB ¢ BpayeGHON KoMuccuei).

33. MNoBTOpHOE Ha3Ha4YeHMEe HAPKOTUYECKMX U MCUXOTPOMHbLIX NEeKapCTBEHHbIX npenapatoB cnuckos Il n Il
MepeyHs npon3BoaMTCA MEOULMUHCKMM PabOTHMKOM CaMOCTOATENbHO UMW €AMHONMMYHO 6e3 yvacTus BpayebHom
KOMWCCUM NauMeHTaM C BblpaXXeHHbIM 60NeBbIM CMHOPOMOM F000ro reHesa, HapyLleHWEM CHa, CYAOPOXHbIMMU
COCTOSIHUSIMU, TPEBOXHbLIMMW paccTporcTBamMmu, hobusmmn, NCUXOMOTOPHbLIM BO3OYXOEHNEM.

34. Tpun okasaHWM CKOPOW MeAMLIMHCKON MOMOLUM feKapCTBEHHbIe npenapaTbl Ha3Ha4valTCA MeaULMHCKUM
paboTHWKOM Bble3gHoW Bpuragbl CKOPOW MOMOLUM, MEOUUMHCKUM PabOTHMKOM MEAMUMHCKOW OpraHusauun npu
oKasaHUyM MeguLMHCKON NOMOLLM rpaxgaHaM npu 3aboneBaHusix, HeCYacTHbIX Criydasx, TpaBmax, OTpaBneHusx u
OPYrMX COCTOSHMAX, TPEDYIOLNX CPOYHOro MEQULIMHCKOTO BMeLLaTenbCTBa.

IV. HazHauyeHue nekapcTBeHHbIX NpenapaToB rpaxaaHam,
MMeKLWMM NpaBo Ha 6ecnnaTtHoe NnonyyeHue fieKapCTBEeHHbIX
npenapatoB unu noJjily4yeHue fieKapCcTBeHHbIX NpenapaToB
CO CKMAOKOMW, NPU OKa3aHUU NepBUYHON
MeOWKO-CaHMTApPHOW NomMoLm

35. lNpu okazaHUM NEepBUYHON MEOMKO-CaHUTapHOW MOMOLUM HasHayYeHue MeAVMUUHCKMM paboTHUKOM Ha
OCHOBE KMWHUYECKUX PpEeKOMEeHAauun M C y4eTOM CTaHAapTOB MeAWMUMHCKOW nomowm <17> nekapCTBEHHbIX
npenapaToB, OTMNyckaeMblx ©GecnnaTtHoO Wnu CO CKMOKOW, rpaxgaHam, uMelowum npaBo Ha obecneveHune
nekapcTBeHHbIMW MpenapaTtamMu 3a CYeT CPeAcTB OlKeTHbIX acCcurHoBaHwn depepanbHoro 6Groaxera u
6rooxeToB cybbekToB Poccuickon ®egepauun, ocylectBnseTcs Ha peuentypHom 6nadke N 148-1/y-04(n).

<17> Cratbs 37 ®epnepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTensctBa Poccunckon ®eaepauun,
2011, N 48, cT1. 6724; 2021, N 27, cT. 5186).

Mpu odpopmnennn peuenta Ha 6naHke dpopmbl N 148-1/y-04(n1) Ha BymaxHOM HocuTene oopMnalTCca ABa
3K3emMnnsapa, oguvH M3 KOTOPbIX OCTaeTcA B anTe4yHOW opraHv3auuu, BTOPON - B MeOULUMHCKOW AOKYMeHTauuu
nauueHTa.

36. I'IpaBo Ha3Ha4daTb JIeKapCTBEHHbIE NnpenapaTbl rpaxgaHam, MMerLwmm npaso Ha 6ecnnartHoe nony4yeHue
NNeKapCTBEHHbIX npenapaTtoB Ui nony4vyeHne nekapCTtBeHHbIX npenapatoB CO CKMOKOWN, TaKKe NMELOT:

1) MeanumHckme paboTHUKK, paboTaroLme B MEQULMHCKOWM OpraHM3auumn no COBMECTUTENBLCTBY (B Npegenax
CBOEWN KOMMNeTeHUMN);

2) MeguuuHckMe paboTHMKM CTaLMOHapHbLIX OpraHM3auui coumanbHOro OOCNYXUBAHWS MpPU  HanMyum
NNLUEH3MM Ha OCYLLUECTBMIEHME MEOMLMHCKON AesaTernbHOCTM <18>, npepycmaTpuBarollen BbINONHeHWe paboT
(okasaHwue ycnyr) no okasaHu NEPBUYHON MELMKO-CaHNUTAPHOW NOMOLLM B amBynaTopHbIX YCNOBUAX (HE3aBUCUMO
OT BEOMCTBEHHOW NPUHAASIEXXHOCTN);

<18> TMyHkT 46 vactm 1 cratbm 12 PepepanbHoro 3akoHa N 99-O3 (CobpaHue 3akoHopgaTenbcTBa
Poccuiickon ®egepauum, 2011, N 19, cT. 2716; 2021, N 27, c1. 5159).

3) MeauumHckMe pabOTHMKM MEAMUMHCKUX OpraHu3aluvi, OKasbiBaOLWMX NEPBUYHYK MEOUKO-CaHUTapHYH
nomMoLb, NoaBEeOOMCTBEHHbIX doefepanbHbiM opraHamMm WUCMOMHUTENbHON BNACTU UMK OpraHam MCMONMHUTENbHON
BnacTtu cybbektoB Poccuiickon deaepavmu;
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

4) nHaveuayanbHble NPeanpUHUMaTENN, OCYLLIECTBNSAOLWINE MEAMLMHCKYI0 OeATEeNbHOCTb U BKIOYEHHbIE B
peecTp MeAWLMHCKUX OpraHu3aluvi, OCYyLLeCTBMSIOWMX OesATeNbHOCTb B cdepe obsi3aTenbHOro MeauLMHCKOro
CTpaxoBaHUs.

37. MNpun HazHa4YeHUN NekapCTBEHHLIX NPenapaToB rpaxgaHam, UMELWUM NpaBo Ha 6ecnnaTHoe nony4vyeHne
niekapCTBEHHbIX MpenapaToB UMM MOoSlyYeHe NeKapCTBEHHbIX MpenapaToB CO CKMAKOW, B peuenTe ykasbiBaeTcs
HoMep TenedoHa, Mo KOTOPOMY PabOTHUK anTeYHOW opraHuM3aumMu npu HeobXoAMMOCTM MOXET corfacoBaTb C
MeaULMHCKUM pabOTHUKOM 3aMeHy NekapCTBEHHOrO npenapara.

38. HasHauyeHue HapKOTUYeCKMX U MCUXOTPOMHBLIX JeKapCTBEHHbIX npenapatoB cnucka |l MNepeuna (3a
UCKMIOYEHMEM FeKapCTBEHHbIX MpenapaTtoB B BuAe TpaHCcAepMaribHbIX TepaneBTUYECKMX CUCTEM, a Takke
neKapCTBEHHbIX MpenapaToB, CoAepXallMX HApPKOTUYECKOE CPEACTBO B COYETAHMU C aHTarOHUCTOM OMWOMVAHBIX
peLenTopoB) rpaxgaHam, WMelWwum npaBo Ha 6ecnnaTHOe MNONyYeHUe JleKkapCTBEHHbIX MpenapaToB MIu
Mony4YeHns1 NEeKapCTBEHHbIX MPenapaTtoB CO CKUAKOW, OCYLLECTBISIETCS Ha peuenTypHoMm ©OnaHke dopmbl N
107/y-HIT, k KOTOpOMY JOMNOMHUTENBHO 0POPMIISETCA PELLENT Ha peuenTypHom 6naHke dopmbl N 148-1/y-04(n) (B
OBYX 3K3emnnspax npy opopMrneHun Ha ByMaxkHOM HocuTene).

39. HasHayeHne HapKOTUYECKMX U NCUMXOTPONMHbIX NEKapCTBEHHbIX npenapaToB cnucka |l MNepeyHs B Buge
TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, HApPKOTUYECKUX JeKapCTBEHHbIX npenapaToB cnucka |l MNepeyHs,
cofepXalmnx HapKOTU4YeCcKoe CpPefCcTBO B COMETaHUM C aHTarOHUCTOM OMMOWMAHBLIX PEeLenTopoB, MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapartoB cnucka lll MNMepeyHs, nekapCTBEHHbIX NpenapaTtoB, BKIHOYEHHbIX B nepedeHb KY,
cogepXawumxca B nognyHkre 2 nyHkta 11 HacTosiwero [Mopsgka, npegHasHayYeHHble ANs NeYeHus rpaxkaaH,
umeLwmnx npaBo Ha GecnnaTHOEe MoNydeHMe IeKapCTBEHHbIX MpenapaToB WU MOSyYEeHWE JeKapCTBEHHbIX
npenapaToB CO CKMOKOW, OCYLLECTBNSIeTCA Ha peuenTypHbix 6naHkax dopm N 107-1/y n N 148-1/y-88, k KOTOpbIM
AOononHUTENBLHO odopMNsaeTcs peuent Ha peuentypHom 6naHke cdopmbl N 148-1/y-04(n) (B OBYX 3k3emnnsapax
npu ocpopmneHnm Ha BymakHOM HocuTene).

Mpunoxexne N 1

k Mopsiaky Ha3HaveHus
neKapCcTBEHHbIX NpenapaTos,
yTBEPXOEHHOMY NPUKa3oMm
MuHu1cTepcTBa 30paBoOOXpPaHEHNS
Poccuiickon ®eaepaunn

OT 24 Hos16psa 2021 1. N 1094H

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB UNU NCUXOTPOIMHbIX BELUECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OQHOM PELIENTE

N MexagyHapogHoe HenaTeHTOBaHHOE dopma BbInycka u Konnyectso
n/n HavMeHOBaHMe HapKOTUYECKOro U [031poBKa
NMCUXOTPOMHOrO FIEKAPCTBEHHOTO
npenapaTta
1. BynpeHopduH + HanokcoH Tabnetkn 60 TabneTok
cybnuHreanbHble 0,2 Mr + | (ynakoBka, kpatHas N
0,2 mr 20)
2. BynpeHopduH PactBop Ans uHbekumin, 30 amnyn
0,3 mr/mn 1 mn (wnpuy-TIo6UKOB)
3. BynpeHopduH TpaHcoepManbHbI
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

[lokyMeHT npefoctaBneH KoHcynbTaHTloC

[aTta coxpaHeHus: 11.01.2024

peuenTyp...
nnacTbipb
35 mkr/uac 20 nnacTbipen
52,5 mkr/yac 10 nnacTbipen
70 mkr/vac 5 nnacTblipen
4, MopduH PactBop Ans uHbekuun, 20 amnyn
pacTBop ANS NOAKOXHOMo (LINPYLL-TIOBMKOB)
BeBeaeHns 10 mr/mn 1 mn
5. KogenH + MopduH + HockanuH + PacTBop A4ns NogKoXHOro
ManaBepwH + TebanH BBEJEHUS
0,72 +5,75+2,7+0,36 + 20 amavn
0,05 mr/mn 1 mn Y
144 +115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTtok
7. TpumenepnanH PacTtBop ans nHbekunmn 20 amnyn
10 mr/mn 1 mn (wnpwuu-TrOGMKOB)
20 mr/mn 1 Mn byt
8. MopduH TabneTkn (Kancynbl) 180 TabneTtok
NPONOHIMPOBAHHOIO (kancyn)
OencTeus 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 tabneTtok (kancyn)
60 mr 20 tabneTtok (kancyn)
100 mr
200 mr
9. MopduH TabneTku
5 wmr 100 TabneTok
10 mr 100 TabneTtok
10. MopduH Kannu gna npnema
BHYTpb 20 mr/mn 20 mn 4 pniakona
11. MopduH PactBop ansa npuema
BHYTPb (MOHOA03bl)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcukonoH + HanokcoH TabneTtku
NPOMOHIMPOBAHHOTO
nencTeus
5mr+25wmr 100 TabneTtok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | MponunoHnndeHmunaTokcnaTUNnnnepuamH | TabneTku 3aweyHole 20 50 TabneTok
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

[lokyMeHT npefoctaBneH KoHcynbTaHTloC

pewenTyp... [aTta coxpaHeHus: 11.01.2024
mr
14. deHTaHun MnacTeipb
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTbipen
75 MKr/yac 10 nnactbipen
100 mkr/vac 10 nnacTbipen
15. deHTaHuN Cnpelt Ha3anbHLIN
®nakoH 50 mkr/gosa
2,0 mn (10 po3) 24 cpnakoHa
3,2 mn (20 po3) 12 dpnakoHoB
5,0 mn (40 po3) 6 dnakoHoB
®nakoH 100 mkr/gosa
2,0 mn (10 po3) 12 dpnakoHoB
3,2 mn (20 po3) 6 pnakoHoB
5,0 mn (40 po3) 3 dhnakoHa
dnakoH 200 mkr/go3a
2,0 mn (10 go3) 12 dpnakoHoB
3,2 mn (20 po3) 6 dhnakoHoB
5,0 mn (40 po3) 3 dhnakoHa
Mpunoxexune N 2
Kk MNopsagky HasHavyeHus
nekapCcTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKA30M
MwuHucTepcTBa 30paBOOXpPaHEHMS
Poccuinckon denepaumm
oT 24 Hos16psi 2021 1. N 1094H
CnpaBo4Ho
PEKOMEHAOBAHHbIE K UICMOJIb3OBAHUIO COKPALLEHUA
NMPU O®OPMJTIEHAU PELEENTOB
N CokpaweHue lMonHoe HanuncaHne Mepesopn
n/n
1. aa ana no, NOpoBHY
2. ac., acid. acidum Kucnota
3. aer. aerozolum aspo30/ib
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM HokymeHT npenocTaBneH KoHcynbTaHTiioc

[aTta coxpaHeHus: 11.01.2024

peuenTyp...
4. amp. ampulla amnyna
5. ag. aqua Boja
6. ag. purif. agua purificata BOAa OYULLIEHHas
7. but. butyrum macno (TBepaoe)
8. caps. capsula Karncyna
9. comp., cps compositus (a, um) CNOXHbIN
10. D. Da (Detur, Dentur) Beinali (Tlyere suinaro, Myt GyaeT
11. D.S. Da, Signa Detur, Signetur Bbmiﬁ;ﬂ%ioci”oagz;ﬁ;z2y'qu
12. D.t.d. Da (Dentur) tales doses Beipan (Tycte Gggg; BblAake!) Takne
13. dil. dilutus pasBefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble yacTu
15. emuls. emulsio 3MynbCKUs
16. extr. extractum 3KCTPaKT, BbITSKKA
17. in enem. in enemas B MUKPOKNN3mMax
18. F. Fiat (fiant) MycTtb 0bpasyeTcs (obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, kannu
21. gtt. peror. guttae peroralis Kannu ang npvema BHyTpPb
22. inf. infusum HacTomn
23. in amp. in ampullis B amnynax
24, in tab. in tab(u)lettis B TabneTkax
25. | intab. prolong. in tab(u)lettis prolongatis B Ta6neLK§éB%ggﬂz:r§§BaHHb'M
in tab. prolong, . . _ _ B TabneTkax c NPONIOHIMPOBAHHBIM
26. obd. in tab(u)lettis prolongatis obductis BbICBOOOXAEHMEM, NOKPBITHIX
obonoukon
27. in tubul. in tubulis B THoOMKax
28. lin. linimentum NVMHUMEHT
29. liq. liquor XNOKoOCTb
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peuenTyp...
30. lot. lotion NOCbOH

31. m. pil. massa pilularum nunionbHaa mMacca

32. membr. bucc. membranulae buccales NIEHKN 3alle4Hble

33. M. Misce, Misceatur (MycTb (%“;lzlfiﬂemam)

34. mixt. mixtura MUKCTYypa

35. N. numero YMCIIOM

36. ol. oleum macno (kugkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIONA, NUNIn

39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec. praecipitatus OCaXXAEeHHbIN

41, pulv. pulvis NMOpOLLOK

42, g.s. guantum satis CKOINbKO NOTpebyeTcs, CKONMbKO Haao
43. r., rad. radix KOp€eHb

44, Rp. Recipe Boabmu

45, Rep. Repete, Repetatur MoeTopu (MycTb GygeT NOBTOPEHO)
46. rhiz. rhizoma KOpHeBWULLE

47. S. Signa, Signetur 0603'3%12523;2)63'”&

48. sem. semen cems

49. simpl. simplex npocTou

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. spr. nas. spray nasale crnpen HasanbHbIN

54, supp. suppositorium cBeYa, Cynno3vTopun

55. susp. suspensio CYCNeH3usi, B3BECb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTouka
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

peuenTyp...
58. tubulis tubulis THOOMKK
59. STT Systema Therapeutica Transcutanea TparcaepmansHas
TepaneBTudeckasa Cucrema
60. ung. unguentum Masb
61. vitr. vitrurn CKNAHKa
Mpunoxexne N 2
K npukady MyHucTepcTBa 3a4paBOOXpaHEHMs
Poccuinckon denepaumm
oT 24 Hos16pst 2021 1. N 1094H
OOPMA PELEMTYPHOIO BJIAHKA N 107-1/Y
MwuHucTepcTBO 3apaBooxpaHeHnst Poccumnckon Koa dpopmbl no OKY[]
depepauymu Kopg yupexaenua no OKMNO
MeauvumHcKaa oKyMeHTauums
HaumeHoBaHue (wtamn) ®opma N 107-1/y
MeANLUHCKOW OpraHu3aumnm YTBepxaeHa npukasom

MwuHMCcTEpCTBa 34paBOOXpPaHEHNS
Poccunckon denepaunn

oT 24 Hosi6ps 2021 r. N 1094H
HavmeHoBaHue (WTamn) nHaMBMAYyarnbHOro

npegnpvHumaTtens (ykasatb agpec, HoOMep U
OaTy NMUEeH3nmn, HaMMeHOBaHNE opraHa
rocy4apCTBEHHON BNacTu, BbiAABLLETO
NULUEH3NIO)

PELUENT
(B3pOCHbIN, OETCKUI - HYXXHOE NOAYEPKHYTH)
" 20_ r.

damunus, nHMLMansLl UMeHU 1 0T4ecTBa (MOCMNeaHee - Npy Hanuyun)
naumeHTa

[aTa poxgeHus

damunus, MHULManNbl UMeHU N 0T4yecTBa (MOCnegHee - NPy HaNU4nK)
neyvallero Bpaya (denbaLlepa, akyLiepku)

py6.|kon.| Rp.
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

py6.|kon.| Rp.

Moanuck M.T1.
1 nevaTb nedvawlero Bpaya
(mognuce denbaluepa, akyLepkm)

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOYEePKHYTH) (ykazaThb
KOJIMUYEeCTBO IHEN)

O6opoTHas cTopoHa

OTmeTKa 0 Ha3Ha4YeHun NleKkapCTBEeHHOro
npenapaTa no peLleHno Bpa4yebHon KoMmuccmm

MpuroToBun MpoBepun OtnycTtun

®OPMA PELEMNTYPHOI'O BJIAHKA N 148-1/Y-88

MwuHucTepcTBO 3apaBooxpaHeHnst Poccuinckon Koa dopmbl no OKY[] 3108805
depepauymu MeguunHckas goKyMeHTaLuums
dopma N 148-1/y-88
HanmeHoBaHue (wtamn) YTBEpXaeHa NprKkaszom
MEANLMHCKOW opraHn3aLmm MwuHncTepcTBa 34paBoOXpaHeHus

Poccuiickon depepaumm
OT 24 Hos16psA 2021 1. N 1094H

HavmeHoBaHwue (WTamn) nHaMBMAYyarnbHOro
npeanpuHumarens

(ykasaTb agpec, HoMep U AaTy NuueH3uu,
HavMeHOBaHWe opraHa rocygapCTBEeHHON
BNAacCTW, BblOABLUETO JIMLEH3NIO)

e | | [] L) LvL) O L) L L
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peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

PELUENT " 20 .
(baTa ochopmneHusa-peuenTa)

(B3pOCHbli, AETCKUM - HY)XKHOE NOAYEePKHYTD)

damunus, nHuyuansl UMeHn 1 oT4ecTBa (nocnegHee - Npu HanU4um)
nauueHTa

[aTa poxgeHus

A/J,pec MecTa xutenoctsa unn N mMeguumHCKom KapTbl aM6ynaTopHoro naumeHTa, nony4aroulero
MeaNLNHCKYO NnomMoLb B aM6ynaTopr|x YCINoBUAX

damunus, nHMUMansl UMeHU 1 oT4ecTBa (MocrneaHee - NPy Hanu4yun)
nevauero Bpayva (dhenbglepa, akyLuepkm)

Mognuck 1 nevaTtb nevallero Bpaya M.IT.
(noanuck denballepa, akyLepku)

Peuent pencrteuteneH B TeyeHne 15 aHen

O6opoTHasa cTopoHa

OTMeTKa 0 HazHa4YeHWUN NekapCcTBEHHOIo
npenapara no peLueHnio BpadyeGHoli koMmmuccum

MpurotoBun MpoBepun Otnyctun

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

MWHNCTEPCTBO 34paBOOXPaHEHMS MECTO YTBEPXIOEHA
Poccuiickon degepauum oA npukasom MuHucTepcTBa
WTPUXKO 3paBOOXpaHeHns
www.consultant.ru Crpanuua 20 u3 37
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peuenTyp...
DA <*> Poccunckon depepaunn
OT 24 Hosi6psa 2021 1. N
1094H
LWTamn
Kopg

MeOMLMHCKON opraHM3auum

LLramn
Kopn

nHOnBuaOyanbHOro npeanpuHnMmarTens

Koa doopmbl no OKY[1 3108805

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

Kop, Kop Ho3onornyeckomn MCTOYHMK bnHaHCUpoBaHUS:
KaTeropuu dopwmebl (no MKB) (nogyepkHyTh)
rpaxgaH % onnaTbl:
1. ®egepanbHbin GogxeT (nogYepkHyTb)
2. BrogxeT cybbekra Poccuickon
depepaumm

3. MyHuuunanbHbIn BogxeT
1. BecnnaTtHo

2. 50%
3. uHonn %

PELEMNT  Cepus N [aTa ocbopmneHus: 20 T.

damunusg, vHMUManbl MMEHM KM OoT4yecTBa (NocrnegHee - Mpu
HanMyMM) nayueHTa Hata poxgeHus

CHMNC

N nonuca
obsazaTenbHOro
MeOULMHCKOro
CTpaxoBaHus:

Homep MeaMUMHCKON KapTbl NaUueHTa, Nony4YaoLero MeaMUHCKY NoMoLLb B amBynaTopHbIX
yCroBuax

damunus, nHumansl UMEHN N OTYECTBAa (nocne,u,Hee - npun HaJ'IW-IMM)
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peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

nevaulero Bpava (enbaliepa, akyLlepkn)

Py6. Kon.

[ o LA U PPPPPRTP

Moanuck 1 nevaTb nNevailero Bpava
(mognuck denbaluepa, akyLepKm)

M.TT.

PeuenT gevictButeneH B TeveHne 15 gHen, 30 aHen, 90 gHen (HyKHOE NOAYEPKHYTD)

OTnywieHo no peuenTy:

TOpFOBOG HanMeHoBaHWMe N OO3UpPOBKa:

Hata otnycka: "_ " 20 KonnyecTtso:
Mpurotosun: Mposepun: Otnyctun:
(nvHKS oTpbIBA)
KopeLuok peuenTypHoro 6rnaHka Cnocob npumeHeHus:
HalMeHoBaHMe MpogomkuTensHOCTb OHen
nekapCcTBEHHOro npenapara:
Josnposka: KonunyecTtBo NnpuemMoB B AeHb: pas
Ha 1 npuewm: en.

<> B Ccny4yae Wu3roToBlieHMA peuenTtypHoro OnaHka C WCNoNb3oBaHNEM KOMMbOTEPHbIX

TEXHOMNOTMNA.

O6opoTHasa cTopoHa

OTMeTKa 0 HasHaYeHUN NeKapcTBEHHOro
npenapara Mo peLueHnio BpadebHon Kommceni
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

MpurotoBun MNpoBepun Otnyctun

MpunoxexHne N 3

K npukady MyHucTepcTBa 34paBoOOXpaHeHMs
Poccuickon denepaumm

oT 24 Hos16pst 2021 1. N 1094H

NOPAOOK
O®OPMITIEHUNA PELIENTYPHbIX BJTAHKOB HA NEKAPCTBEHHbIE NMPENAPATbI,
UX YYETA U XPAHEHUA

I. OhopMneHue peuenTta Ha 6ymakHOM HocuTene

1. Ha peuentypHbix 6naHkax gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEPXHEM Yrny
NpoCTaBnseTCcs WTamn MeQULMHCKON OpraHn3aLmmn ¢ yKasaHMeM ee HanMeHOBaHus, agpeca 1 TenedoHa ¢ aTon
BbINWCKW (faTov ohopMIeHUs) peLienTa Ha NIekapCTBEHHBIN nNpenapar.

HononHuTenbHO Ha peuenTypHom O6naHke dopmbl N 148-1/y-04(n) npocTaBnsieTcs Ko4 MeOULUHCKOWN
opraHm3aumm B cootBeTcTBUM ¢ OCHOBHBLIM rOCY4apCTBEHHbLIM perncTpaumMoHHbIM HomepoM (ganee - OIMPH).

Cepusa peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BknoyaeT kog cybbekta Poccuinickon ®degepauun,
COOTBETCTBYHOLLUI OBYM nepsbIM umdpam O6wepoccuiickoro Knaccudpukatopa 00BbEKTOB
aAMWHUCTPaTUBHO-TeppUTOopmansHoro aenenns (ganee - OKATO).

Paspeluiaetcs u3rotaBnuBaTb peuenTypHble GnaHkn dopmel N 107-1/y n cdopmbl N 148-1/y-04(n) ¢
MOMOLLIbHO KOMMBIOTEPHBIX TEXHOMOTUN.

PeuentypHble 6naHkm dopmbl dopmbl N 148-1/y-88 un3rotaBnmBaloTCA WCKAYUTENBHO TuNorpadgckum
cnocobom.

2. Ha peuenTypHbIX 6naHkax, O(*)OpMJ'IFIeMbIX nHamemayarnibHbIMK  npegnpuHnMartenamMmm, MMmerwmnmMmn
NMUEeH3NK0 Ha MeaUUMHCKYI OeATellbHOCTb, B BepXHeM JieBOM Yyrny TI/II'IOFpanCKI/IM cnocobom umnu nytem
npocTaBrieHna wWwtamMmna AOoJNKeH ObITb yKazaH agpec uHOuMBuAOyanbHOro npeanpuHuMartend, HoMep U aarta
NnueH3nn, HammeHoBaHne opraHa rocyp,apCTBeHHoﬁ BacTwh, BbigaBLlero JIMueH3nto.

3. PeuentypHble 6naHkm cdopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHs0TCA MeOULMHCKUM
pabOTHNKOM YEepHUIaM1 UINK LLAPUKOBOW PYYKOMN.

4. JonyckaeTca odhopMieHne BCEX PEKBU3UTOB (3a MCKIOYeHneM peksusnta "lNognmck nevaiero Bpaya
(nognuck denbawepa, akywepku") peuenTypHbix 6naHkoB dopmbl hopmbl N 107-1/y, dpopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) ¢ ncnone3oBaHMEM MeyaTaroLLmMX YCTPOUCTB.

5. OchopmneHune peuenTypHbix 6naHkoB popmbl N 148-1/y-04(n) BKNtoYaeT LMdPOBOE KOANPOBAHUE.

LincdppoBoe KoaMpoBaHue ykasaHHbIX peLenTypHbiX 6raHKoB BKMOYAET:

1) kog meauuuHckon opraHmsauuu (OMPH) nnn koa nHanBuayaneHoro NnpeanpuHUMaTensi B COOTBETCTBUM C
OCHOBHbIM TrOCyAapCTBEHHbIM PErMcTpaLMoOHHbIM HOMEPOM WHAMBMAYANbHOIO npegnpuHuvarensa (nanee -
OIPHWIN), npocTaensiembln Npy M3roTOBMEHMM peLenTypHbIX ONaHKoB;
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peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

2) Kop, KaTeropvm rpaxagaH, MMerLLMX NMpaBo Ha NofyvyeHne fekapCTBEHHbIX NpenapaToB B COOTBETCTBUN CO
ctatbeln 6.1 depepanbHoro 3akoHa oT 17 uona 1999 r. N 178-®3 "O rocymapCTBeHHOW coumanbHon nomoLymn”
<1>, 1 ko4 Ho3onoru4eckon popmbel No MexayHapoaHOW CTaTUCTMYECKOW Knaccudumkaumm 6onesHen u npobnem,
cBs3aHHbIX €O 3gopoBbemM (10-11 nepecmoTp) (aanee - MKB), 3anonHsemMble nevyawym Bpavyom nyteM 3aHeceHus
Kaxxaon undpbl B NycTble A4erku, NpyM 3TOM TOYKa NPOCTaBnseTCA B OTAENIbHON AYelKe;

<1> CobpaHue 3akoHogatenscTBa Poccuinckon degepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT1. 8577.

3) oTmeTKy 006 MCTOYHMKEe brMHaHcuMpoBaHusa (dedepanbHbii GromkeT [1], OoaxeT cybbekta Poccuiickon
depnepaumu [2], MyHnuunanbHbin 6oaxeT [3]) n npoueHTe onnaTel peuenTa (6becnnatHo [1], 50% [2], nHon % [3]);

4) WTpUX-KOA - OOMNOMHUTENBHBIA PEKBU3UT (B CriyYae M3roTOBMNEHUNA Ha TeppuTopun cybbekta Poccuickon
depepauymu peuentypHoro 6naHka ¢ UICNoNb30BaHNEM KOMMbIOTEPHBIX TEXHOMOMNIA).

6. B peuentypHbix 6nankax dpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpacdbe "®amunus, nHnumansl
MMeHN 1 oTYecTBa (NocnegHee - NPy HanNMuMM) naumeHTa" ykasbiBaTca hamunus, nHuumansl UMEeHN n oTyecTea
(nocnegHee - Npy HaMM4MK) NauneHTa.

7. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "[data poxaeHus"
YKa3bIBaeTCs faTa poXaeHUs naumeHTa (4Mcno, mecsd, roa).

JdononHutensHo B peuenTypHbix bnaHkax dopmbl N 148-1/y-88 u chopmbl N 107-1/y ona geten B Bo3pacte
bo 1 roga B rpace "[ata poxaeHns" ykasblBaeTCsl KOMYECTBO MOSIHbIX MECALEB.

8. B peuenTypHbix 6naHkax cdopmbl N 148-1/y-04(n) B rpadax "CHWUIIC" n "N nonuca obs3aternbHoro
MEAMLMHCKOro CTpaxoBaHMA" ykasblBalOTCS CTPaxOBOW HOMEP MHAMBWUAYaNbHOMO NMULEBOrO cyeTa rpaxgaHvHa B
MeHcuoHHom doHae Poccuiickon depepaumn (CHWJIIC) (npu Hanuuum) M Homep nonuca obAsaTenbHOro
MEAMLMHCKOro CTpaxoBaHusl.

9. B peuenTypHbix GnaHkax ¢opmbl N 148-1/y-88 B rpacpe "Agpec mecTa XWTenbCTBa WM HOMEP
MEeOMULMHCKOW KapTbl NauueHTa, NonyvarLwero MegULMHCKYI0 NOMOLLL B aMOynaTopHbIX YCroBusax", yka3biBaeTcs
MOYTOBBLIN agpec MecTa XUTenbcTBa (MecTa nNpebbiBaHUs UMM MecTa (hakTUYECKOro NpoXmMBaHUSA) nauueHTa unm
HOMEp MeOULMHCKON KapTbl NauMeHTa, NonyyarLlero MeamUmMHCKY MOMOLLb B aMBynaTOPHbIX YCOBUAX <2>.

<2> NMpuka3 MuHucTepcTBa 3gpaBooxpaHeHns Poccuiickon ®enepauun ot 15 aekabps 2014 r. N 834H "O6
YTBEPXAEHUN  YHUMDUUMPOBAHHBLIX (OPM  MEAMUUHCKONW OOKyMeHTauuW, WCMOoNb3yeMblX B  MeAULMHCKNUX
opraHm3aumsx, okasbliBaoLWwmMxX MeQULUHCKYHO NMOMOLLb B amBynaTOpHbIX YCIOBUSAX, U MOPSAAKOB MO UX 3anofHeHuo"
(oanee - MNpukas N 834H) (3apeructpupoBaH MuHuctepcTsom toctuumm Poccuiickon Pepgepaumm 20 despans 2015
r., pernctpaumoHHeln N 36160) ¢ u3MeHeHWsIMU, BHECEHHbIMW Mnpukazamu MuHUCTEpcTBa 34paBOOXpPaHEeHus
Poccuinckon ®epepaumm ot 9 sguBapsa 2018 r. N 2 (3apernctpupoBaH MuHucTepcTBOM toCcTULMM Poccuinckon
®epepaumun 4 anpens 2018 r., pernctpauuorHsii N 50614), ot 2 Hosi6pa 2020 r. N 1186H (3aperncrtpmpoBaH
MuHucTepcTBoM tocTuummn Poccuiickon ®enepauum 27 Hosbpsa 2020 r., pernctpaumoHHbin N 61121).

YkasaHvne u agpeca MecCTa XutenbctBa W HOMepa MeONLMHCKOM KapTbl MauueHTa, nony4yaruiero
MEONLNHCKYIO NMOMOLLb B aM6ynaTopr|x yCnoBusAx, He ABINAETCA OLUNGKOMN.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeaMUMHCKOWM KapTbl MNaLMeHTa,
nony4arwLero MeauUMHCKY0 MOMOLLb B aMOynaToOpHbIX YCMNOBMAX" YKa3blBA€TCs HOMEP MEOULMHCKOW KapThbl
naumeHTa, Nony4yaroLLero MeanLUMHCKY MOMOLLb B aMOynaTOpPHbIX YCIOBUAX <3>.

<3> lNpukas N 834H.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

10. B rpage "damunusa, mHUUmMansl MMEHW u oT4yecTBa (MOocnegHee - MpyM HanMyuK) fnevawlero Bpada
(cbenbaliepa, akywepkun)" peuentypHbix 6naHkos ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) ykasbiBatoTCs
MOMHOCTbI amMunus, MHUMLManbl UMEeHW, OoT4yecTBa (MocnegHee - MpU HanMuUM) MeLMLMHCKOro paboTHuka,
Ha3HauMBLLEro NeKapcTBeHHble NpenapaTbl U ohopMmBLLIETO peLenT.

11. B rpadhe "Rp" peuentypHbix 6naHkoB oopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcs:

1) HauMmeHOBaHWe feKapCTBEHHOro npenapaTta (MeXZyHapogHOe HenaTeHTOBaHHOE HaWMeEHOBaHMeE,
rPynnNMPOBOYHOE WITM XUMUYECKOE HauMeHOBaHMEe, TOProBoe HaMMEHOBaHWE) Ha NaTUHCKOM S3blke WM Ha
pycckoMm si3blke, chopma BbiMycka, O03MPOBKa, KOMMYECTBO (yKasblBaeTCA MPOMUCLI0O Ha peLenTypHOM OGraHke
dopmbl N 107/y-HI);

2) cnocob nNpumeHeHWs nekapcTBEHHOro npenaparta Ha rocyaapcTBeHHOM A3blke Poccuickon ®depepauun
nnn Ha rocygapcTBeHHOM s3blke Poccuickon ®egepaunm n rocygapCTBEHHOM A3blKe Pecnybnuk U MHbIX s3blkax
HapogoB Poccuiickon depepaumm <4>,

<4> Yactb 1 crtatbm 15 3akoHa Poccuiickon ®egepaumm ot 25 oktabpsa 1991 r. N 1807-1 "O sasbikax
HapogoB Poccuiickon depepaumn” (ganee - 3akoH N 1807-1). (Begomoctn cbesga HapoaHbix genytato PCOCP
n BepxosHoro Coeseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTennctBa Poccuickon degepaumm,
1998, N 31, cT. 3804).

KoHcynbTaHTlnoc: npyumeyaHue.
Hymepauus nyHKTOB AaHa B COOTBETCTBMM C OhuLManbHbIM TEKCTOM JAOKYMEHTA.

13. lpu ochopmneHnn peuenTypHbiX OnNaHKOB 3anpeLlaeTcss OorpaHuYMBaThCsl OOLMMU  yKa3aHUSMW,
Hanpumep, "BHyTpeHHee", "3BecTHO".

14. PeuenT, odopMneHHbIA Ha peuenTtypHom Gnavke cdopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
NoANUCLIBAETCS MEOULIMHCKUM PabOTHUKOM U 3aBEPSETCH €ro nevaTbio.

Peuent, odopmneHHbln Ha peuentypHoMm OGnaHke c¢opmbl N 148-1/y-88 u copmbl N 148-1/y-04(n),
OOMOMHUTENbHO 3aBepseTcs neyaTblo MeanUMHCKON opraHnsaumm "Ona peuentos”.

Ons peuenTa, odoopmneHHOro Ha peuenTtypHom 6naHke popmbl N 107-1/y, Hannune nevaTtn "Onsa peuenTtoB”
He aABnsieTcA 00A3aTenbHbIM.

15. Ha ogHom peuenTtypHom GnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspesaetcs
OCYLLEeCTBNATb Ha3Ha4YeHUe TONbKO OAHOro HaMMEeHOBaHWS NIeKapCTBEHHOroO npenapara.

Ha ogHom peuentypHom ©6naHke d¢opmbl N 107-1/y paspeluaeTcsa OCyWEeCTBMASATb HasHaAYeHWE TONbKO
O0OHOr0 HaMMEHOBaHWA NeKapCTBEHHOro mpenapara, oTHocswerocsd no ATX K aHTUNCUMXOTUYECKMM cpeacTBam
(kog NO5A), ankcuonutukam (kog NO5B), cHoTBOpHBIM 1 cegaTuBHbiM cpeacteam (kog NO5C), aHTugenpeccaHTam
(kog NOBA) n He nognexawero npegmMeTHO-KONMYECTBEHHOMY yYeTy, N A0 TPeX HaMMEHOBAHUN NIeKapCTBEHHbIX
npenapaToB - AMsi UHbIX NIeKapCTBEHHbIX NMpenapaToB, He OTHECEHHbIX K BbilLeyKa3daHHbIM ATX.

16. VicnpaBneHus B peuenTe He JonycKalTCs.
17. Mpun odopmneHun peuenTypHbix OnaHkoB copm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
nekapcTBeHHble npenapaThbl, HA3Ha4YEeHHbIE MO PELUEHNI0 BpavyebHOM kKoMmuccumn, Ha 06opoTe peuenTypHoro GraHka

CTaBWTCH crneuuanbHas oTMeTKa (Lwramn).

18. Ha peuentypHom 6GnaHke c¢opmbl N 148-1/y-04(n1) BHM3Y MMeeTCA NWHUSA OTpbIBa, pasgenstollas
peLenTypHbIN BriaHK 1 KOPELLOK.

Kopellok oT peuenTta, OqOPMIEHHOrO Ha yka3aHHOM peLenTypHoM 6rnaHke, BblOaeTcs MauueHTy (ero
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3aKOHHOMY MpPEeACTaBUTENI0) B anTeyHoW OpraHv3auuv, Ha Kopellke OenaeTcss OTMeTKa O HauMeHOBaHWK
nekapcTBEHHOro npenapara, 403UpPoBKe, KONNYecTBe, Cnocobe NpUMeHeHus.

Il. OcbopmneHue peuenTta B hopMe 3N1IeKTPOHHOIO AOKYMEHTa

19. Peuent B ¢opme 3MEKTPOHHOrO AOKYMEHTa, MOAMUCAHHOIO YCWUMEHHOW KBanuuuMpoBaHHOM
9MNEKTPOHHOW MOANUCBID, OPMUPYETCA MEOUUMHCKUM paboTHUKOM, CBEOEHWS O KOTOPOM BHECEHbl B
denepanbHbI perncTp MeguuMHCKMX paboTHMKOB <5>, a Takke npu YCroBWMM perncrpauum MeguumHCKon
opraHm3aumu, B KOTOpon odhopmnisieTcs peuent, B dedepanbHOM peecTpe MEOMUUHCKMX opraHusaumm <6>
€ANHON rocygapCTBEHHOM WHM(OPMALMOHHOM CUCTEMbl B cdiepe 34paBOOXpPaHEHWA W MOOKIHYEHUS TaKown
MEeLMLIMHCKON OpraHn3aumm K rocygapcTBeHHOM MHpOpMaLMOHHON cucteme B cchepe 3apaBooxXpaHeHnsi CyobekTa
Poccuiickon ®epepauum <7>.

<5> Yactb 4 crtatbn 91.1 ®epgepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHogaTtenbcTBa Poccuickon
depepauum, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 depepanvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Ctatbu 91 n 91.1 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbctBa Poccuinckon
depepauun, 2011, N 48, cT. 6724).

20. lMpu odopmneHun peuenta B OpPMe INEKTPOHHOIO AOKYMEHTa Ha NekapCTBEHHble npenaparbl,
yka3daHHble B nyHkTax 9 u 11 lNopsagka HasHayeHus neKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHOro HaCTOSLUM
NpMKasoM, U OTnyckaemMble 3a NOMHY CTOMMOCTb, 3aMONHATCS CrieayloLlmne peKBU3UTLI:

1) kog cybbekTa Poccuiickon Pegepaumm no OKATO, onpegensownii rocyAapCcTBEHHYHO MHOPMALMOHHYHO
cuctemy B cdepe 3gpaBooxpaHeHusi cybbekTa Poccuiickon Pepepaummn, B KOTOpOM copMMpOBaH peuenT B
opmMe 3NEeKTPOHHOIO JOKYMEHTA;

2) HauMeHoBaHWe MeAMLMHCKOW opraHu3auuu, agpec, TenedoH unv damunus, MHUUManbl UMEHU W
oTyecTBa (MocrnegHee - MpU  HanUuuuM) WHAMBMAOYANbHOrO MpeanpuvHUMATENs, WMMEILWEro JUUEH3NI0 Ha
MEANLMHCKYIO0 AesATeNbHOCTb, ero afpec;

3) OIPH iopuanyeckoro nuua (MeguumHckonm opraHusauum) wnun  OFPHUIT  uHauBuayansHoro
npeanpuHUMaTens;

4) paTta ochopmneHus peuenTta (ykasbiBaeTcs YMcno, Mecsu, roq);

5) pata okoHuaHus oencteus peuenta (popmupyetcs rocyaapcTBEHHOW MHEOPMAaLMOHHOW CUCTEMOWN B
cdepe 3gpaBooxpaHeHns cybbekTa Poccuinckon ®enepaunm B COOTBETCTBUMU CO CPOKaMy AeNCTBUs peuenTos: 15
aHen, 30 gHen, 60 gHen, 90 gHen, go 1 roga);

6) yHuMKanbHbI HOMep peuenTta (popmupyeTcsi rocyaapCTBEHHOW MH(OPMaLUOHHON cucTtemon B cdepe
34paBooxpaHeHust cydbekta Poccunckon ®egepauum n obecneynBaet 0gHO3HAYHYHO MAEHTUMUKAUMIO peLienTa B
dopMe aNeKTpoHHOro AokymeHTta B codetaHun ¢ OKATO, OMPH nnn OrPHUNM);

7) oTmeTkM "cito" (cpo4Ho) unm "statim" (HemegneHHo) NpyM HeEOBXOOUMOCTU CPOYHOrO UMM HEMEANEHHOrO
OTMyCKa NeKapCTBEHHOro npenapara naumeHTy;

8) agpec naumeHTa (ykasbiBaeTCs MOYTOBLIA agpec MecTa XWTenbcTBa (MecTa npebbiBaHUs uUnu mecrta
aKTU4ECKOro MPOXMBaHWS) C yka3aHMEM MHOEKCa, HauMeHOBaHMsA Kpasi, obracTtu, pecnybnvku, aBTOHOMHOMO
oKpyra u nHoro cybbekta Poccuiickon ®Pepepaumm, HaMMEHOBAHUSA HACENEHHOro MyHKTa, HAMMEHOBaHMWSA YInLbl
(npocnekTa, nepeynka, npoesaa), Homepa Aoma (C yKkasaHueM Kopnyca, Npu Hannium), HoMepa KBapTupbl);

9) HOMeEp SNEKTPOHHOW MEOULMHCKOW KapTbl NMauueHTa B rocygapCTBEHHOM MHAOPMALMOHHOW CUCTeEME B
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cepe 3gpaBooxpaHeHusa cybbekta Poccuickon depepaumy;
10) pbamunuga, nma, oT4ecTBO (NOCNeaHee - Npu HanU4yMM) NaumneHTa NOSIHOCTbLIO;

11) pata poxaeHus nauueHTa (ykasblBaeTcsl 4ucno, Mecsu, rod), Ans Aeteir Ao 1 roga AOMNOMHUTENbHO
yKasblBaeTCs KONMMYECTBO NOSHbIX MECALEB;

12) dpamunug, mHMUManbl UMEHU W oT4yecTBa (nocrnegHee - NpW HanNWyMu) MeaULUHCKOro paboTHUKa
MOMTHOCTbIO;

13) HauMmeHOBaHWe nekapCTBEHHOrO npenapaTta (MexayHapogoHoe HenaTeHTOBaHHOe HauMeHOBaHue,
rPYNNMPOBOYHOE UMM XUMWUYECKOE HaVWMEHOBaHWE, TOProBOE HaUMeEHOBaHWE), [03UpoBKa, dopma BbIMycka,
KONMYeCTBO (BCE MO3NLUM YKa3bIBAKOTCS HA PYCCKOM si3bIKe);

14) cnocob nNpMmMeHeHus nekapcTBEHHOro npenapaTa Ha rocygapCTBeHHOM fA3blike Poccunckon ®egepaumm
WM Ha rocygapcTBeHHOM fA3blke Poccunckon degepaumm u rocygapCTBEHHOM A3blke pecnybnuKk M UHbIX A3blkax
HapogoB Poccuiickon ®epgepaunmn <8>;

<8> Yactb 1 ctatbm 15 3akoHa N 1807-1 (Begomoctn cbesna HapoaHbix genytatoB PCOCP n BepxoBHoro
Coseta PCPCP, 1991, N 50, ct. 1740; CobpaHue 3akoHopatenbcTBa Poccuiickon depepauunn, 1998, N 31, cT.
3804).

15) [OOKYMEHT, noATBepXKAalolMi HasHayeHWe J1eKapCTBEHHOro npenapata MO pelieHuto BpavebHoi
KOMWUCCUW MEOMLIVMHCKOW OpraHnsaumu;

16) OTMeTKa O Ha3HaA4YeHMU NEeKapCTBEHHOrO npenapaTta Mno peLleHno BpadebHON KOMUCCUN MEeAVLMHCKON
opraHusaumMu B cnyyasx, ykasaHHbix B ab3aue BTopoM nyHkta 6 [opsigka HasHavyeHus nekapCTBEHHbIX
npenaparoB, YyTBEPXAEHHOIO HAaCTOSALWMM NPUKA30M;

17) oTMeTKa o cneumanbHOM HasHa4YeHUN NekapCTBEHHOro npenapara (3anosfiHAeTCs B Cnydasx, YKa3aHHbIX
B NyHKTax 15 n 24 lNopsaka HasHavYeHWs NeKapCTBEHHbIX NpPenapaToB, YyTBEPXKAEHHOrO HAaCTOALLMM MPUKa30oMm);

18) oTmMeTka O cneuwanbHOM Ha3HayeHWM MeKapCTBEHHOro MnpenapaTta nauueHTy c 3abonesaHuveM,
TpebyloLWwmMmM ONUTENBHOrO KYpCOBOrO feveHus (3amonHseTcsa B cryyae, ykasaHHOM B nyHkte 23 [Mopsaka
Ha3Ha4yeHWs nekapCTBEHHbIX MpenapaToB, YTBEPXAEHHOro HacTOoAWMM MpuUKa3oM) C  MpocTaBfieHneM
NepuoanYHOCTU OTMNyCKa NlekapCTBEHHOro nNpenapara;

19) npn odopmneHun peuenta B POpMe 3INEKTPOHHOTO [OKYMEHTa Ha JieKapCTBEHHble npenaparhbl,
yKkasaHHble B nofnyHktax 2 - 5 nyHkta 9 u nyHkte 11 lMopsaka HasHaveHus nekapcTBEHHbIX MpenapaTos,
YTBEPXXAEHHOrO HAaCTOSALWMUM NMPUKa3oM, rpaxgaHam, MMerLWmMM npaBo Ha becnnaTtHoe NonyyYeHne nekapCTBEHHbIX
npenapaToB WNW MNoOfyYeHWe NeKapCTBEHHbIX MpenapaToB CO  CKWAOKOW,  3anofHAITCH  PEKBU3UTHI,
npeaycMoTpeHHble nognyHkTamu 1 - 18 HacTosLWwero nyHkTa, a Takke criefylolme pekBusunTbI:

a) Kateropus rpaxaaH, MMelLLMX NpaBo Ha MofyvYeHue NekapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO
cTtatben 6.1 degepanbHoro 3akoHa oT 17 uwonsa 1999 r. N 178-®3 "O rocygapCTBEHHOW coumarnbHOn nomom”
<9>:

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®eagepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.
©0) koa Hosonornyeckon gopmbl No MKB;

B) UCTOYHMK (bMHaHcupoBaHusa (1 - dbegepanbHbin OogxeT, 2 - GrompkeT cydobekTa Poccuickon ®epepaumu,
3 - MyHUUUNanbHbIN BloaXeT);

r) pasmep onnarsl (1 - 6ecnnatHo, 2 - 50%, 3 - nHon %);

www.consultant.ru Crpanuua 27 u3 37
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=449609&date=11.01.2024&dst=100090&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=452696&date=11.01.2024&dst=20&field=134
https://login.consultant.ru/link/?req=doc&demo=2&base=EXP&n=763941&date=11.01.2024

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

) CTpaxoBOW HOMEpP MHOMBMAYANbHOrO NMLEBOro cyeTa rpaxaaHvHa B [leHcumoHHom ¢hoHae Poccuiickon
®epepaumu (npy Hanudumn) (CHUNC);

€) Homep nonuca 0b6s3aTenbHOro MeANLMHCKOro CTPaxoBaHWs.

21. MNpun npocTaBneHnn OTMETKW, yYKkasaHHOW B noanyHkte 16 nyHkta 20 HacTosawero lNMopsagka, peuenT B
dopMe SNEeKTPOHHOro AOKYMEHTa MOANUCLIBAETCH YCUNMEHHOW KBanudULMPOBAHHOW 3MEKTPOHHOM MNOAMUCHIO
npeacenaTensa unu cekpetapsi BpayebHON KOMUCCUN MEOULMHCKOW OpraHm3auuun, npu npoCcTaBfeHUn OTMETOK,
yKasaHHbIx B nognyHktax 17 mn 18 nyHkta 20 HacTtoswero [Mopsgka, - yCUNeHHbIMW KBanuduuMpOBaHHbIMU
ANEKTPOHHBIMU NOANNCAMN COOTBETCTBYHOLLUX MEANLIMHCKUX pabOTHMKOB.

22. Mo TpeboBaHMIO NauMeHTa MMM ero 3aKOHHOrO MpeacTaBuTeENd OPOPMIISIETCA IK3EMNMsAp peuenta B
dopme 3MeKTPOHHOIro AOKYMEHTa Ha ByMaHOM HocuTene ¢ oTMeTkon "[lyenukaT anekTPOHHOro AoKyMeHTa".

lll. Y4yeT peuenTypHbIx 651aHKOB (3a UCKNIOYEeHUEeM peLenTypHbIX
6nankoB no dopme N 107/y-HIM "CneunanbHbin peuenTypHbIN 6GnaHk™)

23. Y4et peuentypHbix 6navkos ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), nsrotaBnuBaembIx
Tunorpadpckum cnocobom (ganee - peuenTypHble BnaHkW, nognexaiwime ydeTy), OCYLLECTBSETCS B >XypHanax
yyeTa, NPOHYMEPOBaHHbIX, NMPOLUHYPOBAHHBLIX W CKPeNfieHHbIX NOAMUCBHI0 PYKOBOAMTENSA U NeYaTblo MeAULMHCKON
opraHuMsaumMm WnuM MNOAMUCLI0 WHAMBMAYANbHOrO MPeanpUHUMATENs, WMEIOLEro JULEH3NI0 Ha MEAULMHCKYIO
AeATenNbHOCTb.

24. )XXypHan yyeTta peLenTypHbix 6naHkoB dopmbl N 107-1/y cogepXxuT crneayoLwime rpadbl:
1) Homep No NopsaaKy;

2) B pasgene "lMpuxoa™

a) garta peructpaumm JOKYMeHTa, NoATBEPKAAOLEro NocTynneHune;

0) HOMep n JgaTa JOKyMeHTa, NoATBepXAatoLwero NocTynneHne, HaMMeHOBaHNE NOCTaBLLMKa;
B) obLLee KONMYEeCTBO NOCTYMMBLLMX PEeLENTYPHbIX OraHKoB;

F) (*)aMI/IJ'II/IFl, MHUUnanol MUMeHn n oT4yecTBa (nocnep,Hee - npu Hanmqmm) N noanncb OTBETCTBEHHOIO
MeaNLUNHCKOro pa6OTHVIKa, nony4ymeLlero peuenTtypHblie ©OnaHKn OT NOCTaBLUMKA;

3) B pa3gene "Pacxoa™
a) Aarta Bblgayu peuenTypHbiX 6NaHKoB;
©) KONMYEeCTBO Bbl4AHHBLIX PELENTYPHbLIX GrTAHKOB;

B) cpamvmvm, MHUYnanbl MMeHn n oT4yecTBa (nocnep,Hee - npu HaJ'IVI‘-WII/I) OTBETCTBEHHOIo MeagunuunHCKoro
pa6OTHVIKa, nony4ymeLlero peuentypHblie OnaHku;

F) noanncb OTBETCTBEHHOIO MeaANLUMHCKOIo paGOTHVIKa, nony4ymeLlero peuenTtypHbie GnaHku;

4) chamunusa, uHMUManNb UMEHU U OTYecTBa (MocregHee - MpU HanMMyYMM) U MNOAMNUCH OTBETCTBEHHOMO
MeANUUHCKOro paboTHUKA, BblAABLUEro peuenTypHble GnaHkuy;

5) ocTaToK peuenTypHbIX GraHKOB.

25. XKypHan yuyeTa peuenTypHbix 6rnaHkoB copm N 148-1/y-88 n N 148-1/y-04(n) copepxuT cnegytoLime
rpadbl:

1) HoOmMep No NopsAaKy;
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

2) B pasgene "lMpuxog™

a) gata peructpaumm JOKYMeHTa, NoATBEPKAaoLLEero nocTynneHune;

6) Homep ¥ gaTa AOKYMeHTa, NoATBepXXAatoLero nocTynneHne, HauMeHoOBaHMe NOCTaBLLMKE;
B) o6LLlee KONMYeCTBO NOCTYMMUBLLMX PeLLenTypHbIX GraHKoB;

r) cepum 1 Homepa peLenTypHbIX GITaHKOB;

[) KOnM4ecTBO peLenTypHbIX 6naHKoB No cepusiM;

e) damunusa, uHUUManbl UMEHW U OT4ecTBa (nocnegHee - Mpu HanuuMu) M NOANUCb OTBETCTBEHHOrO
MeaMLMHCKOro paboTHMKa, NOMNy4YMBLLErO peuenTypHble OraHKn OT NOCTaBLUMKAE;

3) B pasgene "Pacxoa™:

a) Aarta Bblgayv peuenTypHblX 6naHKoB;

©) cepumn 1 HoMepa BblAaHHbIX peLenTypHbIX 6naHKoB;
B) KONIMYECTBO Bbl4aHHbIX peuenTypHbiX 6NaHKoB;

r) damunus, uHUuManbl UMEHU U oTYecTBa (NocrnegHee - MpW HanuyuM) OTBETCTBEHHOTO MeAWLMHCKOro
paboTHMKa, NOMYYMBLLENO peLenTypHble GrnaHku;

[) NoAnucb OTBETCTBEHHOIO MeAULIMHCKOro paboTHMKa, NONYyYMBLLETO peuenTypHble GraHku;

4) chamunusa, uHMUMANb UMEHU K OTYECTBa (NocrnegHee - MpU HanMMyYMM) U MNOAMNUCH OTBETCTBEHHOMO
MeaULMHCKOro paboTHMKa, BbiAaBLLErO peLenTypHble bnaHku;

5) ocTaToKk peLenTypHbIX Br1aHKOB.

26. YderT peuentoB, OMOPMIEHHLIX B (OpPMe 3MNEKTPOHHOrO AOKYMEHTa, OCYLeCcTBnAeTcs B
rocygapcTBeHHON MHGOPMaLUMOHHOW cucTeMe B cdpepe 3apaBooxpaHeHusi cybbekta Poccuiickon depepaunm
nocpeacTBOM BeeHUst eJMHOro peecTpa peLenToB, 0POPMIIEHHbIX B POPME 3NEKTPOHHbLIX JOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 6N1aHKOB (3a UCKNOYEeHUeM peLenTypHbIX
6nanHkoB no dopme N 107/y-HIM "CneunanbHbin peuenTypHbIN 6GnaHk™)

27. MeauumMHCcKMe opraHuMsauum nonyyatoT Heobxooumble peuenTypHble 6naHku, 0dopMNeHHbIe
TMnorpadckum crnocobom, Yepes TepputTopuarnbHble opraHbl YrpaBneHust 3gpaBoOXpPaHEHMEM UM opraHu3aumu,
YNOSTHOMOYEHHbIE Ha 3TO OpraHaMmn UCMONHUTENbHOW BnacTu cybbektoB Poccuitickoin depepaunn.

28. PeuenTypHble OnaHkM, noanexawimne YydeTy, XPaHSATCA OTBETCTBEHHbIM JULOM, Ha3HAYEHHbLIM
PYKOBOAMTENEM MEOULUHCKOM OpraHusauum, B 3anMpaeMoM MeTannudeckom wkady (cende) wunu
MeTanmmM4eckom sLmKe.

29. HauBmnayanbHbl NpegnpuHUMaTtenb, UMELWNA ULEH3NI0 Ha MeOUUMHCKY OeSTenNbHOCTb, XpPaHUT
peLenTypHble 6raHk1, nognexaiwime y4eTy, B 3anMpaeMoM MeTannmyeckoM wkady (cernde) unm metannmy4eckom
AmKe.

30. MpoBepka COCTOAHMA XpaHeHWs, ydyeTa, paKTUYECKOro HanuumMsa U pacxoda peuenTypHbIX GraHKos,
noanexalmx y4eTy, OAuH pa3 B KBapTas OCYLLECTBMSETCS KOMUCCUEN, CO3AaHHOW B MEAMLIMHCKOW OpraHusaLmu.

31. PeuentypHble OnaHku, odopmnsgemMble Ha OyMakHOM HOcuTene W MOoAnexalivMe yyeTy, BblOaloTCH
MeaNLMHCKUM paboTHMKaM, MMEIOLUM NpaBo 0MOPMIEHUS peLenToB, N0 PacrnopsHKEHNIO IMaBHOMO Bpayva unm ero
3amecTuTens.
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|_|OJ'Iy‘-IeHHbIe peuenTtypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpPaHATCA MeANUUNHCKUMU pa6OTHVIKaMVI B
nomeLleHmnsx, obecneumBaroLLmnx Nx COXPaHHOCTb.

32. [lporpaMMHO-TEXHUYECKME CpEeACcTBa rOCYAapCTBEHHbIX MHGOPMALMOHHBIX cucteM B  cdepe
3[paBOOXpPaHEHUS, MEANLNHCKMX MHEPOPMALMOHHBIX CUCTEM MEONLIMHCKUX OpraHn3auun obecnevmBaoT XpaHeHue
3MNEKTPOHHBIX peLenTtoB, 0POPMIEHHbIX B (DOPME 3NEKTPOHHBIX JOKYMEHTOB B TEYEHME CPOKOB, YCTAHOBJIEHHbIX
ONsl XpaHeHus peuenToB, OPOPMIEHHBIX HA COOTBETCTBYHOLMUX opMax peuenTypHbix B6naHKkoB Ha GymMakHOM
HocuTene <10>.

<10> TlognyHkT 5.2.169 T[lonoxeHus o MwuHuctepctBe (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Mpunoxexune N 4

K npuka3dy MmnHuctepcTBa 3gpaBoOXpaHeHus
Poccuickon denepaumm

oT 24 Hos16pst 2021 1. N 1094H

®OPMA CIEUMANBHOIO PELEMNTYPHOIO BNAHKA N 107/Y-HI1

MwuHucTepcTBO 3apaBooxpaHeHnst Poccninckon Koa dopmbl no OKY[]
depnepauymu MeguuunHckas gokyMeHTauuns
®opma N 107/y-HIM,
YTBEPXAEHHAsA NPUKA30OM
. MuHMCcTEpCTBa 34paBOOXPaHEHMS
wramn meguunHCKoun OpraHM3aL|,V|V| Poccumckom q)ep‘epaumm
oT 24.11.2021 N 1094H

PELIEMT

Cepus N

"t 20T

(maTa BbINMMCKK peLenTa)

(B3poCHnbIN, OETCKUI - HYXKHOE NOAYEPKHYTH)

damunus, uMs, oTHECTBO (MocneaHee - NPU HanNU4Mm)
naumeHTa

BospacTt

Cepvm 1N HOMEP nosimca 0obs13aTENbHOr0 MEANLIMHCKOTO CTpaxoBaHu4

Homep meguumHcKkon KapTbl

damnnus, ums, oT4ECTBO (MOocneaHee - NPU HanNM4mm)
nevaulero Bpada (denbalepa, akyLepkm)
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o PP PPPRPRURTRPRN

Moanuvck 1 nnyHas neyatb Bpava
(noanuck enbalwlepa, akywepkn)

M.TT.

damunus, ums, oT4ecTBO (NOCreaHee - NPU HanU4yMKn) U NOANUCH YNOSTHOMOYEHHOTO NnLa
MeOMLIMHCKON opraHM3auum

M.TT.

OTtmeTka anTeyHow opraHu3auum ob oTnycke

damunus, nmd, oT4eCTBO (nocnep,Hee - npun HaJ'IVI‘-IMl/I) n nognncb pa6OTHMKa anTeyHon opraHunsauunmn

M.TT.

Cpok gevicteus peuenta 15 gHen

MpunoxexHne N 5

K npukady MyHUCTepcTBa 34paBOOXpaHEHMS
Poccuitckon denepaumm

oT 24 Hos16pst 2021 r. N 1094H

NoPAQOK
N3roTOBNEHUSA, PACMPEAENEHUSA, PETMUCTPALIMW, YYETA U XPAHEHUS
PELIENTOB, COOEPXALLMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB
W NCUXOTPONMHbIX BELLECTB

I. Mopsipok n3roToBneHusi, pacnpeaeneHus cneymanbHbIX
peuenTypHbix 6naHkoB no ¢popme N 107/y-HI

1. OpraHuzauuio M3roTOBMEHUA W pacnpedeneHns peuentypHbix ©OnaHkoB no d¢opme N 107/y-HM
"CneumanbHbIl peuenTypHbi BnaHk" (ganee - cneuuwanbHbli peuenTypHbI 6naHk) ocyllecTensseT MMHUCTEPCTBO
3apaBooxpaHeHust Poccuiickon ®epepaumu (ganee - MnHucTepcTso).

2. CneunaneHble peLenTypHble BnaHku SABMSIOTCS 3aLMLLEHHON nonurpaduyeckon npogykumern yposHs "B,
n3rotaBnMBaemon Ha bymare po3oBoro uBeTa pasmepoM 10 cm x 15 cM, JOMKHbI UMETb CEPUIO U HOMEP, a TakKe
COOTBETCTBOBaTL TpeboBaHMAM, ykasaHHbIM B npukade MuHuctepctBa dmHaHcoB Poccunckon ®egepauum ot 29
ceHTs6psa 2020 r. N 217H "O6 yTBepxaeHUn TexHundecknx TpeboBaHun 1 yCrioBUI M3rOTOBIIEHUS 3aLLMLLEHHOW OT
nogaenok nonurpadpuyeckon npoaykummn" (3apernctpuposadH MuHuctepctsom tocTuummn Poccuinckon depepavmm
16 Hos16ps 2020 r., pernctpaumoHHbii N 60930).

3. B uensax opraHusauum uU3roToBMNeHUS W pacnpefeneHust crneumanbHbIX peLenTypHbiX GrnaHkoB
MeOMUMHCKME opraHu3aumm, MMeloLMe NpaBo OCYLLEeCTBNATb Bbldayy peuenToB Ha HapKOTUYEeCKMe CpeacTBa umnu
ncuxoTponHble BewecTBa cnucka |l lMepedHss 1 3apernctpupoBaHHble B Poccuiickon Pepepaumm B KayecTBe
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NEeKapCTBEHHbIX MNpenapaToB [Ans MEeAULMHCKOrO MpUMMeHeHus (ganee COOTBETCTBEHHO - MeauuuMHCKas
opraHusaumsi, HapKOTUYECKUA (NCUXOTPOMHBIA) NEeKapCTBEHHbIW Npenapar), COCTaBMAT 3asaBKM Ha peLenTypHble
BnaHku.

4. B cpok oo 1 oktabps TekyLlero roga 3asBky MeOULUHCKMX OpraHM3auuin Ha cneumanbHble peuenTypHble
GraHKn NpeacTaBnsoTCA:

1) MEeOUUUHCKUMMK OpraHM3aumsMuK, HaxoAsWwuMUcs B BefeHun deaeparnbHbiX OpraHoB MCMOMHUTENBHON
BMacTu, - B COOTBETCTBYOLLME (hefeparnbHble opraHbl UCMOMHUTENBHON BNacTy;

2) MeOVUMHCKMMMK OpraHu3auusamu, Haxogawmmuca B BefeHun cybwektoB Poccunckon ®epepauuu,
MEOUUMHCKUMKW  OpraHM3auMsiMyM  MYHUUMMNANbHOMW M YacTHOM CUCTEM  30paBOOXPAHEHUss - B OpraHbl
NCNONHUTENBHON BnacTn cybobektoB Poccuiickon ®Pepepaunnm B cdepe oxpaHbl 300pOBbsS rpaxdaH, Ha
TEPPUTOPUMN KOTOPbIX OHM PacnonoXeHbl (danee - opraHbl UCMOMHUTENBHOM BRactn cybbekToB Poccuickon
depepauun).

5. B 3asBKe MeAMLMHCKOM OpraHu3aLumn Ha crneumarnbHble peuenTypHble 6raHku ykasbiBaloTCs criegytolime
cBefeHus:

1) cBegeHUst 0 MeOMUMHCKOW opraHusauvu, nopaslUel 3asiBKy Ha creumarnbHble peuenTypHble OnaHku
(nonHoe HavMeHoBaHWe, aApec MecTa HaxoXaeHus);

2) KONMYeCTBO cneumarnbHbIX peuenTypHbiX B6naHKoB, N3pacxOAOBaHHbIX MEeAMLMHCKOW opraHu3aumen Ha 1
AAHBaps NpeALecTBYIOLLEro roaa;

3) KOnM4ecTBO cneumanbHbIX pPeLenTypHbIX OraHKoB, HEOOXOAMMbIX MEOMLMHCKOM OpraHv3aumM Ha
cneayroLni roa.

3asBka MeOMLINHCKON opraHusauumm Ha cneuunanbHblie peuenTypHble OnaHkn noanuncbiBaeTcA
pykoBoguTenem MeANLNHCKOMN opraHusauuu, KOTOprVI HeceT nepcoHasribHyH OTBETCTBEHHOCTb 3a
000CHOBaHHOCTb 1 0OCTOBEPHOCTb YKa3aHHbIX cBedeHun.

6. depepanbHble OpraHbl WUCMOMHUTENBHOW BNAacTM, B BEOEHUW KOTOPbIX HAXoOATCs MeOWUMHCKUe
opraHusaumn (ganee - dpegepanbHble OpraHbl UCMOMHUTENBHOM BACTM), U OpraHbl UCMOMHUTENBHOM BRacTU
cybvektoB Poccuiickon Pepepauum Ha OCHOBaHMM 3asiBOK MEAULMHCKMX OpraHusaumin Ha cneumarnbHble
peuenTypHble GnaHkun hOpMUPYIOT CBOOHbIE 3asiBKM Ha crneuunanbHble peuentypHble ©naHku m B Cpok o 1
Oekabpsi TekyLlero roga npeacTasnsioT ux B MUHUCTEpPCTBO.

7. B cBOOHON 3as1BKE Ha cneuumarnbHble peuenTtypHblie OnaHku YKas3bIlBakOTCA crnenywLine ceeaeHuna:

1) cBegeHusa o degepanbHOM opraHe UCNOMHUTENBHOW BNacTu (opraHe UCMOMHUTENbHOW BNacTu cybbekTa
Poccuickon ®epgepauun), npeactaBuMBlLIEM CBOAHYIO 3asiBKYy Ha cneumanbHble peuenTypHble GraHku (nonHoe
HaumeHoBaHWe, afpec MecTa HaxOXaeHus);

2) KonmM4yecTBO creumanbHbIX peuenTypHbix OGrnaHKoB, pacnpegeneHHbix denepanbHbiM — OpraHom
NCMNONMHUTENbHOW BriacTu (opraHoM WCMONHUTENbHOW Briactu cybbekta Poccuiickon ®egepauun) Ha 1 sHBaps
npeawecTBYOLLEro roga Mexay MeguumHCKUMU OpraHn3auusamMu;

3) KOnMMYecTBO creumarnbHbiX  peuenTypHbix 6naHkoB, HeobxoauMMbIX — dedepanbHOMY — OpraHy
ncnonHuTensHoW BnacTy (opraHy McnonHuTenbHoOW BnacTu cybwekta Poccuickon ®enepaunn) Ha crnegyowuii
rog ons pacnpegeneHvs Mexay MeavuuHCKUMU opraHM3aumsmu;

4) cBegeHuMs O NOABEAOMCTBEHHOW OpraHusauuu, YnorHOMOYEHHOW  bedepanbHbIM — OpraHoM
NCMNONMHUTENbHOW BMNactu (OpraHom MCMONHWUTENbBHOM Bnactn cybbekta Poccuiickon Pepepaummn) ocylecTBnATb
nonyyeHve cneumanbHbIX peuenTypHbix 6naHkoB oT MwuHMCTEpCTBa, WX XpaHeHWe WU BblAadyy MeOMUMHCKUM
opraHusaumsim (NOfHOE HaMMeHOBaHWe, agpec Mecta Haxoxgenus, WHH/KMM, OKTMO opraHusauum,
hakTU4eckuii agpec nocTaBkm).

8. Ha ocHoBaHuu nony4yeHHbIX CBOAHbLIX 3aABOK Ha cneuuanbHble peuenTypHblie ©naHkun MMHI/ICTepCTBO

www.consultant.ru Crpanuua 32 u3 37
HageXXHas NpaBoBas noaaepXkKa


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

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs leKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 11.01.2024

eXerofHo B cpok o 15 aHBapsa cneayoLlero roga opMmpyeT 1 yTBepXaaeT nnaH pacnpeaeneHms cneumarnbHbiX
peLenTypHbIX GraHKoB, B KOTOPOM OTpaxaeTcs rogosasi noTpebHocTb Poccuickon depepaummn B cneumnanbHbIX
peLenTypHbIX BnaHkax (ganee - nnaH pacnpegeneHus MuHucTepcTea).

9. B nnaHe pacnpegenerHnss MUHUCTEPCTBA yKa3blBalOTCA CnefyoLlmne cBeaeHus:
1) NnopsiAkoBbIA HOMEP 3anucy;

2) HaumeHoBaHue pepepanbHOro opraHa WCNOMHUTENBHOW BRacTM (OpraHa WCMNOMHUTENbHOW BRacTu
cybbekTa Poccuinckon ®epepaunn), NnpeacTaByBLLENO CBOAHYHO 3asBKY Ha CreLmanbHble peuenTypHble BnaHkuy;

3) HeobxoAMMoe KONMYEeCTBO creumnanbHbIX peLenTypHbIX G1aHKoB.

10. HanpasneHve cneumanbHbIX peuenTypHbiX BraHkoB deaepanbHbiM OpraHam UCMOMHMTENBHOW BnacTw,
opraHaMm MWCNonHuTenbHoOW Bnactu cybbektoB Poccuiickon Pepepaunn ocylectesnsetca MuHucTepcTBoM B
KonunyecTBe, NpegycMOTPEHHOM NriaHoM pacnpeaeneHus MuHucTepcTsa.

11. MuHMCTEPCTBOM  OOMOMHMTENbHO K  KOMMYECTBY  CheuuanbHbiX — peuenTypHbiXx — GrnaHKos,
npegycMOTpeHHOMY nnaHoM pacnpegenenvs MuHucTepcTBa, popMMpyeTcs pe3epBHbIN 3anac crneuunarnbHbIX
peuenTypHbIX 6naHkoB B kKonu4yecTse, He npesbiwatowem 150 000 cneumanbHbIX peuenTypHbIX 6naHKoB.

12. B cnyyae yBenuyeHus noTpebHOCTM B cneumanbHbIX peuenTypHbix BnaHkax degepanbHble opraHbl
MCMONHWUTENbHON BNacTu (OpraHbl MCNOMHUTENbHOW BracTn cybbektoB Poccuickon ®epepauunn) HanpaensawoT B
MuWHMCTEPCTBO CBOAHbIE 3as8BKM Ha [OMNOSHUTENbHOE KOMMYECTBO CreuuanbHbiX peuenTypHbix OnaHkoB (c
060CHOBaHVEM yBenuyeHus NoTpebHOCTM B cneumarnbHbIX peuenTypHbIX OnaHkax), KoTopble MpeaoCcTaBrsoTCA
MuHUCTEPCTBOM 13 pe3epBHOro 3anaca crneuvarnbHbIX peuenTypHbIX 6naHKoB.

13. ®PepepanbHble OpraHbl WCMOMHUTENbHOW BracTu (OpraHbl WCMOMHUTENbHOW BMRAacTM CybbekToB
Poccuickon ®epepauun) pacnpegensiot NofnyyeHHble cneunanbHble peuenTypHble 6naHkn Mexay MeamuuHCKUMu
OopraHM3auuMsMm Ha OCHOBaHWM MNaHOB pacnpefeneHns, cgopMMPOBaHHbIX B COOTBETCTBMM C 3asiBKaMu
MEeAMLMHCKNX OpraHnsaunii Ha cneumnanbHble peuenTypHble BnaHku.

Il. Mopsanok perucTpauum, yyeta n XxpaHeH1MAa cneumnanbHbIX
peuenTypHbix 6naHkoB no c¢hopme N 107/y-HI

14. MuHucTepcTBO, MHble (bedepanbHble OpraHbl UCMOMHUTENbHOW BRacTu M OpraHbl UCMOMHUTENbHOW
Bnactn cybbektoB Poccuiickon ®egepauum OpraHuMsyloT XpaHeHue cneumanbHblX peuenTypHbix 6naHkosB B
noaBeAOMCTBEHHbIX OpraHMsaumsax, YMNOSTHOMOYEHHbIX OCYLLECTBMAATL MOfyYeHue cneumanbHbIX peuenTypHbIX
6naHkoB OoT MwuHMCTepcTBa, MX XpaHeHUe K Bblgayy MeAWLMHCKMM OopraHusauvsm (ganee - ynorHOMOYeHHas
opraHusaums).

15. B yMNONHOMOYEHHOW oOpraHuM3auuM W MeOWUMHCKOM opraHusauuu, MonydvBLIER creunanbHble
peuenTypHble GnaHKW, opraHn3yeTcsl perncTpauus, y4eT 1 XpaHeHne cneumnanbHbIX peLenTypHbIX GraHKoB.

Pervnctpauus, y4eT n xpaHeHuMe pes3epBHOro 3anaca crneuuanbHbIX peuenTypHbiXx 6naHkoB MuHucTepcTBa
ocyllecTBnseTcs deaepanbHbiM rOCY4apCTBEHHLIM  GIOKETHLIM  YYPEXOEHNEM, HaAXOAAWMMCH B BeAeHUM
MuHWCTepcTBa (anee COOTBETCTBEHHO - PE3epPBHbIN 3anac, NoABEe4OMCTBEHHOE yYpexaeHue).

16. PaboTHMK, HasHa4YeHHbIN NPUKa3OM PYKOBOAMTENS YMNOMHOMOYEHHOW opraHu3auuy (YnosIHOMOYEHHOMN
opraHm3aumv, MnoABEeOOMCTBEHHOIO YYpPEXAEHWs!) OTBETCTBEHHbIM 3a perncrpauuio, XpaHeHue u  y4yeT
crneumanbHbiX peuenTypHbiX ©OnaHkoB (Janee - OTBETCTBEHHbI pabOTHMK), Ha OCHOBaHWW [OOBEPEHHOCTH,
0OpMIIEHHON B MOpPsAKe, YCTAaHOBMEHHOM 3akoHopaTenbcTBOM Poccuiickon depepaumm (C nognuchbio
PyKOBOAWUTENSA  YNONIHOMOYEHHOW  opraHusaumvM  (YNONMHOMOYEHHOW  opraHu3auuu, nogBeAOMCTBEHHOMO
yypexaeHust), rmaBHOro OyxranTepa, 3aBEepeHHbIX KPYriow neyartbio), MorydaeT crneuuanbHble peuenTypHble
OGnaHkM M ocyllecTBnseT BedeHMe XypHana perucrpaumum M yyeta crneumanbHbIX pelenTypHbiXx ©6naHKoB, K
KoTopoMy npuobuaeT ¢oTto- 1 (unu) BugeomMartepuansl, NOATBepXKaawlwmne dakT oopMneHuss peuenTypHbIX
6r1aHKOB Ha JOMY (NPW HaNM4um).
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17. >KypHan peructpauuv v ydyeta crneumanbHbiX peuenTypHbiX GraHKoB AOMKeH ObiTb MPOHYMEpPOBaH,
MPOLWHYpPOBaH, WMETb Ha TMOCMNegHel CTpaHuue 3anucb, COAEpPXXallyld KONMYECTBO CTpPaHuL, MOrfHoe
HauMeHoBaHWe YNOoNTHOMOYEHHOM opraHn3aunn (MeaMUMHCKOM opraHm3aummn, NoaBeAOMCTBEHHOMO yYpexaeHus), a
TaKKe CKPenneH MOoAMNUCbI0 PYKOBOAUTENS W Me4vaTbld  YNONIHOMOYEHHOW opraHusaumMm (MeauLMHCKON
opraHusaumu, NoaBeaOMCTBEHHOIO YUYpPEXAEHUSs ).

XKypHan pervctpauum n yyeta crneumwanbHbiX peuenTypHbiX OnaHKoB pe3epBHOro 3anaca MuHucTepcTBa
CKpennsaeTcs Takke MOANUCbIO AMpekTopa (B cnydae ero oTCyTCTBUA - 3amMecTuTens auvpektopa) [denaptameHTa
perynupoBaHns obpalleHus NeKkapCTBEHHbIX CPEeACTB W MeAUUMHCKMX u3genun MuHucTepcTBa M nedvatbio
MwuHncTepcTBa.

18. B xypHane peructpauuMm M ydeTa cneumanbHbIX peuenTypHbix GraHKoB yKasblBalTCH criegyollme
cBefeHust:

1) NOpPSAKOBLIN HOMEP 3anucy;

2) npuxopd cneumanbHbIX peuenTypHbiX 6naHKoB:

a) PeKBM3NTbI M AaTta pernctpaummn NPUXoO4HOro AOKYMEHTa;

0) obLee kONMYECTBO NOCTYNMBLUUX CrieumarnbHbIX peuenTypHbIX 6riaHKoB;

B) cepvs U HOMep CneumanbHOro peuenTypHoro bnaHka;

r) KONNYECTBO cneumanbHblX peLenTypHbIX 6NMaHKoB MO KaXXaown cepuu;

A) amunus, nms, oT4ecTBO (NocnegHee - Npu HaNMyYUKM) 1 NOANUChL OTBETCTBEHHOTO PaboTHMKA;
3) pacxog cneumanbHbIX peLenTypHbIX 6raHKoB:

a) AaTa Bblgauu crneumanbHbIX peuenTypHbIX 6naHKoB;

6) cepum 1 Homepa BblAaHHbIX crieumanbHbiX peLenTypHbIX 61aHKOB;

B) KOMMYECTBO BblAaHHbIX ChneuManbHbIX peuenTypHbIX OnaHKOB C ykasaHMeM B ckobkax KonuyecTsa
cneumanbHbIX peuenTypHbIX GraHKoB, BblAaHHbIX Anst 0pOpMeHNst Ha AOMY;

r) dbamunusi, umsa, oTyecTBO (nNocrnedHee - MpU HanMyMM) U NOANUCL NWua, NOMy4YMBLUErO crieuuanbHble
peLenTypHble GraHKu;

[) KONMYECTBO cneLmnanbHbIX PeLenTypHbIX 6raHkoB, 0POPMITEHHbIX Ha AOMY;

e) hamunusa, Ums, oTYeCTBO (nocriegHee - MpU HanMMyMM) U NOANMUCH NLA, OPOPMUBLLETO crieuunarnbHble
peuenTypHble GnaHku Ha Aomy;

4) chammnusi, UMsi, OTYECTBO (NocrneaHee - NPy HanM4Mmn) U NOANUCH OTBETCTBEHHOIO PaboTHMKA;
5) octaTok cneumarnbHbIX peLlenTypHbIX 6raHKoB.

19. CneumanbHbI peLenTypHbIN OnaHK ABMSeTCcss JOKYMEHTOM CTPOro OoT4eTHOCTWU. 3anac crneuunarnbHbiX
peuenTypHbIX 6M1aHKOB B MEOMLMHCKOM OpraHM3auumn SOMKEH XPaHUTbCS B CleumarnbHbIX NOMELLeHUsx, cendpax
UNn B CneumnanbHO M3roTOBMEHHbIX LKadax, OOUTbIX OLMHKOBAHHBIM KENe30M, C HaAeXHbIM BHYTPEHHUM WUIK
HaBEeCHbIM 3aMKOM.

MomelyeHusn, cerdbl, WKadbl, B KOTOPbIX XPAHATCS cneuuwanbHble peuenTypHble GraHKku, OOIMKHbI ObiTb
3aKpbITbl HA 3aMKM M MOCMe OKOH4YaHus paboTbl onevaTaHbl MevyaTbld  YNOMHOMOYEHHOW OpraHusauum
(MeguumMHCKON opraHm3auumn) unm onnoMenpoBaHsbI.

20. B MeguuMHCKMX opraHusauusx 3anac crneumanbHbIX peuenTypHbIX GraHkoB He [OIKEH MpeBbillaTb
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rogoBsou NoTpebHoCTH.

21. Paspellaetca BblgaBaTb MeOMUMHCKOMY pPabOTHUKY, MMEOLLEMY NpaBO HasHadyaTb HapKOTU4eCcKMe
(McmMxoTponHbie) NekapcTBEHHbIE MpenapaTthbl, e4MHOBPEMEHHO He Oornee ABaguaTy cneuvanbHbIX peuenTypHbIX
GraHKoB.

MegumuuHckme pabOoTHWMKKM, BbINMCHIBAKOLIME peuenTbl Ha HapKOTUYecKMe (MCMXOTPOMHbIE) FleKapCTBEHHbIE
npenapaTbl, HA OCHOBaHWM NpuKasa PyKkoBOAUTENA MEeOULMHCKON OpraHM3aumnmn HeCYT NMUYHYIO OTBETCTBEHHOCTb 3a
COXPaHHOCTb MOMYyYEeHHbIX CheuManbHbIX peuenTypHbix ©6naHkoB. CneuuwanbHble peuenTypHble OGnaHkw,
nony4yeHHble MeaUUUHCKUM paboTHUMKOM, XpaHATCA MOA4 3aMKOM B cendhax, MeTannuyeckmx Lkadax unm
MeTanMyecknx siLLmMKax.

22. B meanumnHCKon opraHmsaumm co3gaeTcsl NOCTOSHHO OEeWCTBYOLWAas KOMUCCUA, KoTopas He pexe 1 pasa
KBapTan (N0 peleHn0 PYKOBOAWUTENS MEAULMHCKOW OpraHusaumm BO3MOXHO 4alle) OCYLLEeCTBNAET NpPOBEPKY
COCTOSIHUSA perucTpauum m yyeTta cneumanbHbIX peuenTypHbiXx ©naHKkoB, B TOM 4MCrie MyTemM CBEPKM 3anucemn
XypHana peructpaumm u ydeta creumarnbHbiX peuenTypHbIX GrnaHKoB, ¢ hakTUYECKMM Hanuumem crieumarnbHbIX
peuenTypHbIX ONaHKoB, a Takke NPOBEPKY COCTOSHWUS XpaHEHUS cneuunanbHbIX peLenTypHbIX 6n1aHKoB.

Mo pe3ynbTaTtam NPOBEPKM B XXypHane permcrpaumm n ydeta crneumanbHbiX peLenTypHbix 6n1aHKoB aenaeTcs
3anncb O pesynbTaTax NPOBeAEHUsi CBEPKU AaHHbIX, 3aKpenrneHHas nognucsiMu BCEX YIIEHOB KOMWCCUW, Wnu
co3gaeTcsi cneumarnbHbIA akT NPOBEpPKM.

23. ®depepanbHble opraHbl UCMOSMHUTENbLHOW BRACTU W OpraHbl WCMOSIHUTENbHON BRnacTu cybbekToB
Poccuinckon ®epepauny  OCyLLECTBRSIOT KOHTPOSMb 3a OpraHusauven perncrpauuu, ydeta U XpaHeHus
cneumanbHbIX peuenTypHbIX 6MaHKOB B YNOMHOMOYEHHbIX OpraHM3aumnsax 1 MeAULUHCKNX OpraHn3aunsx.

24. Bbligaya cneumanbHbiX peuenTypHbix OraHkoB M3 pe3epBHOro 3anaca MuHucTepcTBa dedeparnbHbIM
opraHamMm WCMOMHMTENbHOW BMAcTM W OpraHaM WUCMoMHUMTENbHOW BracTu cybbekToB Poccuiickon dPepepaumm
OCYLLECTBMNAETCA OTBETCTBEHHbIM PabOTHMKOM NOABEOOMCTBEHHOrO Y4YpexaeHus Ha OCHOBaHuu pelleHust o6
OTMNyCcKe crneumnanbHbIX peuenTypHbiX ©naHKoB, OopOpMIEHHOro B BMAE MUCbMa, MOANMUCAHHOIO AUPEKTOpOoM (B
crnyyae ero oTCyTCTBUSA - 3aMecTuTenem aumpekropa) [lenaptameHTa perynupoBaHus obpalleHus rekapcTBeHHbIX
CPeAcCTB M MeAnUMHCKUX nsgennin MuHmuctepcrsa.

MpoBepka AesTenbHOCTU NOABEAOMCTBEHHOIO YUPEXOEHUS MO PErMCTPaLUn, YYETY U XpaHEHWNIO Pe3EPBHOMO
3anaca ocyulecTernsieTcs [enapTaMeHToM perynvpoBaHus obpalleHns NekapCTBEeHHbIX CPEACTB U MeAULIMHCKUX
nsgenuii MuHucTepcTea 2 pasa B rog He nosgHee 20 yncna mecsiua, creaytoLlero 3a UCTEKLLUM MoSyroguem.

Mpunoxexne N 6

K npukady MuHUCTepcTBa 34paBOOXpaHEHMS
Poccuinckon degepaumm

oT 24 Hos16psi 2021 1. N 1094H

NMPABUNA
O®OPMIJIEHUA PELUENTOB, COAEPXALLUX HASHAYEHUE HAPKOTUYECKUX
CPEAOCTB UM NCUXOTPOMNHbIX BEWECTB, B TOM YACJIE B POPME
ANMEKTPOHHbIX QOKYMEHTOB

I. ObopmneHue peuenta Ha 6yMmaxKHOM HocuTene
1. Ha peuentypHbix 6naHkax c¢opmbl N 107/y-HIT B neBoM BepxHeM Yrny npOCTaBASETCA LuTamn
MEeOMLIMHCKON OpraHusaumm ¢ ykasaHuem ee MOfHOro HaMMeHOBaHWs, agpeca u TernedoHa C JATOW BbIMUCKU

(maTon ochopmneHns) peuenTa Ha NekapcTBEHHbIN Npenapar.

PeuentypHble 6naHkun popmbl N 107/y-HI nsrotaBnuearoTcst UCKMOUYUTENBHO TUNOrpaddCckum cnocobom.
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2. Ha peuenTypHbix GnaHkax, OdOopMIsieMblX WHAMBUAYanNbHbIMW NpeanpyHUMaTeNs MU, MMELLMMUA
MNMLEH3NI0 Ha MEOMLMHCKYI0 [OesATenbHOCTb, B BEPXHEM eBOM Yriy TurnorpadckMm crnocoGom unu nytem
NpocTaBfeHns WTamna OofkeH ObiTb yKasaH agpec MHAMBMAyanbHOro npeanpuHMMarens, Homep W gara
NMLEH3UN, HaUMEHOBaHNe opraHa rocy4apCTBEHHON BNacTyW, BblAABLLErO NULIEH3NIO.

3. PeuentypHble 6naHkn cdopmbl N 107/y-HIT 3anonHsTCS MEeOUUUHCKMM PabOTHUKOM YepHUamn unm
LLIAPUKOBOK PYYKOMN.

4. [lonyckaeTca ohopMneHne BCeX PEKBU3UTOB (3a MUCKNoveHuem peksusuTa "lMoanuce nedvawiero Bpada
(noanuck henpawepa, akywepkun)"') peuentypHbix 6naHkoB cdopmbl N 107/y-HIM ¢ ncnonb3oBaHMeM nevaTtaroLLmx
YCTPOWCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HIM B cTpokax "®amunusi, ums, 0T4eCTBO (nocregHee - npu
Hanmuum) naumeHTa" n "Bo3pacTt" ykasblBaloTCA NOMHOCTLIO damMunus, UMs, OTYECTBO (NOCMeaHee - Npy Hanm4mm)
naumeHTa, ero Bo3pacT (KONMYeCTBO MOSHbIX MeT).

HonycTumo ykasaHve gatbl poXaeHUs naumeHTa.
6. B peuentypHom 6naHke cdoopmbl N 107/y-HIT:

1) B ctpoke "Cepusi n Homep nonuca o653aTENbHOr0 MEOULMHCKOrO CTpaxoBaHus" ykasblBaeTcs HOMep
nonunca o6a3aTtenbHOro MeQULIMHCKOrO CTPaxoBaHMs naumeHTa (Mpu Hanuymm);

2) B cTpoke "Homep MeOuUMHCKOM KapTbl" YyKa3blBaeTCqd HOMEp MeAMLMHCKOW KapTbl nauueHTa,
nonyyawLwero MeguUMHCKYD MOMOWb B aMOynaTopHbIX YCIOBMSX, WM ucTopum 6GonesHn naumeHTa,
BbINMUCbIBAEMOr0 U3 MEAULIMHCKOW OpraHn3aLmy;

3) B crtpoke "®amunus, ums, oT4yecTBO (MOcCrnegHee - MpuM Hanuyuuu) nevauwlero Bpada (denbAliepa,
aKyLlepkun)" ykasblBaeTCs NOMHOCTbIO hamMunus, nMmd, oT4ecTBO (NocnegHee - Npu Hanuyuun) Bpaya (denballepa,
aKyLlepKku), BbiMMcaBLUero peLenT Ha HapKOTUYECKUI (MCUXOTPONHbIN) NekapCTBEHHbIN Npenapar.

7. B rpacbe "Rp" peuentypHoro 6naHka dopmel N 107/y-HI ykasbiBaeTcs:

1) HavMeHOBaHMEe neKkapCTBEHHOro npenaparta (MexayHapooHOe HenaTeHTOBaHHOE HauMeHOBaHue,
rPynMNMPOBOYHOE MWITM XUMUYECKOE HaMMEHOBaHME, TOProBoe HaMMEHOBAHWME) Ha JTATUHCKOM £3blke WM Ha
pycckoMm si3blke, bopma BbIMycka, O03MPOBKA, KOMMYECTBO (yKasblBAaeTCA MPOMMCLI0O Ha peLenTypHOM OraHke
dopmbl N 107/y-HI);

2) cnocob nNpumeHeHWs nekapcTBEHHOro rnpenaparta Ha rocyaapcTBeHHOM fA3blke Poccuiickon Pegepaumm
Unn Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepauum n rocygapCTBEHHOM SA3blKe Pecnybnuk U MHbIX s3blkax
HapogoBs Poccuickon Pegepaumm <1>.

<1> Yactb 1 crtatbm 15 3akoHa Poccuiickon ®egepaumm oT 25 oktabps 1991 r. N 1807-1 "O s3bikax
HapogoB Poccuiickon depepaumn” (ganee - 3akoH N 1807-1). (Begomoctn cbesga HapogHbix genytato PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740).

8. lMpu odopmneHnn peuenTypHbix OMnaHKoB 3anpeLliaeTca orpaHMyMBaTbCs OOLWMMM  yKazaHUSIMK,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

9. lMpu odopmneHnn naumeHTy peuenTypHoro 6naHka dopmbl N 107/y-HIMT Ha HapkoTMyeckun
(MCUXOTPOMHbLIN) NEKapCTBEHHBLIM MNpenapaT B paMKax OKasaHUs MeOULMHCKOM MOMOLUM Mpu onpenerieHHOM
3aboneBaHnM Takom peLenT 3aBepseTcs:

1) noagnMcelo 1M NMYHOM NeyvaThio Bpaya NuMbo noanmckto genbaliepa (akywepkm);

2) neyaTbl0 MEOULUHCKOW opraHu3auuun, nubo CTPYKTYpHOro noapasaeneHns MeauuUHCKOW opraHu3auuu
"N peuenToB”, KOTOpas NPOCTaBMASEeTCSA SIMLOM, YNONIHOMOYEHHbLIM PyKOBOAUTENEM MEAULMHCKON opraHu3aumm
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C ykasaHuem amunum, UMeHun, oT4yecTBa (nocrnegHee - NPu HannymMn) n NPOCTaBNeHNEM ero NMYHON NoANnUCHU.

B cnydyasax HeobxogumocTu odopmneHust peuenta Ha HApPKOTUYECKUMN (NMCUXOTPOMHbINA) NeKapCTBEHHbIN
npenapaT Ha AOMYy B pamKax OKa3aHus MannuaTtvBHOW MeLMLUHCKOW MOMOLLM OOMyCKaeTcs npeaBapuTeribHoe
3aBepeHVe peuenTa LWTamMnoM MEOMUUWHCKOM OpraHusauuu, nevyatbio MeAWMLUMHCKOW opraHu3aumm numbo
CTPYKTYPHOrO noApasgeneHvs MeOuUUHCKOM opraHu3aumy "[ns peuentoB”, KOTopasi MpPOCTaBfsieTCs NvLOM,
YMNOSTHOMOYEHHbIM PYKOBOAWUTENEM MEAMUUHCKONW OpraHu3auuu, C ykasaHvem damMuimm, UMEeHW, OoT4ecTBa
(nocnegHee - Npy HanU4MM) 1 NPOCTaBNEHNEM ero nNuyHowm nognucu. Mpu 3TOM B XypHane perncrpaumm un yyeta
peLenTypHbIX 6NaHKOB B COOTBETCTBMM C [lopsagkom permctpauum, ydeTa u XpaHeHus crneumarnbHbIX peuenTypHbIX
OGnaHKOB Ha HapKOTUYECKMEe cpeacTBa MNU MCUXOTPOMHbIE BELLEeCTBa, YTBEPXOEHHbIM HacCTOSAWMUM MPUKa3oM,
AenaeTcsa OTMETKa O ero Bbigadye ansg ohopmieHns Ha AOMY, a Takke OTMeTKa, yAOCTOBEPEHHAs NOANUCHI0 BpaYa
nmbo denbawepa (akywepku), ocdopmMuBLLEro peuenT, O akTe ero 0OpPMIEHUs, KOTOPbIN MOXeT ObITb
AOMNONHUTENBHO NOATBEPXAEH POTO- 1 (MNK) BUAeomaTepuanamu.

B cTpoke "OTmMeTka anTedHOW opraHu3aumMm o6 OTnycke" CTaBMTCA OTMEeTKa anTe4YyHOW opraHusauum ob
OTMyCKe HapKOTUYeCcKoro (MCMXOTPOMHOr0) NekapCTBEHHOro npenapara (C ykasaHMeM HaMMeHOBaHWs, Konm4yecTsa
OTMNYLLEHHOro HapKOTMYEeCKOro (NMCUXOTPOMHOro) NeKapCTBEHHOrO npenapata K gatbl ero oTnycka), koTopas
3aBepseTcsa noanucbio paboTHWKa anTeyHoW OopraHM3aumu, OTMYCTUBLUEro HAapKOTUYECKMM (MCMXOTPOMHbLIN)
nekapcTBeHHbIN npenapaTt (C ykasaHmem ero damunuu, UMeHWn, oTyecTBa (NocrnegHee - Npu Hanuyuu), a Takke
KpYrnom neyaTblo anTeyHoW opraHu3auum, B OTTMUCKE KOTOPOW JOSMKHO ObiTb MOAEHTMAULMPOBAHO MOMHOE
HavMeHOBaHWe anTe4yHoN opraHnsaLmu.

10. Ha ogHom peuenTtypHom GnaHke coopmbl N 107/y-HIT paspeluaeTcs ocylwecTBNATb Ha3HaYeHNe TONbKO
O[JHOrO HaMMeEHOBaHUS NekapCTBEHHOrO npenapara.

11. cnpaBneHus B peuente He AOoMyCKalTCS.
Il. OcbopmneHue peuenta B hopMe 3N1I€KTPOHHOIO AOKYMEHTa

12. Peuent B (popmMe 3neKTPOHHOro [JOKYMEHTa, MOAMNMCAHHOrO YCUIEHHOW KBanuduumpoBaHHOW
SMEeKTPOHHOW MNOANNUCbI0, OPMUPYETCH MeAULMHCKAM pabOoTHWMKOM, CBEAEHMS O KOTOPOM BHECEHbl B
denepanbHbIl peructp MeguuMHCKMX paboTHMKOB <2>, a Takke Npu YCMOBUW pernctpaumu MeavuUHCKON
opraHusaumu, B KOTopor odpopmnisieTcs peuent, B defeparnbHOM peecTpe MeOUUMHCKUX opraHusaumi <3>
€[VHON roCyAapCTBEHHON WHAOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUS U NOOKNIOYEHUS Takow
MeOMLMHCKOW OpraHmn3auun K rocygapCTBeHHON MHOPMAaLMOHHONW cnucTeMme B cdhepe 3apaBooxpaHeHus cybbekTa
Poccuickon ®egepauunn <4>.

<2> Yactb 4 crtaten 91.1 ®epepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHogaTtenbcTBa Poccuickon
depepauum, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 cratbn 91.1 depepanvHoro 3akoHa N 323-03 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
®epnepauuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Ctatbn 91 n 91.1 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTtBa Poccuinckon
depepauun, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMO NauveHTa WM ero 3aKOHHOro MpeacTaBuMTENs OOPMIISETCA IK3eMNnsAp peuenTta B
dopMe 3NEKTPOHHOrO AOKYMEHTa Ha ByMaXHOM HocuTene ¢ oTMeTKon "[ybnukaTt aneKTpOHHOro AOKyMeHTa".
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