3apeructpuposaHo B MuHiocte Poccum 30 Hos6psa 2021 r. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUSA POCCUMCKOW ®EOEPALIUM

NPUKA3
oT 24 Hos6psa 2021 r. N 1094H

OB YTBEPXXOEHUU TMOPAOKA
HA3HAYEHUA JIEKAPCTBEHHbLIX MPEMAPATOB, ®OPM PELENTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbBIE MNPEMAPATbI, NMOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM BIIAHKOB
PELIENTOB, COOAEPXALUMX HA3HAYEHWE HAPKOTUYECKMX CPEACTB
N1 NCUXOTPOMNHbLIX BELUECTB, NOPAOKA UX U3rOTOBJIEHUA,
PACNPEOENIEHUA, PETUCTPALIUN, YYETA U XPAHEHUA,
A TAKXE NMPABUT O®OPMJIEHUA BJIAHKOB PELIENTOB,
B TOM YUCNE B ®OPME JJIEKTPOHHbLIX OOKYMEHTOB

B cootmBeTcTBMU C NyHKTOM 16 YyacTu 2 ctaten 14 ®enepanbHoro 3akoHa ot 21 Hoabps 2011 r. N 323-03
"O6 ocHoBax OxpaHbl 300poBbA rpaxaaH B Poccunckonn ®enepaumun” (CobpaHue 3akoHogaTensctBa Poccuickon
®enepaumn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbu 26 ®efepanbHOro 3akoHa oT 8 AsHBaps
1998 r. N 3-®3 "O HapkoTuyeckMx cpeacTBax M NCMXOTPOnHbIX BeujectBax" (CobpaHue 3akoHogaTenbcTBa
Poccuickon ®egepauun, 1998, N 2, ct. 219; 2017, N 31, cT1. 4791), nognyHkTamm 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 [lonoxeHus o MwuHucTepcTBe 3apaBooxpaHeHus Poccuiickon ®degepauunn, YyTBEpPXAEHHOro
noctaHoeneHvem [lpaButensctBa Poccuiickon ®egepaumm o1 19 wmoHa 2012 r. N 608 (Cobpanune
3akoHogaTtenbcTBa Poccuinckon depepaunmn, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333; 2017, N 52, cT. 8131;
2021, N 43, ct. 7258), npukasbiato:

1. Y1BepauTs:
Mopsagok HasHavyeHus NeKkapCcTBEHHbIX NpenapaToB corfacHo npurnoxeHuoo N 1;
dopMbl peuenTypHbIX GnaHKOB Ha NeKkapCcTBEHHble npenapatbl corracHo npuroxeHuto N 2;

Mopsagook odopMmneHus peuenTypHbIX ONaHKOB Ha nekapcTBEHHble npenapatbl, UX Yy4YeTa M XpaHeHud
cornacHo npunoxenuto N 3;

dopmbl OGnNaHKOB pPeuenToB, codepXalWux HasHavYeHWe HapKOTUYECKUX CPEeAcCTB UMM  MCUXOTPOMHBLIX
BelLecTB, corniacHo npunoxerHumio N 4;

ﬂOpFIﬂ,OK M3roToBnieHnda, pacnpegeneHuna, perncTpaumn, y4detTa U XpaHeHuA peuenToB, coaepXallunx
Ha3Ha4YeHne HapKOTUYEeCKUX CpencTB U NCUXOTPONHbIX BeLleCTB COrfiacHoO MpuUurioXXeHuro N 5;

HpaBVlﬂa O(bOpMJ'IeHVIFI peuenToB, cogepXawunx Ha3HadYeHune HapKOTUYEeCKUX cpeactB WUJIN NCUXOTPOMHbIX
BelwlecTB, B TOM 4YUCIie B cbopme OJIEKTPOHHbIX OOKYMEHTOB COrfiaCHO MpUIioXeHuo N 6.

2. Mpu3Hate yTpaMBLLUMK CUIlY:

npukas MuHucTepcTBa 3apasooxpaHeHuss Poccuiickon ®epepaumm ot 1 asrycta 2012 r. N 54H "O6
yTBEepXAeHUn opMbl 6NaHKoB peLenToB, cogepKalnx Ha3Ha4YeHne HapKOTUYECKUX CPEACTB UMK NMCUXOTPOMHBIX
BellecTB, nopsaka WX M3roTOBNEHMWs, pacnpefeneHus, peructpauuu, yvyeta M XpaHeHus, a Takxke npasun
odopmnenHns" (3apeructpuposaH MuHuctepctBom tocmmumm Poccuinckon depepaumm 15 asrycta 2012 r.,
permctpaunoHHbii N 25190);

npuka3 MuHucTepctBa 3gpaBooxpaHeHus Poccuiickon ®epepauymm ot 30 uroHa 2015 r. N 385H "O BHeceHuu
n3MeHeHun B npuka3 MunHmnctepctBa 3apaBoox paHeHus Poccuiickon denepauum ot 1 aBrycta 2012 r. N 541 "O6
yTBepxaeHun copmbl 6GMaHKOB peLenToB, CoAepXallux HazHa4YeHne HapKOTUHECKUX CpeaCcTB MU MCUXOTPOMHbIX
BellecTB, MOpsifka WX W3rOTOBIEHMWS, pacnpefeneHus, perucipauuu, yvyeTa UM XpaHeHus, a Takke npaBun
odopmnerHns” (3apernctpmpoBaH MuHucTepcTtBoM toctuumm Poccunckon depepaummn 27 Hosbpa 2015 r.,
pernctpaumoHHbin N 39868);



npuvkas MwuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm ot 21 anpena 2016 r. N 254n "O
BHECEHUN N3MEHEHNI B npuka3 MnHuctepcTea 3gpaBooxpaHeHust Poccuiickon depepaunm ot 20 gekabps 2012 .
N 1175H "O0 yTBepXOoeHUM Nnopsiaka Ha3Ha4YeHUs U BbINUCbIBAHWUSA NeKapCTBEHHLIX NpenapaTtoB, a Takke dopm
peLenTypHbIX 6naHKoB Ha nekapcTBeHHble npenapaThl, nopsaka oopMieHns ykazaHHbIX BnaHkoB, UX yyeta u
xpaHeHusa" n npunoxeHue N 2 k npukasy MuHucTepcTBa 34paBooxpaHeHns Poccuinckon degepaumm ot 1 aBrycta
2012 r. N 54H "O6 ytBepxaeHun cdopmbl BriaHKOB peLenToB, COAEPXKALLNX HA3HAYEHNE HapPKOTUYECKUX CPEeACTB
UNU NCUXOTPOMHBLIX BeELLEeCcTB, Nopsaka MX WU3roTOBMEHWS, pacnpefeneHus, permcipauum, yyeta u XpaHeHus, a
Takxke npasunn ocopmneHusa” (3apernctpmpoBaH MuHuctepcBoM toc mumm Poccurickon degepaumnm 18 uons 2016
r., permctpaumonHbin N 42887);

NyHKT 4 W3MEHEHUN, KOTopble BHOCHATCA B HeKOoTOpble npukasbl MuHuUCTepcTBa 34paBOOXpPaHEHUs U
coumanbHoro passutua Poccuiickon ®epgepauum n MmHucTepctsa 3gpaBooxpaHeHusa Poccuitickon degepaunmn no
Bonpocam ob6palleHns nekapcTBEHHbIX MNPEenapaToB, COOEPXaLLMX HapKOTUYECKMe CpeacTBa, MCUXOTPOMHbIE
BellecTBa M WX MPEKYPCOPbl, U NEKApCTBEHHbIX CPeACTB, NoAnexaliux npegMeTHO-KONMUYECTBEHHOMY Y4eTy,
yTBEPXOEHHbIX MpukazoM MuHucTepcTBa 3ppaBooxpaHeHusa Poccuiickon ®epnepauum ot 31 oktsabpa 2017 r. N
882H (3apeructpupoBaH MuHuctepctBom ocmummn Poccuiickon depepaunm 9 sHapsa 2018 r., perncTpauoHHbI
N 49561);

npvkas MuHucTepcTBa 3apaBooxpaHeHnss Poccuickon depepaumm oT 11 gekabpsa 2019 r. N 10211 "O
BHECEHUN u3MeHeHun B npunoxenna N 2 n 4 k npukady MuHucTepcTBa 34paBooOxpaHeHus Poccuitckon
depepaumn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHum copmMbl 6naHkoB peLenToB, codepXallx HasHayeHue
HapKOTUYECKUX CpeacTB UMM NCUXOTPOMHbLIX BELLecTs, NOpSAKa UX U3roTOBNEHUs, pacnpeneneHus, perncipaumu,
yyeTa U XpaHeHusl, a Takke npasBun odgopmneHuns" (3apernctpmposaH MwuHucTepcTBOM tocTMumMmn Poccuiickon
denepaumn 28 auBaps 2020 r., peructpaunoHHbin N 57293);

npuka3 MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickon depepaummn ot 8 oktsibpa 2020 r. N 10761 "O
BHECEHMN M3MeHeHun B [lopsgok peructpaumu, yyeta M XpaHeHUsl creuvarnbHbIX peuenTypHbiX OnaHkoB Ha
HapkoTU4Yeckue cpegcTBa WNM  NCUXOTPOMHbIE  BeLlecTBa, YTBEPXKAEHHbIW  npuka3om  MuHucTepctBa
3apaBooxpaHeHuss Poccuickon ®depepaunm ot 1 aerycta 2012 r. N 54H" (3apeructpmpoBaH MUHUCTEPCTBOM
tocvummn Poccuinckon ®egepaumm 13 HosA6psa 2020 r., peructpaumonHbii N 60898);

npukas MuHucTtepcTBa 3apaBooxpaHeHus Poccuickon ®Pepepaumm oT 14 auBapa 2019 r. N 4H "O6
yTBEPXKAEHUN nopsdka HasHavyeHus fekapcTBeHHbIX npenapaToB, QopMm  peuenTypHblX 6naHkoB Ha
rnekapcTBEHHbIE NpenapaThl, nopsaaka opopmneHnsa ykasaHHbIX B6riaHkoB, Ux yyeTa u XxpaHeHus" (3apernc TpupoBaH
MwuHuctepctBOM tocTuumm Poccuiickon ®epepaumm 26 mapta 2019 r., peructpaumonHbii N 54173);

npuka3 MuHucTepctBa 3gpaBooxpaHeHus Poccuiickon depepaumm ot 11 gekabpa 2019 r. N 1022H "O
BHECEHUN namMeHeHu B npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon ®egepaumn ot 14 aueapsa 2019 r.
N 4H "O6 yTBepXOEHUU NOPsiAKa Ha3HAYeHWs1 NeKkapcTBEHHbIX npenapaToB, hopMm peuenTypHbIX ONaHKOB Ha
nekapcTBeHHble NpenapaThbl, Nopsaka opopmneHnsa ykazaHHbIX BriaHkoB, UX yyeTa U XpaHeHus" (3apernc TpupoBaH
MwuHuctepctBoM tocuumm Poccuiickon ®egepaumm 28 aHeapsi 2020 r., pernctpaunoHHbin N 57292);

npuvkas MwuHuctepcTBa 3gpaBooxpaHeHusa Poccuiickon ®epepaummn ot 8 oktabps 2020 r. N 1075H "O
BHECEHWN W3MEHEHUI B MOPSOOK Ha3HayeHUs neKkapcTBEHHbIX MpenapaTtoB, YTBEPXKOEHHbIA MpUKa3om
MwuHucTepcTBa 3gpaBooxpaHeHns Poccurickon ®epepaumm ot 14 auBapa 2019 r. N 41" (3aperncTpupoBaH
MwuHuctepctBOoM tocuummn Poccuiickon @ epepaummn 22 gekabps 2020 r., peructpaumoHHein N 61695);

nyHKT 3.8 UNHCTpYKUMM O NOpsSAKe BbINUCLIBAHUSA MEeKapCTBEHHbIX npenapaTtoB U 0OpMIIEeHUS peuenToB U
TpeboBaHNN-HaKNagHbIX, YTBEPXAEHHON NpukazoM MUHMCTEpPCTBA 34paBOOXPAHEHUS M COLManbHOrO pa3BUTUS
Poccuickon ®epepaumm ot 12 deBpana 2007 r. N 110 "O nopsigke HasHa4eHUs U BbINUC bIBAHWS JTIEKAPCTB EHHbIX
npenapaTtoB, U34enMn MEOULMHCKOrO HasHa4yeHusl M Crneuvanmn3vupoBaHHbIX NPOAYKTOB ne4vebHoro nutaHus"
(3apernctpupoBaH MuHucTepcTBOM tocTuumm Poccuiickon ®enepaumm 27 anpens 2007 r., perucTpaumoHHbii N
9364);

npvkas MuHWCTepcTBa 34paBOOXPaHEHUs U coumanbHoro passumsa Poccunckon ®egepaumm ot 17 masa
2012 r. N 5621 "O6 yTmBepxaeHun [Mopsagka oTnycka (U3MYECKMM fnuULaM feKapCTBEHHbIX MpenapaToB A4nid
MEeOULMHCKOrO MPUMEHEHMWS, codepXalnx KpoMe MarbiX KOMMYeCTB HapKOTUYECKUX CPeACTB, MNCUXOTPOMHbIX
BEWeCTB W WX MNPeKypcopoB JApyrne apMakosriornyeckne akTMBHble BewlecTsa" (3aperucTpuposaH
MwuHuctepctBOM tocuumm Poccuiickon ®enepaumm 1 mioHa 2012 r., peructpaumonHbii N 24438);

MYyHKT 2 W3MEHEHWIN, KOTOpble BHOCATCA B HekoTopble npukasbl MuHUCTepcTBa 34paBOOXPaHEHUS WU



coumanbHoro passummsa Poccurickon ®epepaumun, yTBEPKAEHHbIX NPUKazoM MuHMCTepCTBa 34paBOOXPaHEHUs
Poccuinckon ®egepaummn ot 10 moHa 2013 r. N 369H (3apernctpupoBaH MuHMCTEPCTBOM HOCTULMKM PoCCcUIACKON
depnepaummn 15 mona 2013 r., peructpaumoHHbii N 29064);

npuvka3 MwuHucTepctBa 3gpaBooxpaHeHus Poccuiickon depepauum oT 21 asrycta 2014 r. N 465H "O
BHECEHUN M3MEHEHUI B NOpsgoK oTnycka mM3nYeckuM nvuam fekapCTBEHHbIX NpenapaTtoB ANd MeauLMHCKOro
NPUMEHEeHUs, coaepXawux KpoMe MarbIX KONMYeCcTB HapKOTUYECKMX CPeAcTB, MCUXOTPOMHbIX BeLlecTB U UX
npekypcopoB Apyrne capmMakonornyeckme akTMBHble BellecTBa, YTBEPXAEHHbIM npukasoMm MuHuCTepcTBa
340paBoOOXpaHeHUs M coumanbHoro pa3sumsa Poccuinckon Pepgepaumm ot 17 maa 2012 r. N 562w"
(3aperncpupoBaH MuHnctepctBoM tocmumu Poccunckonn ®epepaumm 10 ceHTabps 2014 r., pernctpaumoHHbin N
34024);

NyHKT 1 WM3MEHEHWUI, KOTOpble BHOCATCA B HEKOTOpble npukadbl MuHMUCTepcTBa 34paBOOXpPaHEHUs W
coumanbHoro passummsa Poccuickon depepaumn n MuHucTepcTBa 3apaBooxpaHeHusa Poccuiickon depepauun,
yTBE PXKAEHHbIX MpuKa3om MwuHucTepcTBa 3apaBooxpaHeHust Poccuiickon ®epepaumm oT 10 ceHTsabps 2015 r. N
634H (3aperucTtpupoBaH MuHucTepcTBOM tocmumm Poccuinckon depepaummn 30 ceHtabps 2015 r.,
pernctpaumorHbin N 39063);

NyHKT 3 W3MEHEHUN, KOTOopble BHOCATCSA B HeEKOTopble npukasbl MuHUCTepCcTBa 34paBOOXpPaHEHUS U
coumanbHoro passutua Poccuiickon ®egepauun n MmHucTepctea 3gpaBooxpaHeHusa Poccuitickon degepaunm no
Bonpocam oOpalleHus nekapCTBEHHbLIX NpenapaToB, COAEpXallUX HapKOTUYECKUe cpeacTBa, MCUXOTPOMHbIE
BellecTBa M UX MPEeKypcopoB, M feKapCTBEHHbIX CpeacTs, nognexaliux npeamMeTHO -KONMYEeCTBEHHOMY YyyerTy,
yTBEPXOEHHBbIX Mpuka3oM MuHucTepcTBa 34paBooxpaHeHuss Poccurickon ®epepauum ot 31 oktabps 2017 r. N
882H (3aperucTtpupoBaH MuHuctepctBom ocmummn Poccuiickon ®@enepaunm 9 sHapsa 2018 r., peructpaumoHHbI
N 49561).

3. PeuentypHble 6naHkmn copmbl N 107/y-HI1, n3rotoBneHHble 0O OHA BCTYNNEHUS B CUY HacTOsLLEro
npukasa, mMoryT 6biTb Mcnonb3oBaHbl 4o 1 mapta 2023 roga.

4. HacTtoawwni npukas BctynaeT B cuny ¢ 1 mapta 2022 r. n genctsyet go 1 maprta 2028 r.

MwuHncTp
M.A.MYPALLIKO

Mpunoxenne N 1

K npukady MuHucTepcTBa 34paBoOXpaHeHus]
Poccuinckon ®enepaunm

oT 24 Hosbps 2021 r. N 1094H

NoPAOOK HASHAYEHUA NEKAPCTBEHHbLIX MPEMNAPATOB
. O6wme nonoxeHus

1. HasHayeHne nekapcTBEHHbIX MpenapaTtoB AN MEAWLMHCKOTO NPUMEHeHus (ganee - nekapcTBeHHble
npenapatbl) OCYL|ECTBNSAETCA flevalimm BpavoMm, denbiwepom, akylepkon B crlydyae BO3JIOXEHUA Ha HUX
NMOMHOMOYMI rlevalwero Bpaya, Npu OKasaHUW MEeAULMHCKOW MOMOLLW B MEAUUMHCKUX OpraHuMsaumsax <1>, B
nopsgke, ycTaHOBNEHHOM npukasoM MuHMCTepcTBa 34paBOOXPaHEHUA U couuanbHOro passutus Poccunckon
®degepaumn ot 23 mapTta 2012 r. N 252H "O6 yTtBepxaeHnun [lopsaka BO3NOXeHMA Ha penballepa, akyluepky
pykoBoguTenem MeauuMHCKON opraHusaumm npu opraHMsaumm okasaHus NepBUYHON MeaMKO-CaHUTapHOW NOMOLLLU
W CKOPON MeAWLMHCKOW MOMOLLW OTAerbHbIX dyHKUMA nevaw,ero Bpaya Mo HenocpeacTBEHHOMY OKasaHUIo
MEAVLMHCKOW MOMOLLLM NauneHTy B Nepuod HabmodeHns 3a HUM U ero NeYeHusl, B TOM YMCIie MO Ha3Ha4yeHUo U
NPUMEHEHUNIO NeKapCTBEHHbIX NpenapaToB, BKMOYasa HapKOTUYECKME NeKapCTBEHHble npenapaTbl U NCUXOTPONHbIE
nekapcTBeHHble npenapaTbl" <2>, MHAMBUAYaNbHLIMU NpeAnpUuHUMaTEnsaMM, OCYLLECTBNAOLWUMN MeONLIMHCKYIO
AeaTenbHOCTL (fanee - MeguUMHCKME paboTHUKK).



<1> MyHKT 11 cTta™N 2 PegepanbHoro 3akoHa oT 21 HosA6Gpsa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
3gopoBbsa rpaxaaH B Poccunckon ®egepauymmn” (CobpaHue 3akoHogaTensctBa Poccuickon ®egepaumn, 2011, N
48, cT. 6724, 2019, N 52, cT. 7796) (nanee - PenepanbHbin 3akoH N 323-03).

<2> Q3apeructpupoBaH MuHnctepctBom tocmuum Poccuinckon degepaumm 28 anpena 2012 r.,
pernctpaumoHHbii N 23971 € U3MEHeHUAMW, BHECEeHHbIMM npukasoMm MuHUCTepcTBa 34paBOOX paHeHMUs
Poccuiickon ®epepaumm oT 31 oktabpst 2017 r. N 882H (3aperucpupoBaH MyUHUCTEPCTBOM HOCTULMKN POCCUIACKON
denepaumun 9 aHBapsa 2018 r., peructpaumoHHsii N 49561).

MeauvumHckunii paboTHMK, 0dOPMMBLUNIA peLenT C HapyleHMeM HacTOsLLEero nopsaka, UM pyKoBoauTenb
MedVLUHCKON opraHusaumm obecneymBaloT CcBOeBpeMeHHoe nepeodopmMrieHne Tpebyemoro Ana nauveHTa
peuenTa.

2. CBefeHnss 0 Ha3Ha4YeHHOM NeKkapCTBEHHOM MpenapaTe (HavMMeHoBaHWe FekapcTBEHHOro npenaparta,
[03MPOBKa, Crnoco6 BBeAEHUS W TMPUMEHEHUS, PEXUM [O3MPOBaHWS, MNPOAOIKUTENBHOCTL JIEYEHUS W
000CHOBaHME HasHa4YeHUsi NekapcTBEHHOrO npenapaTa) BHOCATCS MEAWULMHCKMM paboTHUKOM B MEAWUMHCKYHO
AOKYMEHTALMIO NauveHTa.

B cnyyasix, ykasaHHbIX B NyHKkTax 8 - 11 HacTosiwero lMopsiaka, MeauUMHCKUA pabOoTHUK, HasHauMBLUUNA
nekapcTBEHHbIN MpenapaTt, odopmndeT Ha3HadeHuWe fneKapCTBEHHbIX MpenapaToB, B TOM 4ucrie MNOANeXalnx
M3rOTOBMNEHMIO M OTMYCKY anTeyYHbIMWU OpraHusaumamm (ganee - nekapcTBeHHble npenapaTtbl UMHAVBWAYANbHOMO
M3roTOBNEHMS), Ha peLenTypHOM GnaHke, oopMNeHHOM Ha OyMaXHOM HOCUTENe 3a CBOeW nognucbio (oanee -
peuenT Ha OymaxHOM HocuTene), n (Unu) c corracus nauMeHTa UMM ero 3aKOHHOro npepcTaBuTens <3> Ha
peLenTypHoM OnaHke B (hOpMe 3MEKTPOHHOr0 AOKYMEHTa C UCMOSb30BaHMEM YCUIIEHHOW KBanM@ULUpOBaHHON
3MNEKTPOHHOW MOJNUCU MEOULMHCKOro paboTHUKa (ganee - peuenT B OPME 3MEKTPOHHOrO [OKYMEHTa).

<3> TyHKT 2 cTaten 20 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbctBa Poccuickon
depepaumn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

PeLl,eI'IT B cbopme ANNIEeKTPOHHOro AOOKyMEHTa, CO,El,ep>KaLIJ,V|l7I HasHa4YeHne HapKoTU4eCKux cpeactB win
NMCUXOTPONHbLIX BeWwecTs, noAnuncbiBaeTCA C WUCNOJIb30OBAHNEM yCVIJ'IeHHOI7I KBaﬂI/Id)I/ILI,I/IDOBaHHOPI 3]‘IeKTp0HHOI?I
noanucn nedawiero Bpa4va umnm dJeJ'Ib,EI,LIJepa, AKYLEepKN, Ha KOTOPbIX BO3JIOXEHbI d))/HKLI,I/IVI leqaulero Bpada, u”
COOTBETCTBYIOLL €A MEeAULMHCKON opraHusaumm <4>.

<4> TlyHKT 1 cTatbn 26 ®epepanpHoro 3akoHa oT 8 aHBapsa 1998 r. N 3-®3 "O HapkoTMYeckux cpegctsax U
ncuxoTponHbIx BewectBax" (CobpaHne 3akoHogaTensctBa Poccunckon ®egepaumn, 1998, N 2, c1. 219, 2017, N
31, cT1. 4791) (nanee - ®egepanbHbii 3akoH N 3-03).

OdopmneHne peuentoB B ¢opMe 3MEKTPOHHbLIX [AOKYMEHTOB OCYLLECTBMSETCA B CryvYae npuUHATUS
YMNONMHOMOYEHHBLIM OpraHoOM MCMOMHUTENbHON Briacm cybbekTa Poccuiickon depepaumMm B COOTBETCTBUM C
nyHkToMm 4 ctaten 6 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHun nekapcTBeHHbIX
cpeacmB" <5> peweHnsa o6 wncnonb3oBaHuM Ha Tepputopum cybbekTa Poccuiickon ®Pepepauum Hapsgy ¢
peLenTtaMmu Ha IeKapCTBEHHble npenapaTtbl, OGOPMIMEHHbLIMW Ha OyMaxXHOM HocuTerne, peuenToB Ha
nekapCTBEHHbIe npenapaTbl, CGOPMUPOBAHHbLIX B (POPME 3MEKTPOHHBLIX [OKYMEHTOB.

<5> CobpaHune 3akoHogaTtensctBa Poccuiickon ®egepaumn, 2010, N 16, cT. 1815, 2019, N 52, cT1. 7793.

3. lMpwn BbINMCKE NauMeHTa U3 MEeOULMHCKOW opraHusaumu, B KOTOPOM €My OKasblBanacb MeAuuMHCKas
NMOMOLLLb B CTALUMOHAPHbIX YCMOBUSX, NPU HEODXOAMMOCTU NMPOLOIHKEHUS NPMEMa JleKapCTBEHHOro npenapaTta B
amOy TaTOpHbIX YCMOBUSIX [aHHOMY MauWeHTy MO pelieHNio PyKoBOOMTENS MEeOMLMHCKOW opraHusaumm
HasHa4ar TCst ¢ ohopMIIeHMEM peLenTa B hOpMe 3NEeKTPOHHOIO AOKYMEHTa U (Mnv) Ha ByMax HOM HocuTerne (3a
UckroyeHneM oopMeHUst peLenToB Ha NlekapCTBEHHbIE NMpenapaTtbl, Noanexailue oTnycky 6ecnnatHo Unu co
ckngkon) nMbo Bbigal TCA (NALUMEHTY UMM €ro 3aKOHHOMY NpeACcTaBUTENO ) OAHOBPEMEHHO C BbIMUCKON N3 UCTOPUK
Oore3Hu nekapcTBeHHbIE MpenapaTtbl, B TOM YUC Me HAPKOTUYECKME M MCUXOTPOMHbIE NEKapCTBEHHbIE NMpenapaThl,
BHeceHHble B cnucku Il n Il nepe4yHa HapkoTMYecKkux cpencTB, MCUXOTPOMHLIX BELLEeCTB U WX MPEKypcopos,



nognexawux KoHtposito B Poccuiickon ®enepaunmn, ytBepxaeHHoro lNpaButensctBoM Poccuiickon ®emepaumn
<6> (nanee - lNepeyeHb), CUNbHOAENCTBYIOLLNE NEKAPCTBEHHbIE MpenapaThl, HA CPOK Npuema nauMeHTom o 5
OHen.

<6> TlyHkT 2 cTtamen 2 depepanbHoro 3akoHa N 3-©3 (CobpaHue 3akoHopaTensctBa Poccuickon
denepaumn, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHauyeHve nekapcTBEHHbIX MpenapaToB MpW OKa3aHWM MEQULMHCKOW MOMOWM B CTaLMOHapHbIX
YCIOBUAX MOXET OCYLEeCTBNATLCS NOCPEACTBOM TpeGoBaHWiA MeaULMHCKON opraHv3auuu, HanpaBfiieMblX B
anTeyHble opraHu3aumn, SIBNSOLLMECS CTPYKTYPHbIMU MOApas3aeneHusaMn MeguUMHCKON opraHusaumn. <7>

<7> TlyHkt 54 cTtamn 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalyeHun
nekapcTBeHHbIX cpeacTs” (CobpaHue 3akoHopaTtensctBa Poccuickonn ®enepaunm, 2010, N 16, ct. 1815; 2019, N
31, cT. 4456) (ganee - ®egepancHbii 3akoH N 61-©3).

5. HasHadyeHne nekapcTBEHHbIX MNpenapaToB  OCYLLIECTBNSeTCd MeOWLUMHCKUM paboTHUKOM MO
MeXAYHapooHOMY HENaTeHTOBAaHHOMY HAaMMEHOBaHWIO, a nMpu €ero OTCYTCTBUU - T[PYNMUPOBOYHOMY  WIM
XUMWUYECKOMY HauMeHoBaHuio. B cnyyae oTcyTCTBMS MeEXOYHapO4HOrO HenaTeHTOBAHHOrO HaMMEHOBaHWS U
rPynnMPOBOYHOIO UMMM XMMWUYECKOro HauMMeHOBaHWsl IleKapCTBEHHOrO npenapaTta ekapCTBEHHbIN Mpenapat
HasHa4aeTcs MeOMLUMHCKUM pabGoTHMKOM MO TOProBOMY HauMeHoBaHuo. Mpy HanMuYMn MeguUMHCKMX MoKasaHui
(vHOMBMAOYanbHas HENepeHOCUMOCTb, MO JKM3HEHHbIM OKasaHWsIM) MO peweHuto BpadvebHOM Komuccum
MEeOULMNHCKOW opraHmM3aumm <8> ocyllecTBrsieTcsl HasHavyeHue U odopMIIeHME Ha3Ha4YeHusl NeKkapcTBeHHbIX
npenapaToB, He BXOASLWMUX B CTaHOaAPTbl MeOMUMHCKON nomolk, paspaboTaHHble B COOTBETCTBUM C MyHKTOM 14
ctatbyn 37 ®epepanbHoro 3akoHa N 323-03 <9>, unu He NpegyCMOTPEHHbIX COOTBETCTBYIOLWEN KIMHUYECKOWN
pekomeHgaumen, nmbo MO TOProBbIM HauMMeHoBaHuAM. PeweHne BpadvyebHOM KOMUCCUMM MELULMHCKOMN
opraHuMsaumm dwmKcupyeTcs B MEAWLUMHCKON AOKYMEHTaAUMM NauveHTa W B XXypHare BpayebHON KOMUCCUW.

<8> lNpukas MuHucTepcTBa 34paBoOXpaHEHUa 1 coumansHoro passutmsa Poccuiickon ®egepaumm ot 5 mas
2012 r. N 502H "O6 yTBEpXOEHMM Nopsgka CO34aHMS U OeATEeNbHOCTU BpadeOHOM KOMWUCCUMU MELULUMHCKON
opraHusaumm" (3apeructpupoBaH MuHucTepcTBoM tocTmumm Poccuickon depepaumm 9 umwoHa 2012 r.,
pernctpaumoHHbii N 24516) C M3MEHEHWsIMW, BHECEHHbIMM MpukasoMm MuHUCTepCTBA 34paBOOX paHEeHMUs
Poccuinckon ®enepaumn ot 2 gekabpsa 2013 r. N 886H (3apeructpmpoBaH MuHUcTEpPCTBOM tOCTML MK Pocc niickon
depnepaummn 23 gekabpst 2013 r., pernctpaumoHHbin N 30714).

<9> CobpaHune 3akoHopaTtensctBa Poccuiickon ®egepaumn, 2011, N 48, cT. 6724.

Ecrm npu okasaHWM nauveHTy MEAUUMHCKOW MOMOLLM B MEOMUMHCKOW opraHvM3auuM B CTalMOHapHbIX
YCMOBUSIX MO PELUEHM0O BpayebHOM KOMUCCUMM OCYLLECTBNSATCA Ha3HaYeHue U NpUMeHeHWe IeKapc TBEHHOrO
npenapata C KOHKPETHbIM TOProBbiIM HaMMeHOBaHWeM, TO MpWU OKa3aHWM [aHHOMY NauUeHTy MegULMHCKON
NMoMoLM B MHOW MEOULMHCKOW OpraHusauum B CTaLMOHApPHbLIX YCIOBUSX, a Takke B ambynaTopHbIX YCIOBUSIX
ocyLecTBrsieTCsl HasHavyeHWe eMy JleKapCTBEHHOIO Mperapata C TeM ke TOProBbIM HaumeHoBaHuem <10>.

<10> MNyHKT 2 nocTtaHoBNeHua NpaButenscma Poccuiickon ®epepaumn ot 30.06.2020 N 965 "O BHec eHumn
n3ameHeHun B lNpaBuna GOPMUPOBaHUA NEPEYHA NEKAPCTBEHHbIX CPEACTB, 3aKynka KOTOPbIX OCYyLlecTBrseTcs B
COOTBETCTBUN C UX TOPrOoBbIMA HAUMEHOBaHUSAMU, U O MPUMEHEHUN NEKAPCTBEHHBLIX NMpenapaToB C KOHKPETHbIMU
ToproBbiMu HammeHoBaHuamn" (CobpaHne 3akoHogaTensctBa Poccuiickon ®epepaummn, 2020, N 28, cT. 4422).

6. HasHayeHve nekapcTBeHHOro npenapaTta B peuente Ha GymakHOM HocuTene unu peuente B dopme
3MEKTPOHHOIO [OKyMeHTa odopMrisieTcsl Ha MMsS nauueHTa, AfsS KOTOpPOro npeaHasHayeH rekapcTBEeHHbIN
npenapar.

PeuenT Ha BymakHOM HocuTene, ohopMneHHbIN Ha peuenTypHom GnaHke dopm N 107/y-HIT, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPKAEHHbIX HACTOALWMM MPUKA30OM, MOXeT ObiTb MonyyYeH naumeHToM, €ero



3aKOHHbIM NpeacTaBUTENEM WM ULOM, MMeWUM OMOPMIIEHHYI0 B COOTBETCTBMW C  FpaXXAaHCKMM
3akoHopaTtenscTBoM Poccuiickon denepaum JOBEPEHHOCTL OT NauMeEHTa Ha MpaBO MOSyYEHUS Takoro peuenTa
(nanee - ynonmHOMOYeHHOE 5NLIO).

MpencTaBneHve AOBEPeHHOCTU He TpebyeTcs B cliyyae MoslyYeHusl peuenTa Ha NekapcTBEHHbIA npenapaT
ANa MHKypabernbHoro 60MIbHOrO Ha 3aBeplUalollemM 3Tarne ero XKWU3HW NNLOM, OCYLLECTBNSAIOW UM YXO4 3a Takum
MHKypaberbHbIM GonbHbLIM. B Takom criyyae MeauUMHCKUI pabGoTHWK BblgaeT nuly, OCYLLecTBrsioWeMy yxoa 3a
MHKypaberbHbIM GOMbHbLIM, OOKYMEHT, nofdTBepXaalowui uHKypabenbHoe cocTosiHne GorbHoro, copepkatlui
cBefieHns 0 nuue, KoTopoe GyaeT nosyyaTb fekapcTB eHHble MpenapaTbl No peuenty (aMmuimsa, UMsl, OTYeCcTBO
(nocnegHee - npu Hanu4un), BUA, cepust U (MM) HOMep AOKYMeHTa, YAOCTOBEPSIOLEro MMYHOCTL), 3aBEPEHHbIN
MOAMMUCHLI0 U NeYaTbio AaHHOrO MEeAUUMHCKOro paboTHMKa, a Takke nedvatblo MeOMLUMHCKOW opraHu3aumu.

[oKyMeHT, noaTtBepXaatoLuii HKypabernbHoe COoCcTosiHMEe GONbHOro, OCTAETCsl B anTeYHOW OpraHv3auum.

Peuent B dopme 3NeKTPOHHOrO [AOKyMeHTa opMupyeTcs C MCNOofMb3OBaHWEM rocygapcTBEHHOM
MHGOPMALIMOHHOW cUCTeMbl B cdpepe 3gpaBooxpaHeHus cybbekTa Poccuickon depepaumn, MeguuUMHCKON
MHAPOPMAaLMOHHON CUCTEMbI MEOULMHCKON OpraHmusaumm <11>,

<11> Ctamu 91 un 91.1 denepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depnepaumm, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT Bbiga4u peuenTa Ha fnekapcTBeHHbIN npenapaTt 3aKOHHOMY NpeacTaBuUTento UMM YMomnHOMOYEeHHOMY
nmuy dwKcupyeTca B MEAWLMHCKOM AOKYMeHTauuu nauueHTa.

7. MepuunHckuM paboTHMKaM 3anpeliaeTcsi OgOpPMIsT> peuenTbl Mpy OTCYTCTBMM Yy NauMeHTa
MEOULIMHCKMX MOoKas3aHWiA; Ha He3aperncTpupoBaHHble NeKapCcTBeHHble npenapaTtbl <12>; Ha neKkapcTBEHHble
npenapatbl, KOTOpble B COOTBETCTBUW C WHCTPYKUMEA MO MEeOULMHCKOMY MPUMEHEHUIO npeaHasHadeHbl Ans
NMPUMEHEHUSA TOMNMbKO B MEOULIMHCKMX OpraHuM3auusix; Ha HapKOTUYeckue CpedcTBa U MCUXOTPOMHbIE BellecTBa,
BHeCeHHble B cnucok |l lNepeyHs, 3aperucTpvpoBaHHble B KadecTBe IeKapCTBEHHbLIX MpernapaToB, B LENsAX
NpUMeHeHVss OnNs NeYeHUss HapKOMaHMWN.

<12> Pewenne CoBeTa EBpasuiickor 3KOHOMUYEeCKon komuccum ot 3 Hosbps 2016 r. N 78 "O [lNpaBunax
perncTpaumMm u SKCMepTu3bl fIeKAapCTBEHHbIX CPeACcTB AN MEAWUMHCKOrO npumeHeHns” (oduumanbHbIn canT
EBpasniickoro akoHomu4eckoro coto3da http://www.eaeunion.org/, 21 Hos6psa 2016 r.). Ctams 13 ®enepanbHoro
3akoHa N 61-0@3 (CobpaHue 3akoHogaTenbctBa Poccuiickon ®denepaumun, 2010, N 16, c1. 1815; 2020, N 14, cT.
2028).

MHovBrayanbHeIM npeanpuHMMaTensM, ocyL ecTBASIOW UM MeAULUMHCKY0 AeATeNbHOCTb, AOMONHUTENBHO K
TpeboBaHMAM, Yyka3aHHbIM B abs3ale nepBOM HACTOSLLEro MNyHKTa, 3anpewaeTcs odOopMnAT> peuenTsl Ha
HapKoTU4YEeCKMe cpeacTBa U MCUXOTPOMHbIE BellecTBa, BHeceHHble B crucku Il un 1l Tepeyns (nanee -
HapKOTMYECKME U MCUXOTPOMHbIE IeKkapcTBeHHble npenapatbl cnuckos Il u lll MNepeyHs).

8. MNpwn HasHaYeHUN HapPKOTUYECKUX W MCUXOTPOMHBLIX JieKapCTBEHHbIX npenapaToB cnucka |l Mepeyns, 3a
UCKIIOYEHUEM  FleKapCTBEHHbLIX MNpenapaToB B BuWAe TpaHCAepManbHbIX  TepaneBTUHECKUX CcucteM U
nekapcTBEHHbIX MpenapaToB, COAepXaliMX HapKOTUYECKOe CPefACcTBO B COMETaHWM C aHTaroOHUCTOM OMUOUA HbIX
peLenTopoB, peuenTtel Ha BymMaxHOM HocuTene odopMAAlTCA Ha peuenTypHoMm 6naHke dopmbl N 107/y -HIT.

9. PeuentypHbii 6riaHk coopmbl N 148-1/y-88 odopmnsieTcsl nNpu HasHaYeHUU:

1) HapKOTMYECKMX W MCUXOTPOMHbLIX JlekapcTBEHHbIX npenapatoB cnucka |l lMepeyHs B Buge
TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, HapPKOTUYECKMX NeKapCTBEHHbIX npenapaTtoB cnucka |l Mepeuns,
cofepxallmx HapKoTU4Yeckoe CpeacTBO B COMETAHWU C aHTarOHWCTOM OMUWOMAHBLIX PeLEenTOpPOB, MCUXOTPOMHbIX
nekapctBeHHbIX npenapatoB cnucka lll MNepeyHs;

2) KOMOVHMPOBAHHLIX NEKAPCTBEHHbIX MpenapaToB, CoAepKallyX:

a) KogewH unu ero conu (B nepecyeTe Ha YMCTOe BeLLeCcTBO) B KonmyecTse A0 20 Mr BKMoUMTENbHO (Ha 1
003y TBEpAoM nekapcTtBeHHON opmMbl) nnm B konndectse Ao 200 mr BkmovmTtensHo (Ha 100 mn unu 100 r xungkown



neKapCTBEHHOM popMbl A8 BHYTPEHHErO MPUMEHEHMS);

©) nceBnoadeapuHa rmapoxnopua B konnyectse, npesbiwaowem 30 Mr, n 4o 60 Mr BkmtoYMTENLHO (Ha 1
003y TBEpOOoN nekapCTBEHHOW ¢opMbl);

B) nceBpoadpeapuHa rugpoxnopug B konudectse, npesbiwatowiem 30 mr, u go 60 Mr BKIMIOYUTENBHO B
covyeTaHMM C AekcTpomeTopdaHoM rugpobpommgoM B KonmdecTBe, npesBbiwatwem 10 mr, n go 30 wr
BKMHOYMTENBHO (Ha 1 403y TBEpAOW nekapCcTBeHHOW ¢opMbl);

r) aekctpomeTtopdaHa ruapobpomua B konmdectse ao 200 mr skntoumnTensHo (Ha 100 mn unu 100 r Xnakomn
NEeKapCTBEHHOW (POPMbl AN1s1 BHYTPEHHErO NMPUMEHEHNUS);

0) adegpurHa rugpoxopua B konndecTse, npesbiwatrowem 100 mr, n go 300 mr BkntounTensHo (Ha 100 mn
unu 100 r Knagkon nekapcTBeEHHOW (POpMbl A58 BHYTPEHHErO MpUMEHEHUS);

e) adegpvHa rugpoxnopug B konmdectBe o 50 mr BkmoumTeneHo (Ha 1 03y TBepAoOn rekapcTBEHHOW

¢popmbl);

X) deHunnponaHonamuH B KonuyecTBe A0 75 Mr BKMAOUMTENbHO (Ha 1 [O3y TBEpAOW reKapcTBEHHOW
dopmbl) nnm go 300 mr BkounTensHo (Ha 100 mn unm 100 1 KnMokon nekapcTBEHHOW POPMbl ANst BHY TPEHHErO
NpPUMEHeHUs);

3) cheHoOapbuTan B kormyectBe A0 15 Mr BKMIOYMTENBHO B COMETAHWM C KOOEWHOM (UMW €ro ConsiMm)
He3aBMCMMO OT KormyecTBa (Ha 1 [o3y TBepAor NnekapCTBEHHON dopMbl);

n) cdeHobapbutan B konmnyectBe [0 20 Mr BKJIOYMTENBHO B COYETaAHMM C 3ELPUHOM rMapOXnopuaom
HEe3aBUCMMO OT KonmyecTBa (Ha 1 403y TBEpOON feKapCTBEHHOM (hOpMbl);

K) xriopguasenokcug B Konmdectse, npesbiwawow,em 10 mr, n go 20 Mr BrknoYmnTensbHO (Ha 1 403y TBepaon
nekapCcTBEHHOW opMbl);

3) nekapcTBEHHbIX NMpenapaToB MHAMBMUAOYANbHOrO M3roTOBIEHWS, COAEPXAalLlUX HapKOTUYEeCKOe CPencTBO
Unu nNcuxoTponHoe BelwlectBo cnucka Il NepevHa, u gpyrne dapmakonormdeckne akTMBHble BellecTBa B 403€e, He
NpeBbILLAoLLL e BbICLLYI0 pa3oBy 403y, U NPU YCIOBWKU, YTO 3TOT KOMOMHMPOBAHHbBIN NEKapCTBEHHbIN npenapart
He SBMNSETCA HapKOTUYECKMM WM NCUXOTPOMHbLIM FeKapCTBEHHbIM npenapaTtoMm cnucka Il MNepeyns;

4) nekapCTBEHHbIX MpenapaToB, BKMIOYEHHbIX B MepeyeHb IleKapCTBEHHbIX CPeacTB ANS MeOULMHCKOro
NPUMEHEHUS, NoAanexawux npegMeTHO-KONIMYECTBEHHOMY Yy4eTy (Qanee - nekapcTBEHHble npenaparthl,
BK/NOYEHHbIEe B nepedeHb MKY) <13>.

<13> TllognyHkT 5.2.171(1) nyHkTa 5 noctaHoBneHusa [lpaBuTtensctBa Poccuiickon Pegepaupmm oT
19.06.2012 N 608 "O6 ytBepxaeHum lMonoxeHnsa o MuHucTepcTBe 3apaBooxpaHeHus Poccuiickon ®enepaummn”
(nanee - MonoxeHne o MuHuctepctBe) (CobpaHune 3akoHogaTensctBa Poccunckon ®egepaumn, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbin 6naHk dopmbl N 148-1/y-04(n) odopMnseTcsas nNpu HasHAYEHUM NEeKapCTBEHHbIX
npenapaTtoB rpaxgaHaMm, VMelLlWwuM npaBo Ha OGecnnaTtHoe noONyyYeHWe neKapCTBEHHbIX MnpenapaTtoB UK
norny4YeHne NeKkapCTBEHHbIX MNpenapaTtoB CO CKUOKOW.

11. PeuenTtypHbii 6riaHk doopmbl N 107-1/y odoopmnsieTcss npyu HazHaYeHUu:

1) nekapCTBEHHbIX MpenapaTtoB, He yKasaHHbIX B NyHKTax 8, 9 HacTtoswero lNopsaka;

2) KOMBGVMHMPOBAHHBIX FEKaPCTBEHHLIX MpernapaTtoB, CoaepXKalliux:

a) sproTamuHa rugpoTapTpaT B KOnNuyecTBe 0 5 Mr BKIOUMTENbHO (Ha 1 403y TBepAON rekapcTBEHHOW

¢opmbl);

0) sadegpuHa rugpoxnopug B konmdectBe o 100 mr BkmountensHo (Ha 100 mn wmnm 100 r xugkowm
neKapCTBEHHON pOpMbl 418 BHYTPEHHErO MPUMEHEHMS);



B) nceBgoadedpvHa rvgpoxsiopug B KonmdecTBe, He npesBblwatowem 30 mr (Ha 1 go3y TBepaow
neKapCTBEHHOM hopMbl);

r) ncesgoadedpvHa rugpoxsopua B KonudecTBe, He npesBbiwawowem 30 Mr, B coyeTaHum cC
aekctpomeTopdaHoOM rugpobpomuaoMm B konuuyecTse, npeBbiwatowem 10 mr, n go 30 Mr BkmoYUTENBHO (Ha 1
003y TBEpOON NekapCTBEHHOW ¢opMbl);

n) nekctpomeTopdaHa ruapobpomua B kKonmyectse, npesbiwaowem 10 mr, n go 30 Mr BkrmtoumTensHo (Ha 1
003y TBEpPAOW NEKApCTBEHHOW (OpMbl);

e) eHobBapbmuTan B konmyecTBe, npesbiwatrowem 20 Mr, n go 50 mr BknounTenbHO (Ha 1 o3y TBEpaomn
neKapCTBEHHOWN hopMbl);

X) deHobapbuTan B konuyectBe 00 20 Mr BKIOYUTENBHO B COYETAHMU C 3ProTaMMHOM ruapoTapTpaToOM
He3aBMCMMO OT KonmyecTBa (Ha 1 403y TBepOon nekapCcTBEHHOW (POpMbl);

3) xropaunasenokcug B kormvectBe Ao 10 Mr BKkoUUTENbHO (Ha 1 403y TBEPOON fEeKapCTBEHHOW POpMbl).

12. Mpun Ha3Ha4YeHUM Nekapc TBEHHOrO MNpenapaTta UHAWBUAYanbHOro M3roTOBMEHUS B peLenTe Ha GymaxkHoM
HocuTene u (unu) peuenTe B ¢oOpMe 3MEKTPOHHOMO [OOKYMEHTA HaMMEHOBaHWUA NEKapCTBEHHbIX CpeacTB
(BewectB), BKMOYEHHbIX B nepedeHb [IKY, ykasbiBaloTcA B Hayane peuenta, 3aTeM - BCE OCTalnbHble
VHIPEaNEHTbI.

13. lMpun Ha3HavyeHun rekapcTBEHHOrO MpenapaTa B peuenTe Ha OymaxHOM HocuTene u (unu) peuente B
dopMe SNEeKTPOHHOro [AOKYMeHTa 3anpeljaeTcss npesblllaTh KOMMYECTBO HAapKOTUMECKUX CPeAcTs  wunwu
NMCUXOTPOMHbIX BELLECTB, KOTOPOe MOXeT OblTb BbINMUCAHO B OAHOM peLenTe, ycTaHoBMNeHHoe npunoxeHnem N 1 Kk
HacTosLwemy Mopaaky, 3a UCKIIOYEeHWEM crydaeB, yKasaHHbIX B MyHKTax 15 un 24 nactosiwero lNMopsagka.

14. Tlpn HasHa4YeHUM IneKapCTBEHHbLIX MpenapaToB, BKIIOYEHHLIX B nepedeHb [MKY, posa KoTopbiX
npeBbIllaeT BbICWIWA OQHOKPATHbLIA NMpUeM, MEAWUMHCKUIA paboTHMK o6o3HavyaeT [03y 3TOro JieKapcTBEHHOrO
npenaparta B peuente Ha OyMaXHOM HOCUTENle NMPONUCHID C MPOCTAB/IEHMEM BOCKNMLUATENBLHOMO 3Haka u (Mmm)
NPOCTaBMAET BOCKNMUATESNbHBIA 3HaK Npu odopMmIeHnM peuenta B opMe 3NeKTPOHHOTO [JOKYMEHTa.

15. KonnyecTBo HaszHa4yeHHbIX NekapCTBEHHbIX MpenapaTtoB, BKMOYEHHbIX B nepedveHb [MKY, npu okazaHuum
nauveHTam, HyxJawlWnMcsa B OMUTENBHOM fNeYeHUn, NepBU4HON MeANKO-CaHUTapHOW MOMOLLW U NannMaTMBHON
MEOULIMHCKOW NMOMOLL N MOXET OblTb YBENMMYEHO C YYETOM KIMHUY ECKUX pekoMeHaauui He 6ornee yem B 2 pasa no
CPaBHEHUIO C KONMYEC TBOM HAPKOTUYECKMX CPEACTB UMM MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET OblTh BbINMCAHO
B OQHOM peuenTe, yCTaHoBMeHHbIM npurnoxeHnem N 1 kK HacToswemy Nopsaky.

B cnyyasx, npegycMoTpeHHbIx ab3auem nepBbIM HAacTOSILLEro NyHKTa, Ha peLuenTax Ha GymaxHoOM HocuTene
npoussBoauTca Hagnuck "o cneunanbHOMY Ha3Ha4YeHu", OTAenbHO 3aBepeHHas MoAMUCbID MeOULMHCKOro
paboTHMKaA M nevaTbld MeaAMUMHCKOW opraHusaumu "Ons peuentoB"”, Ha peuenTax B ¢opMe 3NEKTPOHHOro
OOKyMeHTa npousBogunTcs oTMetka "lMo cneumManbHOMY HasHayeHu" C  MNPOCTaBfEHNEM  YCUMEHHOW
KBanMMuUMpPOBaHHOW 3MEKTPOHHOM MOANUCU MEQUUMHCKOro paboTHUKa.

16. CocTaB nekapcTBEHHOro npenapaTa, fekapctBeHHas dopma u obpalleHre MeauuMHCKOro paboTHUKA K
(papmaueBTMHECKOMY pabOTHMKY 00 OTNyCKe nekapcTBEHHOrO npenaparta Ha ByMaHOM HocuTene oo pM IS TCA
Ha NMaTUHCKOM MMM PYCCKOM £3blke B pOOMTENbEHOM Majexe, 3a UCKIoYeHuem odopMeHus peuenToB B dopMme
3NEKTPOHHOTO [JOKYMEHTA, OCYLLEeCTBISIEMOr0 Ha PyCCKOM S3bIKE.

Mpn ocopMneHun peuenTypHbIX GNaHKOB AOMNyCKaeTCA MCMNOSb30BaHMe cokpaweHun (npunoxenne N 2 k
HacTosiemy lopsaaky).

Mpn HasHayeHUW nekapcTBEHHOro npenapaTta He 4OMyckaeTcs COKpalleHne HauMeHOBaHWUIA UHIPenMeHTOB,
COCTaBMSAIOWMX JIeKApCTBEHHLIA MpenapaTt, He MO3BOSSALWMX YCTAHOBUTb, KaKOW WMEHHO reKapcTBEHHbIN
npenapaTt Ha3Ha4yeH.

17. Cnocob npumeHeHUs nekapcTBEHHOro npenapaTta obo3Ha4aeTcsl ¢ ykaszaHuem Ny TV BBEAEHWs, O03bl,
YacToTbl, BPEMEHU MpuemMa OTHOCUTENIbHO CHa (YTPOM, Ha HOYb) U €ro ANMTENbHOCTW, a AN NleKapCTBEHHbIX
npenapaToB, B3anMOOEeWNCTBYOLWMX C NULLENR, - BPEMEHU UX YyNnoTpebneHuss OTHOCUTENBbHO NMpuema nuwu (0o eabl,
BO Bpems efbl, nocne efbl).



18. Tpn HeobXxoOMMOCTM HEMELSIEHHOTO WM CPOYHOro (B TeyeHue aByx pabounmx pgHen) oTnycka
nekapcTBEHHOrO npenapata NauueHTy B BepxHeW 4acm peuenTta Ha OyMakHOM HocuTene MpocTaBsATCS
060o3Ha4yeHusa "cito" (cpo4Ho) umm "statim" (HemegneHHo). AHanornyHble 0603HaYeHUs NMPOCTaBIATCA B BUAE
OTMETOK Mpu 0dOPMIEHNN pelenTa B JOPME 3MIEKTPOHHOrO [OKYyMEHTa.

19. lMpu odoOpMIeEHNN Ha3Ha4YeHUst TOTOBOrO JEKApPCTBEHHOro npenapaTta B peuente Ha OymaxHOM
HocuTene unu peuenTte B OpMe 3MEKTPOHHOrO AOKYMEHTa KONMMYECTBO OEWCTBYIOLLMX BELLECTB yKasbliBaeTCsl B
COOTBETCTBMMU C MHCTPYKLMEN NO MEL UL MHCKOMY NPUMEHEHUIO NEeKapCTBEHHOro npenapata. [Jonyc Mo ykasbiBaTb
OO3MPOBKY JEKapCTBEHHbIX MNpenapaToB CUCTEMHOrO AelcTBMA (Ans pe3op6TMBHOrO npuema) B TBEPAbIX
nekapcTBEHHbIX dopMax (Hanpumep, TabreTkn, NMOPOLLKW, Kancyrbl) Kak COAepXaHWe OOHOr0 WIS HECKOIbKUX
OENCTBYIOL MX BEWeCcTB B eQuHMUax Macchl (B rpammax, munnurpammax). JonycTMMo ykasbiBaTb [0O3MPOBKY
neKkapcTBEHHbIX MpenapaToB CUCTEMHOrO AeUCTBUS (ANs pe3opOTMBHOIO NMPUMEHEHNS) B XXUOKMX NEKAPCTBEHHbIX
dopmax (Hanpumep, pacTBOpbl, CYCMNEH3UN) KaK COAEMKAHME OOHOrO MMM HECKOSbKMX AEWCTBYIOLLUX BELLECTB B
eQuHMUax maccbl Ha eguHuuly obbema (Hanpumep, MWUIUrpaMmM/MUMNUMIMTP) C yKasaHuem obuwero obbema
nekapcTBEHHON POPMBbI.

Mpn ocpopMneHMn Has3Ha4YeHNs rekapcTBEHHOr O npenapaTta MHAWBMAYaNbHOro U3roToBMEHNS B peLenTe Ha
OymaxHOM HocuTene unu peuente B ¢opMe 3MEeKTPOHHOrO [OKYMEHTa KONMYECTBO TBEPAbIX U CbINy4dnx
dapmaueBTMHeCcKuX cybcTaHuun ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0), Kugkux - B MUNIMAMTPAxX, rpammax u
Kannsix.

20. PeuenTbl Ha ByMaxHOM HocuTene, B (POpMe 3NEKTPOHHOIO AOKYMEHTa, OCpOPMITEHHbIE HA peLenTypHOM
6naHke gopmbl N 148-1/y-88 n npegHasHavyeHHble AnNst OTNyCKa NeKkapCTBEHHbIX NpenapaTtoB, NpeayCMOTPEHHbIX
nognyHktamu 1 - 3 nyHkTa 9 HacTodw ero Nopsaka, AencTButenbHbl B TedeHne 15 gHen co AHs odopMIieHus.

21. PeuenTbl Ha ByMaxxHOM HocuTerne, B pOpMeE 3NIEKTPOHHOro AOKYMEHTa, 0POpMIIEHHbIE HA peLenTypPHOM
6naHke dopmbl N 148-1/y-04(n) n npegHa3Ha4YeHHble OfS OTMNyCKa NleKapCTBEHHbIX MpenapaToB rpaxgaHam,
yKaszaHHbiM B nyHkTe 10 HacToswero lMopsaka, genctButenbHbl B TedeHne 30 gHen co AHA odopmnieHus, 3a
WCKIIOYEHMEM Ccry4yaeB O0popMIeHMsa peuenTa B COOTBETCTBUM C NyHkTamu 38 n 39 HacTtosiwero Nopsaka, npu
KOTOPbIX OH OENCTBUTENEH B TeueHne 15 aHern co gHA ohopMIIEH UsI.

22. PeuenTbl Ha ByMaxxHOM HocuTene, B hopMe 3NEKTPOHHOro JOKYMeHTa, 0hOpMIIeHHbIE Ha peLenTypHOM
6naHke copmbl N 148-1/y-04(n) n npegHasHauyeHHble AN OTNyCKa feKapCTBEHHbIX MpenapaToB rpaxgaHam,
OOCTUrIMM MEHCUMOHHOro BO3pacTa, WHBanMgaMm NepBon rpynnbl, AeTAM-MHBanMaaMm, a Takke rpaxaaHam,
CTpajatoLL MM XPOHMY eckuMKn 3aboneBaHusMm, Tpeby oMM MMTENBHOM O KyPCOBOrO NEYeHus, AeiCTBUTENbHbI B
TedeHne 90 aHen co oHA odOpPMINEHUs, 3a UCKMIYEeHMeM criydaeB, ykadaHHblX B nyHkTax 38 u 39 HacTosuero
Mopsioka, Mpu KOTOpbIX OH AeUCTBUTENEH B TedeHne 15 gHen co AHS OGopMIIEHUS.

[ns nevyeHnMs XxpoHu4yeckmx 3aboneBaHWI ykasaHHbIM KaTeropusiM rpaxgaH nekapcTBeHHble npenapaTbl C
ocdopmneHMeMm peuenToB Ha GymMakHOM HocuTesrle UM peuenToB B ()OpPMe 3MEKTPOHHOrO AOKyMeHTa MoryT
Has3Ha4aTbCs Ha Kypc neyerua o 180 gHen.

23. PeuenTbl Ha ByMaxxHOM HocuTene, B popMe 3NIEKTPOHHOro AOKYMEHTa, 0(popMIeHHbIe Ha peLenTypHOM
6narHke dopmbl N 107-1/y n npegHasHavyeHHble AN OTNyCKa NeKapCTBEHHbIX MpenapaToB, MPedyCMOTPEHHbIX
nyHkToM 11 HacToswero MNopagka, AecTBUTENbHbI B TedeHne 60 AHelr co gHA odopMIieH Us.

Mpy HasHavyeHuM roTOBbIX NEKApPCTBEHHbIX MpenapaToB W NekapCTBEHHbLIX MpenapaToB WHOUWBMAOYambHOro
M3roTOBMNEHMS NauneHTam ¢ 3aboneBaHuaMu, TpedyoLw MM ANMTENBHOrO KypCcOBOro fnevyeHus, ¢ opopmneHmem Ha
peuenTtypHom 6naHke dopmbl N 107-1/y peuenTta Ha BymMakHOM HOCUTENE UK B POPME 3MEKTPOHHOr O AOKYMEHTA
yCTaHaBNMBaeTCs CpPOK AeWCTBMA pelenTa B npegenax A0 O4HOro rofa.

B cnyyae yctaHoBneHuMsa cpoka OenCTBMSA peuenTa B npegenax Ao OAHOro roga B peuente npousBoguTca
Hagnucb: "lMo chneumanbHOMy Ha3HadeHu", 0b03Ha4YyaeTCst CPOK AEeWCTBMS peuenTa M MepPUOLUYHOCTL OTyCKa
nekapcTBEHHbLIX NpenapaToB M3 anTe4YHOW opraHmMsaumMun Unu MHAuBMAyanbHbIM NpegnpuHUMaTenieM, UMeoLL UM
NMuUeHsno Ha dapmaueBTUYECKY0 OeATenbHOCTb <14> (exeHedernbHO, €XeMEeCSYHO W WHble nepuoabl).
[ononHMTEnNbHO 3TO yKasaHue 3aBepsieTcs NOANMUCHI0 MEAMLIMHCKOro paboTHMKA, a Takke nevaTblo MeguLUMHCKON
opraHuzaumm "Ona peuenToB" (ana peuenta Ha OymMaXkHOM HoOCUTEmNe) WU YCUNEHHOW KBanMuuMpoBaHHOMN
3NEKTPOHHON MOAMUCLI0 MEAUUMHCKOro paboTHWKa M nuua, YNONTHOMOYEHHOrO 3aBepsTb JOKYMEHTbl OT MMEHMU
MEOULIMHCKON opraHusaumun (ons peuenta B ¢OpMe 3MEKTPOHHOrO [AOKYMEHTA).



<14> TyHKT 47 yactn 1 ctaten 12 degepanbHoro 3akoHa ot 4 mas 2011 r. N 99-03 "O nuueH3npoBaHMn
oTaenbHbIX BUOOB geatenbHocTM" (ganee - depepanbHbii 3akoH N 99-03) (CobpaHue 3akoHogaTenbctBa
Poccunckon ®eanepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5177).

24. PeuenTbl Ha nekapcTBEHHbIE NpenapaTbl, BKMOYEHHble B nepedeHb [MKY, ona nevyeHwns naumeHToB C
XPOHUYECKNMUM 3aboneBaHMsSIMU MOTYT OGOPMIAITLCS  Ha Kypc neveHust go 60 gHen.

B cnyyae, korga Kypc nedyeHus coctaBnseT 6onee 30 gHeW, AOMOMHUTENBHO B peuenTax Ha OymaKHOM
HocuTene npousBoauTcs Hagnucb "o cneunansHOMY HasHayeHu", 3aBepeHHas NOoAMUCBbI MeaUUMHCKOro
paboTHMKa M nevyaTbio MEAWUMHCKOW opraHmsauum "Ona peuenToB”, Ha peuenTax B OpMe 3NEKTPOHHOrO
OOKyMeHTa npoumsBoautca oTMmeTka "[lo cneuuanbHOMY Ha3HayeHu" ¢  MNpoCTaBliEHWEM  YCUMEHHOW
KBanMuuMpoBaHHOW 3MEKTPOHHOW MOANUCU MEAMLMHCKOro paboTHMKaA M ruvua, YNONMHOMOYEHHOro 3aBepsATb
OOKYMEHTbl OT MMEHU MeOMVUMHCKOW opraHmsaumu.

25. Peuent Ha BymaxHOM HocuTene B (OpMe 3MEKTPOHHOrO LOKYMEHTa, O0GOPMIIEHHbLIN C HapyLleHUnem
YCTaAHOBIEHHbIX HacToAL UM opsigkoM TpeboBaHWiA, cuMTaeTcs HeOelCTBUTENbHbIM.

Il. HazHayeHne neKapCcTBEHHbLIX NpenapaToB NpU oKasaHUU
MeAULMHCKON NOMOWM B CTaLMOHaPHbIX YCIOBUAX

26. I'IpM OKasaHun nauneHty men WLIMHCKON MOMOLLU B CTaluMOHaApPHbIX YCNOBUAX Ha3Ha4eHne fiekapCTB EeHHbIX
npenapaTtoB Npoun3BoaANTCA be3s O(*)OpMJ'IeHMFI peuenTta MegnunMHCKNUM pa60THI/IKOM €OWNHOJIMY HO, 3a UCKIK4YeHnem
Clly4daeB, YKa3aHHbIX B MyHKTe 27 HacTosALW, ero I'Iopﬂ,u,l(a.

27. CornacoBaHue Has3HavyeHUs JEeKapCTBEHHbIX MpenapaToB C 3aBefylowuM  OTAENeHUEeM  Unu
OTBETCTBEHHbIM [OEXypHbIM BpayoMm nmbo ApyrMM IfMLUOM, YMONHOMOYEHHBIM MPUKA30M [NIaBHOTO Bpava
MEOULIMHCKOW opraHus3auum, a Takke, Mpyu HanMyuu, ¢ BpadYoM - KMMHMYECKMM dhapmakoriorom HeoGxooumo B
cnyyasix:

1) OAHOBPEMEHHOIo Ha3Ha4dYeHua na™m un bonee NeKapCTBEHHbIX MpenapaTtoB OAHOMY NauneHTy,

2) HasHauyeHWs rneKapCTBEHHbIX MpernapaToB, He BXOOSAWMUX B MepevyeHb XM3HEHHO HeoGXoaAWMbIX |
Ba)KHEWLLIUX NeKapCTBEHHbIX npenapaToB <15>, NMpu HETUMMYHOM TeYEeHUM 3aGOoNeBaHusi, HanM4yMmM OCIIOXKHEHWUIA
OCHOBHOro 3abonesaHus 1 (Mnu) conyTcTBYOW UX 3aboreBaHWiA, NpY Ha3Ha4YeHUM feKkapCTBEHHbIX MpenapaTos,
0COBEHHOCTV B3aMMOL ENCTBMS U COBMEC TUMOCTU KOTOPbIX COMMAaCcHO MHCTPYKLMSM MO UX MPUMEHEHUIO NPUBOAST K
CHWXeHMo 3ddekTMBHOCTM M BesonacHocTM hapMakoTepanum u (Mnu) co3far T NoTeHUMabHy0 0nacHoOCTL A s
XKWU3HW U 300POBbs NaLMeHTa.

<15> Yactn 1 ctatmen 60 depepansHoro 3akoHa N 61-03 (CobpaHue 3akoHogaTenbcTBa Poccuickon
denepaumn, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbIX Cllydaax Ha3HadYeHue JeKapCTBEeHHbIX npenapaTtoB d)VIKCI/IpyeTCFI B MeOuLUMHCKON
OOKyMEeHTauun naumeHta un 3aBepdeTcda nognncbrd mMegunumnHCKoro pa6OTHI/IKa n 3asegywuiero otaeneHnem
(OTBeTCTBeH HOro AeXXypHoro Bpada vnn Apyroro ynosiHoMO4YeHHOro nmu,a).

28. MeauuuHckuii  pabOTHUK  MEOMLMHCKOM OpraHu3aumMm (ee CTPYKTYpHOro  nogpasgeneHns),
pPacnosioKEHHOW B CENIbCKOM HacCeneHHOM MyHKTe, OCYLLECTBMSET Ha3HaYeHWe IeKapCTBEHHbIX MpenapaToB B
Crnyyasx, ykasaHHbIX B NyHKTax 27 n 29 Hactoswero lNopsaka, equHONM4YHO.

29. Mo peweHuo BpayebHOM KOMUCCMW NaLMeHTaM MpU OKasaHUM UM MEeOULMHCKOM nomowu B
CTaUMOHapHbIX YCIOBUSIX Has3Ha4yalTCA flekapCTBEHHble npenapaTtbl, He BKMOYEHHble B NepeyeHb >KU3HEHHO
HEOOXOAMMBIX W BaXHEWWWUX neKapCcTBEHHbIX MpenapaToB, B cryvyae WX 3ameHbl K3-3a WHAUBMAOYANbHOMN
HEMNepPeHOCMOCTN, MO XWU3HEHHbIM MOKa3aHUSAM.

PeweHne BpayebHOM KomMUCCUMM UKCUPYETCS B MEOMUMHCKOM [OKYMEeHTauMm nauveHTa Wu XKypHane
BpayYebHOM KOMUCCUN.

30. B crny4danx obcrnegoBaHna M neveHns rpaxgaHmHa B CTauUMOHApPHbIX YCJIOBUAX B paMKax
npegocTtaBneHna MeauUuMHCKUX ycnyr Ha BO3ME34HON OCHOBE 3a CYET JIMYHbIX cpencTB rpaxpaH, cpeacts
opngn4ecknx nmuy M UHbIX CpeactB Ha OoCHOBaHWWM p[Joroeopa, B TOM 4ucrne pgorosopa ,ClO6pOBOJ'IbHOFO



MeOULMHCKOro CTpaxoBaHus <16>, eMy MOryT OblTb Ha3HauyeHbl fieKkapCTBEHHblE MpenapaTbl, He BXoaswue B
nepeyeHb >KU3HEHHO HEOGXOAMMbIX W BaXHEWLWMX fekapCcTBEHHbIX MpenapaToB, €CNU WX Ha3HayeHue U
npyMeHeHe OOYCIIOBIIEHO MEAVUMHCKUMM MoKa3aHUsIMU.

<16> [lloctaHoBneHue [lpaButensctBa Poccunckon Pepmepaumm ot 4 oktabpsa 2012 r. N 1006 "O6
ymBepxaeHun [paBun npefocTaBrneHUss MEeAUUMHCKUMW  OpraHM3auusiMu  MaTHbIX  MeguuMHCKMX — ycnyr"
(Cobpanve 3akoHopatenbctBa Poccuickon ®enepauum, 2012, N 41, cT. 5628).

lll. HasaHayeHMe neKkapcTBEHHbLIX NpenapaToB NpU oKkazaHUU
nepBUYHON MeAUKO-CAaHUTAPHOW NMOMOLUM, CKOPOW MeAULIMHCKOMN
nomMowy M nannuMaTMBHOW MeAULMWHCKOM MomMoLum

31. lMpn okasaHUM NEPBUYHON MELUKO-CAHUTAPHOW MOMOLLW U NannMaTMBHOW MEOULMHCKON MOMOLWN B
amMOy naToOpHbIX YCIOBUSAX HasHa4YeHWe NeKapCTBEHHbIX NpenapaToB OCYLLEeCTBNSeTCA Men UUNHCKUM paboTHUKOM
B Cly4Yasix TUNNYHOrO TeYeHust 3aboneBaHna nauMeHTa UCXOo4sA M3 TSXKECTU U XapakTepa 3aboreBaHus.

32. HasHaueHune nekapcTBEHHbLIX NpenapaToB MO peLleHuto BpavyebGHOM KOMUCCUM NPU OKasaHWK NePBUYHON
MeOUKO-CaHUTapHOW NOMOLL M, NannMaTMBHOW MEQULMHCKOMN MOMOLLM B amBynaTopHbIX YCIOBUSX MPOM3BOAMTCS B
cnyyasx:

1) O4HOBPEMEHHOrO0 Ha3HaYyeHWUs OQHOMY MaLMEHTy NATM U Goree NnekapcTBEHHbIX NMpenapaToB B TeYeHue
OZHUX CYTOK WM CBbIlLE AECATM HaUMEHOBaHWiA B TeYyeHue Tpuauati OHew;

2) HazHa4YeHUs1 Nekapc TBEHHbIX NpenapaToB NP MW HETUNMYHOM TeYeHUN 3aboNeBaHns, HanMYUn OCIOXHEHU
OCHOBHOro 3aboneBaHuss U (MnNK) conyTcTBYOW UX 3a6oneBaHni, NpyY Ha3Ha4YeHUWU feKapCTBEHHbLIX MpenapaTos,
0COBEHHOCTM B3aMMOZ EACTBUS U COBMEC TUMOC TN KOTOPbIX COrMAacHO MHC TPYKLUAM MO UX MPUMEHEHMIO NPUBOAAT K
CHMXEHMI0 3 ek TMBHOCTU 1 Be30NacHOCTM fiedeHns naumneHTa v (Mnm) cosgatoT NoTeHUMarbHyo onacHoC T 4
XXM3HM 1 300POBbA NaLMEHTa;

3) NePBMYHOr0 Ha3Ha4YeHWs NauMeHTy HapKOTUYECKUX U NCUXOTPOMHBIX NEKapCTBEHHbIX MpenapaToB CMMCKOB
I n 1l NMepeyHa (B crnyyae MpUHATUA PyKOBOAMTENEM MEOWLUMHCKOW OpraHM3auuv pelleHus O HeobxoammocTu
COrnacoBaHVsl Has3Ha4YeHUs TakKMX NEKapCTBEHHbIX MpenapaTtoB C BpavyebHOW KOMUCCUEN).

33. lNMoBTOpHOE Ha3HaYeHMEe HapPKOTUYECKUX U MCUXOTPOMHLIX feKapcTBEeHHbIX npenapaToB cnuckos |l un Il
MepeyHss NnpousBoaMTCA MEOULMHCKMM paboTHUKOM CaMOCTOATENbHO UMW eAMHONMMYHO 6e3 yyacTus BpadvebHOM
KOMUCCUMN NaumMeHTaM C BblpaXXeHHbIM G0MNeBbIM CUHOAPOMOM MOGOro reHesa, HapyleHWEeM CHa, CYAOPOXHbIMU
COCTOSIHUSIMK, TPEBOXHBLIMK paccTpoicTBamu, ¢O6MAMM, NCUXOMOTOPHBLIM BO30YXAEHVEM.

34. Mpu okasaHMU CKOPON MEONLMHCKOW NMOMOLLLM NeKapCTBEHHbIE NpenapaTbl HazHa4al TC MeaNLUMHCKUM
paboOTHMKOM Bble3gHOW Opuragbl CKOpOW MOMOLLW, MEOAULMHCKAM pabOTHMKOM MeOMLMHCKOW opraHusaumun npu
OKasaHWM MegUUMHCKON MOMOLL W rpaxaaHaM npu 3aboneBaHusax, HecHacTHbIX Cryvasix, TpaBmax, OTpaBIieHUsX U
APYTUX COCTOSIHUAX, TPEGYIOLW X CPOYHOrO MEAMLMHCKOro BMeLlaTensCcTBa.

IV. Ha3zHayeHue nekapcTBeHHbIX NpenapaToB rpaxaaHam,
MMeWMM npaBo Ha 6ecnnaTHoe norfiyYyeHue feKapcTBeHHbIX
npenapaTtoB UM Nony4YeHue neKkapcTBeHHbIX NpenapaTtoB
CO CKMAKOW, NPU OKa3aHUM nepBUYHOMN
Me AUKO-CAaHMTapHOW NOMOLLM

35. lMpn okazaHMM NEepBUYHON MEAWMKO-CaHUTAPHOW MOMOLWM HA3Ha4YeHNne MeaULMHCKMM paboTHUMKOM Ha
OCHOBE KIMHWYECKUX peKoMeHOauuhn M C yyeToM CTaHOapToB MeOMUMHCKOW nomowu <17> nekapcTBeHHbIX
npenapaTtoB, OTNyCKaeMmblx 6GecnmaTHO MMM CO CKWAKOW, rpaxpaHaMm, uMelwuMm npaBo Ha obecnevyeHve
nekapcTBeHHbIMW npenapaTaMmu 3a cyeT cpeactB OlaXeTHbIX accurHoBaHuin denepansHoro 6Gwogxeta wu
GtogxetoB cybbekToB Poccuiickon denepaumn, ocyllectBnaeTca Ha peuentypHoMm 6GnaHke N 148-1/y-04(n).

<17> Cramsa 37 ®enepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbctBa Poccuickon ®egepauum,
2011, N 48, cT1. 6724; 2021, N 27, cT. 5186).



Mpn odbopmneHnn peuenTta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymakHOM HocuTene odopMIIATCA ABa
9K3eMnnsapa, O4WH U3 KOTOPbIX OCTaeTcs B anTe4YHOW OpraHu3auuu, BTOPOW - B MEOULMHCKON OOKYMEHTaLMM
nauueHTa.

36. I'IpaBo Ha3Ha4yaTb JieKapCTBEHHblIe npenapaTbl rpaxgaHam, MMerLw MM npaeso Ha b6ecnnatHoe nony4vyeHne
NNEKapCTBEHHbIX MnpenapaTtoB Wi nojiy4eHne rnekapCTBeHHbIX npenapatoB CO CKMOKOW, TaKKe MMEIOT:

1) MmeguumMHCKMe paboTHUMKK, paboTarol e B MegUUMHCKON OpraHmusaLmm no COBMec TMTENLCTBY (B Npedenax
CBOEIN KOMMETEHUMN);

2) MeOuWUMHCKMe paBoTHUKM CTaLMOHapHbIX OpraHu3aumMii coumanbHOro OGCIyXMBaHMS MpU  Hanu4uu
NMMUEH3NM Ha OCyLlecTBeHVe MedWUMHCKOW OesaTenbHocTM <18>, npedycMaTpvBalow el BbiNosfHeHWe paGoT
(okas3aHue ycnyr) no okazaHuio NepBUYHON MeWKO -CaHUTapHOW MOMOLL U B aMByNaTOpHbIX YCMNOBUSAX (HE3aBUCUMO
OT BEOMCTBEHHOW MNpPUHAANEXHOCTH);

<18> TllyHKT 46 4actn 1 ctatbum 12 depmepansHoro 3akoHa N 99-03 (CobpaHue 3akoHogaTenbCTBA
Poccunckon ®eanepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) MeanumHckne paboTHUKM MEeOMLMHCKUX OpraHm3aumii, OKasbliBarloLLUX MEPBUYHYIO MEAMKO -CaHMTapHYo
NMoMOLLLb, NMOABEAOMCTBEHHbIX defeparibHbIM opraHam WUCMOSIHATENbHOW BNacTM WM opraHaMm UCMOMHUTENbHOWN
Bnacm cybwektoB Poccuiickon ®enepaumnu;

4) vHavBuayanbHble NpeanpuHUMaTEnu, OCYyLLEeCTBALLIME MEOULMHCKYIO OEATENbHOCTL U BKIOYEHHbIE B
peecTp MeaULMHCKUX OpraHm3auuii, OCYLLECTBMAILIMX OeATeNbHOCTb B cdepe 0653aTenbHOr0 MeauUMHCKOro
CTpaxoBaHus.

37. Mpu HazHaYeHUN fekapcTBEHHbIX NMpenapaToB rpaxgaHamM, MMetoLL MM NpaBo Ha BGecnnaTHoe nonyyeHne
nekapcTBEHHbIX NMpernapaToB UMW MofydYeHUe NekapcTBEHHbIX MpenapaToB CO CKWOKOW, B pelenTe yka3bliBaeTcs
HoMep TenedoHa, Mo KOTOPOMY PaBGOTHMK anTeYHOW opraHuM3aumn npu HeobXo4MMOCTM MOXET COrflacoBaThb C
MeOULMHCKMM paboTHUKOM 3aMeHy JieKapCTBEHHOrO rnpenapara.

38. HasHayeHMe HapKOTUYECKMX WM MCUXOTPOMHbIX FeKapCcTBEHHbIX npenapaTtoB cnucka Il MNepeyHs (3a
UCKIMIOYEHNEM FeKapCTBEHHbLIX MNpenapaToB B BuAe TpaHcAepManbHbIX TepaneBTUYECKMX CUCTEM, a Takxke
nekapcTBEHHbLIX NpenapaToB, CoAepXalux HapKoTUYeckoe CpPeAcTBO B COMETaHMU C aHTAarOHUCTOM OMMUOUAHbIX
peLenTopoB) rpaxaaHam, WMewLlW MM npaBo Ha 6OecnnaTHoe MONyYeHMEe FeKapCTBEHHbIX MpenapaTtoB UMK
nonyyYyeHUsl JNekapCTBEHHbIX MNpenapaToB CO CKUAKOW, OCYLLecTBsieTcsl Ha peuenTypHom 6GrnaHke d¢opmbl N
107/y-HI1, Kk KOTOpOMYy AONONMHUTENBHO 0POPMIAETCA peuenT Ha peuenTypHoM G6naHke dopmbl N 148 -1/y-04(n) (B
OBYX 9K3emnnspax npv oopMrieHnn Ha OyMaXHOM HocuTene).

39. HazHauyeHne HapKOTUYECKUX M MCUXOTPOMHLIX feKapCcTBEHHbIX nNpenapaTtoB cnucka |l MNepeyHa B Buae
TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX npenapaTtoB cnucka Il Mepeyns,
coepxallmx HapKoTUYeckoe CpefCcTBO B COMETAHWU C aHTarOHUCTOM OMUWOWUAHBLIX PeLEenTopOB, MCUXOTPOMHbIX
nekapcTBeHHbIXx npenapaTtoB cnucka Il MepeyHs, nekapcTBeHHbLIX NpenapaTtoB, BKIMOYEHHbIX B nepedveHb (1KY,
cogepxalimxca B noanyHkTe 2 nyHkta 11 HacTtoswero lMopsaka, npedHasHayeHHble ONS NeYeHus rpaxaad,
UMerLwnx npaBo Ha GecnmaTHoe nosflyyeHne neKapCTBEHHbIX MpenapaToB MM MNONyYeHWe reKkapCcTBEeHHbIX
npenapaTtoB CO CKUOKOW, OCYLLeCcTBNseTCs Ha peuenTypHbix 6naHkax ¢opm N 107-1/y n N 148-1/y-88, Kk KOTOpbIM
OOMNoNHMTENbHO odopMmnseTcs peuenT Ha peuenTypHom GnaHke cdopmbl N 148-1/y-04(n) (B ABYX 3ak3emnnsdpax
npv odoopmMIIEHMN Ha BymaKHOM HocuTene).

Mpunoxenne N 1

k MNopsagky HasHayeHus
nekapcTBEHHbIX MNpenapaTos,
yTBEPXOEHHOMY MpUKa3oM
MwuHucTepcTBa 34paBOOXpPaHEHUs



Poccuinckon ®enepauym
oT 24 Hos6ps 2021 r. N 1094H

KOJINYECTBO
HAPKOTUYECKUX CPEOCTB WUIIN NMCUXOTPOIHbIX BEWECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOHOM PELENTE

N MexayHapogHoe HenaTeHTOBaHHOe ®opma BbInycka K1 Konnuyectso
n/n HauMeHOBaHWE HaPKOTUYECKOrO U 003UpOoBKa
MCUXOTPOMHOrO JIeKapCTBEHHOIO
npenapaTta
1. BynpeHopdmH + HarnokcoH Tabnetku 60 Tabnetok
cybruHreansHele 0,2 mr + | (ynakoska, kpatHas N
0,2 mr 20)
2. BynpeHopdmiH PacTtBop Ons Hbekumn, 30 amnyn
0,3 mr/mn 1 mn (wnpwuu-Tto6MKOB)
3. BynpeHopdwiH TpaHcaepmanbHbIn
nnacTbIpb
35 mkr/yac 20 nnacTbipen
52,5 MmKr/uac 10 nnacTbipen
70 mkr/vac 5 nnacTtbipen
4. MopdwmH PacTtBop Ona vHbekumn, 20 amnyn

pacTBop Ans NoaKoXHOro

BBegeHuss 10 mr/mn 1 mn (WnpuL-TIO6MKOB)

5. KopeuH + MopdmH + HockanuH + PacTtBop Ons nogkoXHoro
ManaBepuH + TebaunH BBEOeHns
0,72 + 5,75+ 2,7 + 0,36 +
0,05 mr/mn 1 mn 20 amnyn
1,44 + 11,5+ 54+ 0,72 +
0,1 mr/mn 1 Mn
6. TpumenepunauH Tabretkn 25 mr 50 Tabnetok
7. TpumenepunauH PactBop AN nHbekuuin 20 amnyn

10 mr/mn 1 mn

20 mr/mMn 1 mn (Lunpu-TIoGMKos)

8. MopdwmH Tabnetkn (kancynbl) 180 TabneTtok
NPONOHIMPOBAHHOT O (kancyn)
aencteus 60 Tabnetok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTtok (kancyn)
60 mr 20 TabneTtok (kancyn)
100 mr
200 mr
9. MopdwmH Tabnetkn
5 mr 100 Tabnetok
10 mr 100 Tabnetok
10. MopdwmH Kanmu gns npuema 4 dnakoHa

BHYTPb 20 mr/mn 20 mn




11.

MopdwmH

PactBop aonsa npuema
BHYTPb (MOHOA03bl)

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

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

12. OkcukogoH + HanokcoH Tabnetkn
NPOSIOHIMPOBAHHOT O
aenctsug
5mMr+25wmr 100 TabneTtok
10 mr + 5 mr 60 Tabnetok
20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
13. | lMponnoHnndeHnna Tokeua TunnunepuaunH | Tabnetkn 3awiedHble 20 50 Tabnetok
mr
14. deHTaHun MnacTbipb
12,5 MmKkr/yac 20 nnacTeipen
25 mkr/yac 20 nnacTbipen
50 mkr/yac 10 nnacTbipen
75 mkr/yac 10 nnacTbipen
100 mkr/yac 10 nnacTbipen
15. deHTaHun Cnipent HasanbHbIN

®dnakoH 50 mkr/pgosa

2,0 mn (10 po3s)
3,2 mn (20 oo3)
5,0 mn (40 po3)

dnakoH 100 mkr/go3a
2,0 mn (10 go3)
3,2 mn (20 go3)
5,0 mn (40 po3)

dnakoH 200 mkr/gosa
2,0 mn (10 po3s)

3,2 mn (20 oo3)
5,0 mn (40 po3)

24 dhnakoHa
12 chnakoHoB
6 chnakoHoB

12 dnakoHoB
6 dunakoHoB
3 dnakoHa

12 chnakoHoB
6 dhnakoHoB
3 diakoHa

MpunoxeHne N 2

K MNopsiaky HasHayeHus
NeKapcTBEHHbIX MpenapaTos,
yTBEPXOEHHOMY MPUKa3oM

MuHMCTEpCTBa 34paBOOXPaHEHNs!

Poccunckon ®enepauum
oT 24 Hos6psa 2021 r. N 1094H

CnpaBo4yHO



PEKOMEHOOBAHHbIE K UCMOJIb3OBAHUIO COKPALLEHUA
NP O®OPMITIEHMMN PELIENTOB

N Cokpaly eHne lMNonHoe Hanucanue MepeBog

n/n

1. aa ana no, NOpoBHY

2. ac., acid. acidum Kucnota

3. aer. aerozolum a’po3ornb

4, amp. ampulla amnyna

5. ag. aqua BoAa

6. ag. purif. aqua purificata BOJa OYMLL eHHas

7. but. butyrum macro (TBepgoe)

8. caps. capsula Kancyna

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

10 D Da (Detur, Dentu) Bhiaah (TyoTs Bsiato, Mot GyaeT
11. D.S. Da, Signa Detur, Signetur Bb"qftlﬂof:; Hggz) 32};3TezgyneT
12. D.t.d. Da (Dentur) tales doses Beipart (Mycte 6;’2";’; BbiaHbi) Takue
13. dil. dilutus pa3BeneHHbIN

14. Div. in p. aeq. Divide in partes aequales Pasgenn Ha paBHble YacTu
15. emuls. emulsio aMynbcud

16. extr. extractum 3KCTPaKT, BbITAXKA

17. in enem. in enemas B MMKPOKIM3Max

18. F. Fiat (fiant) MycTs obpasyetcs (obpasytoTcs)
19. gran. granulum rpaHynbl

20. gt., gtt gutta, guttae Kanns, Kannu

21. gtt. peror. guttae peroralis Kannu ons npuema BHYTPb

22. inf. infusum HacToun

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 TAGETKaX C MPOIIOHIVPOBAHHLIM

BblCBODOOXAEeHNemM




in tab. prolong,

B Tabrnetkax C NPOMOHrMPOBaHHbLIM

26. obd. in tab(u)lettis prolongatis obductis BbICBOOOXOEHNEM, MOKPbITHIX
oboroykon
27. in tubul. in tubulis B TtobBMKax
28. lin. linimentum TNMHUMEHT
29. lig. liquor XUOKOCTb
30. lot. lotion NOCbOH
31. m. pil. massa pilularum nuronbHaa macca
32. membr. bucc. membranulae buccales NIEHKN 3alleYHble
33. M. Misce, Misceatur Cuewan
(MycTs OyneT cmelwaHo)
34. mixt. mixtura MUKCTypa
35. N. numero YMCIIOM
36. ol. oleum Macno (kunakoe)
37. past. pasta nacta
38. pil. pilula, pilulae NUMONS, NN
39. p. aeq. partes aequales paBHble 4acTu
40. ppt., praec. praecipitatus OCaXXOEeHHbIN
41. pulv. pulvis MOPOLLIOK
42. g.s. guantum satis CKOJbKO MoTpebyeTcs, CKOMbKO Hado
43. r., rad. radix KOpeHb
44, Rp. Recipe Bosbmu
45, Rep. Repete, Repetatur MosTopun (Mycte ByaeT noBTOPEHO)
46. rhiz. rhizoma KOopHeBuLL e
47. S. Signa, Signetur 0603H:6q;3'-(lglz:;z)6yneT
48. sem. semen cems
49, simpl. simplex npocTon
50. Sir. sirupus cupon
51. sol. solutio pacTBop
52. spr. Spray cnpen
53. Spr. nas. spray nasale cnpen HasanbHbIN
54. supp. suppositorium cBeva, Cynnosuntopui




55. susp. suspensio CyCneH3usl, B3BeCb

56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTourka

58. tubulis tubulis TIOOUKM

59. STT Systema Therapeutica Transcutanea Tep aEZiﬁﬂsggznbg:;eM a
60. ung. unguentum Masb

61. \Atr. vitrurn CKISiHKa

Mpunoxenne N 2

K npukady MuHucTepcTBa 34paBOOXpPaHEHMS
Poccuickon ®enepauum

oT 24 Hosbpsa 2021 r. N 1094H

®OPMA PELIEMNTYPHOIO BINAHKA N 107-1/Y

MwuH1cTepcTBO 3apaBoOXpaHeHnss Poccuickon
depnepaumm

HanmeHoBaHve (wTtamn)

Kog dopmbl no OKY[Q
Kog yuypexpenusa no OKIMO

MeguumHckas OOKYyMeHTauuA

MEOULIMHCKON OopraHnsaumm

®opma N 107-1/y

YTBEepXaeHa npukasom
MwuHucTepcTBa 34paBOOXPaHEHUS
Poccuickon ®enepauunn

oT 24 Hosi6pst 2021 r. N 1094H

HavmeHoBaHuWe (WwTamn) MHAUBUAOYAMbHOrO
npegnpuyHuMaTtens (ykasaTb agpec, Homep u
Aaty niueHsuv, HanMeHoBaHue opraHa
rocyjapCTBEHHOW BracTW, BbiAaBLLEro
NMLEH3NIO)

PELENT
(B3poCHbIN, OETCKUIA - HY>KHOE MOO4YEPKHYTb)
" 20 .

damunns, nHumansl UMeHn 1 oT4ecTsa (nocnep,Hee - npu HaJ'II/I‘-II/WI)
nauneHTa

[ata poxaeHus

damunus, nHuumansl MMEHW 1 oT4ecTBa (MocrnegHee - Npu Hamn4ymm)
nevawero Bpaya (cenbgluepa, akyLlepku)

py6.|kon.| Rp.



Mognucb M.IM.
M neyaTtb fevaiiero Bpada
(noanuce denbaliepa, akyLuepku)

PellenT pmeMcTBUTeJeH B TeueHme 60 zpgHer, mo 1 rozma ( )
(Hy’XHOEe TNOOUEPKHYThH) (yxkazaThb
KOJIMUECTBO IHEM)

ObopoTHast cTopoHa

OTMeTKa O Ha3HaYeHW NeKapcTBEHHOro
npenaparta Mo pelleHnio BpadebHoi KoMUccum

MpurotoBun Mposepwun Omycmwn

®OPMA PELIEMTYPHOIO BJIAHKA N 148-1/Y-88

MwuHucTepcTBO 3apaBooxpaHeHnss Poccuinckon Kog dopmbl mo OKY[ 3108805
denepaumm MeguumHckas goKyMeHTaums
®opma N 148-1/y-88
HaumeHoBaHue (wtamn) YTBepxaeHa npuKasom
MEAVLMHCKON OpraHv3auum MwuHucTepcTBa 34paBOOXpPaHEHUs

Poccuickon ®enepauunmn
oT 24 Hosi6ps 2021 r. N 1094H

HanmeHoBaHve (WwTamn) vHAVBUAYanbHOro
npeanpvHUMaTens

(ykasaTb agpec, HomMep 1 Aaty NMLEH3uu,
HavMeHOBaHWe opraHa rocyaapCcTBEHHOW
BMacT1, BblAaBLUErO NMLEH3MNIO)




PELENT " 20 .
(nata odopmneHusa-peuenTa)

(B3poCnbIN, OETCKUA - HYXHOEe MogYepKHYTb)

damunus, nHMumansl MMEHW 1 oTdecTBa (MocrnegHee - Npu Hamn4ymm)
nauveHTa

[ata poxaeHus

Agpec mecTa xuTenbctBa umm N MeauuUMHCKOW KapTbl amOynaTopHOro nauueHTa, MnoslyyaroLlero
MeLULMHCKY0 nomoLy b B ambynaTopHbIX yCroBUsIX

damunus, MHMUMansl UMeHW 1 oTiecTBa (MocrenHee - NpyU HanMuum)
nevawero Bpaya (cdenbgluepa, akyLlepku)

Pyo6. Kon. Rp:

Moanuck 1 nevatb nevawlero Bpaya M.TT.
(mognuck geenballepa, akyLlepKn)

Peuent genctsuteneH B TeyeHune 15 gHen

ObopoTHast cTopoHa

OTMeTKa O Ha3HaYeHWU NeKapCTBEHHOrO
npenapata Mo pelleHnio BpadebHoi KoMmuccum

MpurotoBun Mposepun Omycmmn

®OPMA PELIEMTYPHOIO BJIAHKA N 148-1/Y-04(1)

MwuHMCTEPCTBO 34paBOOXpPaHEHUS YTBEP>XOEHA
Poccuinckon ®enepauym MECTO npvkasoMm MuHUCTepCTBa
anA 3[paBoOXpaHeHns
WTPUXKO Poccuinckon ®enepauum
OA <*> OT 24 Hosbpst 2021 r. N

1094H




LLiramn
Kon

MeANLMHCKON opraHusauumn

LLiramn
Kon

nHanBunayanbHOro npeanpuHnMartens

Kog dopmbl no OKY[] 3108805

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

Kon Kon Hosonornyeckom NcTouHMK dwmHaHcHMpoBaHus:
Kateropuu dopmbl (Mo MKB) (nogyepkHy L)
rpaxgaH % onnartbl:
1. PenepanbHbii GrogxeT (nogyepkHyTb)
2. brogxeT cybbekta Poccuinckon
denepaumm

3. MyHuumnaneHein GroaxeT
1. BecnnaTtHo

2. 50%
3. uHon %

PELUENT  Cepus N [ata odopmneHus: 20 .

damunmsa, vHMUMansl MMeHM KM oTdyecTBa (MocriegHee - Mpw
HanMuun) nauueHTa Hata poxaeHus

CHMNC

N nonuca
obsizatensHoro
MeANLMHCKOro
CTpaxoBaHusi:

Homep mMeguumHCKON KapTbl NauueHTa, MosyyvatoLlero MegmuUMHCKY0 MNOMOLLb B aMOyaTopHbIX
YCHOBUSIX

damunmsa, MHUUMansl UMeHn U oTdecTBa (MOCNeaHee - MpU Hanmmyun)
nevawero Bpaya (denbgluepa, akyLuepkn)

Py®6. Kon. o P



1 T = PSPPSR

Moagnuck 1 nevats nevaiyero Bpava M.0
(noanuce denbaliepa, akyLiepku) o

PeuenT pgenctButeneH B tedeHne 15 gHen, 30 gHenr, 90 gHEN (Hy)XKHOE MOAYEPKHYTb)

------------------- (3anonHsetca cneumMannMcToM anTevyHON OPraHu3aumnn) -------------------

Oy eHo no peuenty: ToproBoe HaumeHoBaHWE W O03MPOBKa:
Hata omycka: "__" 20 . KonunyecTso:
MpuroToBun: Mposepun: Omycmvn:

R e (13171371~ B o | o) |: =) B R

Kopewwok peuenTtypHoro 6naHka Cnocob npvMeHeHust:

[NpoaormknuTenbHOC Tb Hen
HavnmeHoBaHne PoA A

NeKapCTBEHHOro npenapata:

[loauposka: KonnyectBo npuemoB B LEHb: pa3

Ha 1 npuewm: en.

<*> B cny4yae W3roToBlieHUS peLenTypHoro 6raHka C WCMNONIb30BAHMEM KOMIMbH TEPHBIX
TEXHOMOTrUM.

ObopoTHast cTopoHa

OTMeTKa O Ha3HaYeHWK FeKapcTBEHHOTO
npenapata Mo peleHnio BpaYebHol KoMMccum

MpurotoBun Mposepun Omycmvn

Mpunoxenne N 3



K npukasy MuHMCTepcTBa 34paBoOXpaHeHust
Poccunckon ®enepauym
oT 24 Hosbps 2021 r. N 1094H

NoPAOOK
O®OPMNEHNA PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE TMPEMAPATDI,
MX YHYETA U XPAHEHUA

l. OdbopmneHue peuenta Ha 6ymMakKHOM HocuTene

1. Ha peuentypHbix 6naHkax doopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B neBom BepxHeMm yrmny
npocTaBngeTcs WTamMn MeguUMHCKON opraHmMsaumn ¢ ykasaHMeM ee HaMMeHoBaHuA, agpeca u TenedoHa ¢ gaton
BbINUCKKN (faTon odopMneHns) peuenTta Ha NeKapCTBEHHbIN npenapar.

[ononHuTenbHO Ha peuenTypHom O6naHke dopmbl N 148-1/y-04(n) npocTaBnseTca KO4 MeLUUMHCKOMN
opraHmsaumm B cooTBeTCTBMU C OCHOBHBIM rOCYAapCTBEHHBIM PErucTpauuoHHbIM HomepoMm (aanee - OIPH).

Cepusi peuentypHoro 6naHka dgopmbl N 148-1/y-04(n) BknoyvaeT Kog cybbekTa Poccurickon ®enepaumm,
COOTBETC TBYIOLL I OBYM nepsbiM umdcpam OO6ww epoccuinckoro KnaccudmkaTtopa o6bekToB
afMUHUCTPATUBHO-TeppuTopnanesHoro genexHusa (ganee - OKATO).

PaspelwaeTcss m3rotaBnuBate peuentypHble 6naHku dopmbl N 107-1/y u dopmbl N 148-1/y-04(n) c
NMOMOLL, b0 KOMMbIOTEPHLIX TEXHOOMMA.

PeuenTtypHble 6naHku dopmbl dopmbl N 148-1/y-88 n3rotaBnMBalOTCA MCKIOYUTENBHO TUNOrpadcKnm
cnocobom.

2. Ha peuentypHbix 6naHkax, OQOPMISEMbIX WHAMBUAYANbHLIMW MPEANPUHUMATENAMMU, VM EtoLL UMK
NMALEH3MI0 HAa MEOULUMHCKYI [OeATeNbHOCTb, B BEPXHEM MeBOM Yriy Tunorpadickum crnocoGom unm nyTem
MpocTaBfeHMs LTamna [JorkeH OblTb yKasaH agpec WMHOMBMAYalbHOrO MpeanpuHUMaTtens, Homep W Aata
NALEH3MM, HaMMEHOBaHWe opraHa rocy4apCTBEHHON BracTi, BblOaBLIEro NMULEH3MIO.

3. PeuentypHble 6raHkm ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHawTCA MeOULMHCKAM
paboTHUKOM YepHUNaMyM WU LLApUKOBOW PYYKOMN.

4. [onyckaeTcs oopMIiIEHNE BCEX PEKBM3UTOB (3a UCKMOYeHMeM pekBuanTa "lMognucb nedawero Bpaya
(nognucb cbenbalepa, akywepkn") peuenTypHbix 6naHkoB dopmbl opmbl N 107-1/y, cdopmbl N 148-1/y-88 un
dopmbl N 148-1/y-04(n) ¢ ncnonb3oBaHWeM nevartaroLl X yCTPOUCTB.

5. OdopmneHne peuentypHbix 6riaHkoB dopmbl N 148-1/y-04(n) BkoYaeT UMGPOBOE KOOMPOBAHME.
LindpoBoe kogMpoBaHWe yKasaHHbIX peuenTypHbiX GrnaHKoB BKMOYaeT:

1) kog megumumHckon opraHmsauumn (OMPH) nnn kog nHameBuayansHOro npegnpuHUMaTenss B COOTBETCTBUMN C
OCHOBHbIM FOCYy4apCTBEHHbIM perMcTpauMoHHbIM HOMEPOM WHOMBUAYanbHOro npeanpuHuMartens (ganee -
OIrPHWI), npocTaBnsieMbli NpW U3rOTOBMEHUM PELENTYPHbLIX OGnaHKoB;

2) Kof KaTeropum rpaxgaH, MMeLL X NpaBo Ha NOMyYeHne nekapcTBEHHbIX NpenapaToB B COOTBETCTBUM CO
cTathen 6.1 ®enepanbHoro 3akoHa oT 17 mons 1999 r. N 178-®3 "O rocygapcTBEHHON coumansHOW nomMotymn”
<1>, 1 Kog Ho3ornorndeckon gopmbl No MexayHapoaHOW cTaTMCTUY eCKon knaccudmkaumm 6onesHen n npoodnem,
CBsi3aHHbIX co 3g0poBbeM (10-1 nepecmoTp) (nanee - MKB), 3anonHaemble nevyaw,um BpayoMm nyTemM 3aHeceHus
Kaxaon umdpbl B NycTble S4eku, Npy 3TOM ToYKa NPOCTaBNseTcs B OTAENbHOW A4YenKe;

<1> CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaummn, 1999, N 29, ct. 3699; 2020, N 52, cT. 8577.

3) oTMeTKy 006 UCTOYHMKE brHaHCUMpoBaHUWSA (depepanbHbin GoaxeT [1], GrogxeT cybbekTa Poccuiickomn
denepaumu [2], myHuumnaneHein Grogxet [3]) n npoueHTe onnatbl peuenta (6ecnnatHo [1], 50% [2], uHon % [3]);

4) WTpUX-KOA - AOMOSIHUTENBbHbIA PEKBU3UT (B Crydae U3roToBneHUs Ha TeppuTopumn cydbekTa Poccumnckon
depnepaummn peuenTypHoro GraHka C UCNOMb30BaHNEM KOMMbIOTEPHBLIX TEXHOMOMUIA).



6. B peuenTypHbix 6naHkax gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpacpe "®amunusa, nHmumansl
UMEHMN 1 OTYeCTBA (NOCregHee - NpYU HAaNU4YUKU) naumeHTa" ykasbiBaloTca paMuiuns, MHULUManbl UMeHU n oTiecTBa
(nocnegHee - Npy HanMM4MM) NauveHTa.

7. B peuenTypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpacpe "OaTta poxaeHus"
yKasblBaeTCs fata poxAeHus nauueHta (4vcro, mecsu, rog).

JononHuTeneHO B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n dopmel N 107-1/y ana neten B Bo3pacTte
0o 1 roga B rpacpe "[ata poxaeHus" ykasblBaeTCH KONUYECTBO MOSHbLIX MeCHLEB.

8. B peuenTtypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpacdax "CHWINC" n "N nonmca obasaTtensHoro
MELMULMHCKOro CTpaxoBaHusa" yKasblBalo TCsi CTPaxOBOW HOMEpP WMHAMBMAYalbHOro NULEBOrO cyeTa rpaxgaHuHa B
MeHcnoHHOM choHae Poccuiickon ®epepaumm (CHWINC) (npyu Hanuumn) m Homep nonuca o06s3aTenbHOro
MELVUMHCKOro CTpaxoBaHusl.

9. B peuenTypHbix 6GnaHkax dopmbl N 148-1/y-88 B rpade "Agpec MecTa XUTenbCTBa MM HOMEP
MEOULIMHCKOW KapTbl NaumMeHTa, NomnyyarLl,ero MegMUMHCKY0 NoMOLLLb B aMBynaTopHbIX yCnoBusx", ykasbiBaeTcs
NMoYTOBLIA aapec MecTa XuTenbcTBa (MecTa NpebbiBaHNA UM MecTa PakTUUECKOrO NPOXUBAHUS) NaumeHTa unm
HOMEpP MEeLMLMHCKOWN KapTbl MaumeHTa, Mony4varoLlero MeQULIMHCKYH NMOMOLLb B amOynaTopHbIX YCMOBUsSIX <2>.

<2> lpuka3 MuHMUCTepcTBa 3apaBooxpaHeHus Poccuickon Penepaunm oT 15 gekabps 2014 r. N 8341 "O6
YTBEPXKAEHUN YHUDUUMPOBAHHBLIX (OPM  MEOULMHCKON [OKYMEHTauuu, MWCNoSib3yeMblX B  MedULUHCKNX
opraHu3auusx, oKkasblBalLuX MegULMHCKYO MOMOLLb B aMOynaTopHbIX YCIIOBUSAX, U NMOPSAKOB MO UX 3anofTHEHNIO"
(nanee - MNpukas N 834H) (3aperucpuposaH MuHuctepcBoM tocTULMM Poccuiickon ®egepaumnm 20 despana 2015
r., perucipaunoHHbln N 36160) ¢ uaMeHeHnsAMUW, BHECEeHHbIMW Mpukaszamu MuHUCTepcTBa 34paBOOXpaHeHus
Poccwuiickon ®epepaumm ot 9 aHBapst 2018 r. N 2 (3apernctpupoBaH MuHMCTEpCTBOM tCcMLUMM Poccuiickon
denepaumm 4 anpensa 2018 r., peructpaumoHHbii N 50614), ot 2 Hoabpa 2020 r. N 1186H (3aperucTpupoBaH
MuHncTepctBoM tocmuum Poccuickon depepaumu 27 Hosiops 2020 r., peructpaumonHbin N 61121).

YkasaHne ¥ agpeca MecTa XWTeNbCTBa M HoOMepa MeAWUMHCKOW KapTbl MauueHTa, MNoJyyaroLlero
MELVLUMHCKYH MOMOLLb B aMOynaTOpPHbIX YCIOBUSIX, HE SIBISIETCS OLLMGKOW.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeauLMHCKOW KapTbl NauueHTa,
nonyvatoL,ero MeauuMHCKY0 MOMOLLb B ambynaTopHbIX YCrnoBusX" ykasblBaeTCs HOMep MeOWLMHCKOW KapThbl
nauveHTa, nosyYaroLlero MeguUMHCKY0 MOMOLLb B amOynaTopHbIX yCrnoBuax <3>.

<3> lNpukas N 834H.

10. B rpade "®amunua, nHuumanbl MMEHM U OT4YecTBa (MocnegHee - MPW HanW4uKM) rnevaliero Bpaya
(denbalwepa, akywepkn)" peuenty pHbix 6naHkoB ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBaoTCA
MOMHOCTLI0  PaMUNUst, MHULUManbl MMEeHW, OoTiecTBa (MocliedHee - MPWU HanM4yuM) MEeAWUMHCKOro paboTHKKa,
Ha3Ha4YMBLLErO NeKapCTBEHHbIE NpenapaTtbl Y OOPMMBLLETO peLEenT.

11. B rpace "Rp" peuenTtypHbix 6riaHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTtcs:

1) HauMMmeHOBaHWe feKkapcTBEHHOro mnpenapaTta (MeXayHapoAHOe HernaTeHTOBaHHOE HauMeHoBaHwue,
rpynnMpoOBOYHOE UMW XMMWYECKOE HauMMEHOBAHME, TOProBOE HauMMEHOBAHME) Ha NMAaTUHCKOM $3blKE UMM Ha
pycckom n3blke, ¢opma BbiMycka, AO3MPOBKA, KOMMYECTBO (ykasblBaeTcsl MPONUCHLID Ha peuenTypHoM Gnaxke
dopmbl N 107/y-HIT);

2) cnoco® nNpuMMeHeHNs nekapcTBEHHOro npenapaTta Ha rocygapcTBeHHoM A3blke Poccuickon depepaumm
Unn Ha rocygapcTBeHHOM fA3blke Poccuiickon ®egepaumu v rocygapCTBEHHOM SA3blKe pecnybrivk U MHbIX A3blKax
HaponoB Poccuiickon ®enepaumm <4>.

<4> Yactb 1 ctamm 15 3akoHa Poccurickonn ®epepaummn ot 25 oktabpa 1991 r. N 1807-1 "O sasbikax
HapogoB Poccuickon ®egepaumn” (ganee - 3akoH N 1807-1). (Beaomocm cbesga HapogHbix genytatos PCOCP



n BepxoBHoro Coseta PCPCP, 1991, N 50, cT1. 1740; CobpaHune 3akoHogaTensctBa Poccuickon degepaunm,
1998, N 31, cT. 3804).

MpumeyaHue.
Hymepauns nyHKTOB AaHa B COOTBETCTBMU C OodmUManbHbIM TEKCTOM [OKYMEHTa.

13. TMpu odopmneHun peLenTypHbIXx OfaHKOB 3anpeliaeTcs OrpaHMYMBaTLCA OOLWMMU  yKasaHUsMU,
Hanpumep, "BHyTpeHHee", "M3BecTHO".

14. PeuenT, odopmneHHbln Ha peuenTypHoM GnaHke ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
nognucbiBaeTcs MeOUUMHCKUM pPaboTHMKOM W 3aBepPSieTCs ero neyarbio.

PeuenTt, odopmneHHbIi Ha peuentypHom 6naHke dopmbl N 148-1/y-88 u dopmbl N 148-1/y-04(n),
OONOSHUTENBbHO 3aBepsieTCA NeyaTbio MeguUMHCKOM opraHmsauumn "[nda peuenTos”.

[na peuenTta, odopmneHHoro Ha peuenTtypHoM 6naHke dpopmbl N 107-1/y, Hanudne neyvatn "Onsa peuentos”
He ABnsieTcs 06s13aTeNbHbIM.

15. Ha ogHom peuentypHom 6GnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspewaetcs
OCYLLeCTBMATb Ha3HayeHne TONMbKO OOHOr0 HaMMEHOBAHUSA JieKapCTBEHHOro npenaparta.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspewaetcs oCyLecTBnATb Ha3Ha4YE€HWE TOJIbKO
OQHOro HavMeHOBaHUs NeKapCTBEHHOro npenapaTta, oTHocdAwerocd no ATX K aHTUNCUXOTUYECKUM cpeactBam
(kog NO5A), aHkcrmormTmkam (kog NO5SB), CHOTBOpPHbBIM M cegaTmBHbIM cpeactBam (kog NO5C), aHTMgenpeccaHTam
(kog NOGA) 1 He nognexaw,ero npegMeTHO-KONMMYECTBEHHOMY Y4YeTy, U 40 TPeX HauMeHOBaHWM JeKapCTBEHHbIX
npenapaTtoB - A5 WHbIX NleKapCTBEHHbIX MpenapaToB, He OTHECEHHbIX K BbilleykasaHHbiM ATX

16. NcnpaBneHus B peuente He 4OMNyCKaloTCs.

17. Tpn ocbopmneHun peuenTypHbix GnaHkoB d¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
rnekapcTBEHHbIE NpenapaTbl, Ha3Ha4YeHHble Mo peLleHnto BpadebHo komuccum, Ha obopoTe peuenTypHoro 6naHka
CTaBUTCA cneumanbHas oTMeTka (LuTamn).

18. Ha peuentypHom ©OnaHke dopmbl N 148-1/y-04(n) BHM3Y MMeeTCs NUHUMA OTPbIBa, pasgenswoLlas
peuenTypHbIn BriaHK U KOPELLIOK.

Kopelwok oT peuenta, 0oGOPMIMEHHOrO Ha YKa3aHHOM peLenTypHOM O6naHke, BblidaeTcs nauueHTy (ero
3aKOHHOMY nNpeacTaBUTEMD) B anTeYHOW OpraHuM3auuu, Ha Kopellke pfenaeTcss OTMEeTKa O HauMMeHOBaHuu
NeKapcTBEHHOro npenapara, A03UPOBKE, KONMMYecTBe, crnocobe npuMeHeHUs.

Il. ObopmneHue peuenTta B (popMe 3NEeKTPOHHOIO AOKYMEHTa

19. Peuent B dopmMe 3NEKTPOHHOrO [AOKyMeHTa, MOANMUCAaHHOIO YCUMEHHOW KBanMduLMpOBaHHON
3MNeKTPOHHON nognuceto, dopmMupyeTcs MegUUMHCKUM paboTHUKOM, CBeAeHWs O KOTOPOM BHECEHbl B
denepanbHbIN perncTp MeOUUMHCKMX paboTHMKOB <5>, a Takke nNpu YCIOBUM perncipaumm MeguLMHCKON
opraHmsauum, B KOTOpoW odopmngeTcs peuenT, B dedepanbHOM peecTpe MeLUUUHCKUX opraHusaunmn <6>
€AWHON rocygapCTBEHHON WHOPMAUMOHHONW cucTeMbl B cdepe 34paBOOXpaHEHUs W MOAKIMIOYEHUS TaKom
MEeOULMHCKON OpraHmn3aumm K rocyaapc TB EHHOM MHAOPMaLMOHHON cucteme B cdepe 34paBooXpaHeHuss cybbekTa
Poccuinckon ®enepauym <7>.

<5> Yacm 4 ctamu 91.1 PenepansHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbcTBa Poccuickon
®enepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 ctamun 91.1 degepanvHoro 3akoHa N 323-¢3 (CobpaHme 3akoHogaTesnbCcTBa Poccumckon
depnepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cramu 91 n 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbcTBa Poccumnckon
denepaummn, 2011, N 48, cT. 6724).



20. lMpu odopmneHun peuenta B dOpMe 3MNEKTPOHHOIO [OKYMEHTa Ha nekapcTBEeHHble npenapaThbl,
yKkasaHHble B nyHkTax 9 n 11 lMopsgka HasHayeHust NekapcTBEHHbIX NpenapaTtoB, YTBEPXAEHHOro Hac TOsLL UM
NprKa3oM, 1 OTNyCKaemble 3a MOSHY CTOMMOCTb, 3arorHATCS CreayloLlne peKBU3UTbI:

1) kog cybbekTa Poccuiickon ®egepaummn no OKATO, onpenenstoLy i rocyaapc TBEHHYIO UHO pMaLMOHHY O
cuctemy B cdepe 3gpasooxpaHeHusi cybbekta Poccuickon defgepauun, B KOTopon cdopmupoBaH peuenT B
dopMe 3MEeKTPOHHOro [OKYMEHTa;

2) HaMMmeHOBaHME MEeOULMHCKOM oOpraHm3aumun, agpec, TenedoH unm damunus, uHMumManbl UMEHU W
oTyecTBa (nocregHee - MNpyM HaIMuMM) WHAMBUAYaANbHOrO MpeanpuHUMaTens, WMEKOLWEero JMUEH3NI0 Ha
MEeOULUMHCKY OesATeNnbHOCTb, €ro agpec;

3) OIFPH topuamdeckoro nuua (MeguumHckon opranmdauum) wnm  OFPHWIMT  mHaueBmayansHoro
npegnpuHUMaTe ns;

4) pata odopmreHusa peuenTta (yKasblBaeTcs 4Yucro, mecsu, rog);

5) paTa okoHYaHus oencTBusa peuenTta (PopMUpyeTcs rocyaapCTBEHHOW MHMOPMAaUMOHHOW CUCTEMON B
cdepe 3apaBooxpaHeHunsi cybbekTa Poccunckon ®egepaumm B COOTBETCTBUM CO CpOKaMKU OeNCTBUS peuenTos: 15
aHen, 30 gHen, 60 gHen, 90 aHen, oo 1 roga);

6) yHMKamnbHbIA HOMep peuenTta (popmmpyeTcsa rocyfapCcTBEHHON MHGOPMAaLMOHHOM cucTeMon B cdepe
3[paBooxpaHeHuns cybbekTa Poccuiickon denepaumm n obecnevrBae T OQHO3HAYHY0 MAeHTMUKaumo pelenTta B
dopMe 3neKTpoHHOro AokymeHTa B codetaHum ¢ OKATO, OIPH wnn OFPHAM);

7) otmeTkmn "cito" (cpoyHo) mnm "statim" (HemeaneHHo) npu HeOBXOAMMOCTU CPOYHOrO MMM HEMEL NEHHOr o
OTNyCKa JlekapCTBEHHOro npenaparta nauueHTy;

8) agpec naumeHTa (yKasblBaeTCs MOYTOBLIN agpec MecTa XMTenbCcTBa (MecTa npebbiBaHUS UM MecTa
(PaKTMYECKOrO MPOXMBaHUSI) C yKa3aHWeM WHAeKca, HaMMeHoBaHusa Kpasi, obrnacTu, pecnyO6nuku, aBTOHOMHOrO
oKkpyra u nHoro cybbekTta Poccuiickon ®enepauum, HaMMEHOBaHWUSI HAacCeNEHHOro NyHKTa, HaMMEHOBaHUA yNuLbl
(npocnekTa, nepeyrka, npoesga), HoMepa AoMma (C yKasaHMem Koprnyca, Npu Hamuyum), HomMmepa KBapTvipbl);

9) HOMep 3MNEeKTPOHHOW MeAMUMHCKOW KapTbl NauMeHTa B rocyagapCTBEeHHOW MHAOPMaLUOHHOW cucteme B
cdepe 3gpaBooxpaHeHusi cybbekta Poccunckon ®enepauny;

10) daMmnus, 1ms, OTHECTBO (MOCNEQHEE - MPU HanmM4ymMKn) NaumeHTa MOSIHOCTLIO;

11) paTta poxaeHus naumeHTa (ykasblBaeTcs 4ucro, mecau, rod), Ana Aeten Ao 1 roga AOMOMHUTENBHO
yKasblBaeTCsl KOMMYECTBO MOMHbLIX MeCSLEB;

12) chammnus, vHMUManLl MMEHW KM OT4ecTBa (mocnegHee - NpU HanM4yuMu) MEAWLUMHCKOro paboTHMKa
MOHOCTBIO;

13) HanMeHoBaHMe JneKapCTBEHHOro npenaparta (Memp,yHapouHoe HenaTeHToBaHHOE HauMmeHoBaHue,
rpynnmpoBo4HoOe UM XuMnyeckoe HaunmMeHoBaHue, Toproeoe HaMMeHOBaHMG), OO3npoBKa, d)opma BbIMyCKa,
Konm4ecTso (BCG nosnunn ykasbliBaloOTCA Ha PyCCKOM F|3bIKe);

14) cnocob NnpuMeHeHNs NekapCcTBEHHOro npenapaTa Ha rocyfapcTBEHHOM s3blke Poccuiickon ®epepaumn
UNU Ha rocygapcTBEHHOM s3blke Poccuiickon ®enepaumm v rocyaapCTBEHHOM S13blKe pecnyOnMK N UHbIX SA3bIKax
HapogoB Poccuiickon ®egepaummn <8>;

<8> Yact 1 ctaten 15 3akoHa N 1807-1 (Begomocm™ cbe3ga HapoaHbix aenytatos PCOCP 1 BepxoBHoro
CoseTta PCOHCP, 1991, N 50, ct. 1740; CobpaHue 3akoHopaTensctBa Poccuickon ®enepaumm, 1998, N 31, cT.
3804).

15) OOKYyMeHT, noaTBepXAalwlWMin HasHayeHUMe feKapCTBEHHOro npenapata Mo peweHuio BpadyebHom
KOMUCCUN MELULMHCKON OpraHusaumu;

16) oTMeTKka O Ha3Ha4YeHUM NeKapCTBEHHOro mpenapaTta Mo peLleHuio BpadyebHOoM KOMUCCUKU MEeOULIMHCKON



opraHusaumy B CllyyasiX, YKasaHHblXx B ab3aue BTOpoM nNyHkTa 6 [lopsgka HasHavyeHWsl NekapCTBeHHbIX
npenapaTtoB, YTBEPXKAEHHOTO HACTOSILLLUM MPUKa3oMm;

17) oTMeTKa o cneuuanbHOM Ha3Ha4YeHUM JieKapc TBEHHOro npenapaTa (3anofHsaeTcs B Cnyyasix, ykasaHHbIX
B NyHKTax 15 1 24 Mopsigka Ha3Ha4YeHUs NeKapCTBEHHbIX MpenapaTtoB, YTBEPKAEHHOro HaCTOSILUM NMPUKa3oMm);

18) oTmMeTka O cheuManbHOM Ha3HAYeHUU FeKapcTBEHHOro npernapaTta nauveHTy ¢ 3aboneBaHuem,
TpebyloWw UM ANMMTENbHOrO KYpCOBOrO FeYeHus (3amnonHsieTcss B Cllydae, ykasaHHOM B nyHkTe 23 [lopsgka
HasHa4YeHWs NeKapCTBEHHbIX MPEenapaToB, YTBEPXKAEHHOTO HAcTOAW MM MPUKA3oM) C  NpPOCTaBNEHWEM
NepUOAMYHOCTM OTMNYyCKa NeKapcTBEHHOro npenapara;

19) npu odopMSieHUM peuenTa B (OpMeE INIEKTPOHHOTO [OKYMEHTa Ha JleKapcTBeHHble npenaparthl,
yKasaHHble B nodnyHkTax 2 - 5 nyHkTa 9 u nyHkTe 11 lMopsigka HasHayYeHWs NekapcTBEHHbIX MNpenapaTos,
YTBE PXKAEHHOro HaCTOSLLMM MpUKa3oM, rpaxkdaHam, MMeloL MM NpaBo Ha GecnraTtHoe MosyyYeHue nekapcTBeHHbIX
npenapaTtoB WM  MOJlyYeHWe JIeKapCTBEHHbIX MpenapaToB CO  CKWAKOMW, 3anoSHATCA  PEKBU3MUTHI,
npeayCcMOTPEHHble MoAnyHKTamMu 1 - 18 HAcTOALLEro MyHKTa, a TakKe CreayioLle PeKBU3UTDI:

a) KaTeropus rpaxaaH, MMeKLLMX MpaBO Ha MOJlydeHWe FNEeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBMU CO
cTathen 6.1 ®enepanbHoro 3akoHa oT 17 mons 1999 r. N 178-®3 "O rocygapcTBEHHON coumansHOW nomMotymn”
<9>;

<9> CobpaHune 3akoHogaTtenbctBa Poccuiickon ®egepaumn, 1999, N 29, ct. 3699; 2020, N 52, cT1. 8577.
0) koA Hosonorundeckon gopmbl Mo MKB;

B) UCTOUHMK dmHaHcupoBaHus (1 - degepanbHbi GlogxeT, 2 - GlogxeT cybbekTa Poccunckon ®eaepaumm,
3 - MyHUUMNanbHbIA  BroaxeT);

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

) CTpaxoBOW HOMEp WHAMBMOYanbHOrO NMLEBOro cyeTa rpaxgaHuHa B lMeHcnoHHOM choHae Poccuickon
®depepaumn (npyn Harmuun) (CHAJC);

€) Homep nonuca obsA3aTenbHOr0 MegUUMHCKOrO CTPaxoBaHus.

21. Mpn npocTaBneHnn oTMeTKM, YKazaHHoOM B nognyHkTe 16 nyHkTa 20 HacToswero opsgka, peuent B
dopMe SMEeKTPOHHOrO AOKYMEHTa MOAMUCLIBAETCA YCUIMEHHON KBanuUUMPOBaHHOW 3MNEKTPOHHOW MNOAMUCHIO
npeacefaTtens unu cekpetaps BpadyebHOM KOMUCCUM MeOUUMHCKOW OpraHusauuu, npu npocTaBfieHUM OTMETOK,
yKasaHHbiX B nognyHkTax 17 u 18 nyHkta 20 HacToswero lMopsaka, - YCUNEHHbIMW KBannduumMpoBaHHbIM M
3MEKTPOHHLIMU NOAMNUCAMM COOTBETCTBYIOLLMX MEOUUMHCKUX PabOTHMKOB.

22. Mo TpeboBaHMIO MauUMeHTa UMW ero 3aKOHHOro npefcTaBuTens odopmnsaeTcss 3K3eMnnsp peuenTta B
dopMe 3MEKTPOHHOr0 AOKyMEHTa Ha BymaxHOM HocuTene ¢ otmeTkom "[y6nvkaT 3MeKTPOHHOro AOKyMeHTa'".

lll. YyeT peuenTypHbIX G1aHKOB (3a UCKITIHOYEHUEM peLenTypPHbIX
6naHkoB no ¢opme N 107/y-HIN "CneumnanbHbin peLenTypHbIM 6naHK")

23. Y4yeT peuenTypHbix 6naHkoB ¢dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), narotaBnmBaeMbix
TMnorpadckum crnocobom (ganee - peuenTypHble OnaHky, nognexawune y4veTy), OCYLIECTBNSIETCS B XKypHanax
y4yeTta, NpOHyMepPOBaHHbIX, NPOLUHYPOBAHHbIX M CKPEMNMEHHbIX NOANUCHI0 PYKOBOAUTENS U NevaTbld Meau UMHCKOW
opraHusauuMnm MNu NOANMWUCHID WHOMBWUAYaNbHOrO NpeanpuHMMAaTens, UMEKLWEro NUUEH3UI Ha MEeOUUMHCKYIo
AeATenbHOCTb.

24. XXypHan yueta peuenTypHbix GnaHkoB dopmbl N 107-1/y copepxuT criegytoLime rpadbl:
1) HOMep MO MOPSIAKY;
2) B pasgene "Mpuxoa":

a) gata peructpauumn OOKyMeHTa, nogrsepXxpakuiero noctynrieHune;



6) HoMep 1 gaTa OOKYMeHTa, noATBepXKaalollero nocTynneHue, HauMeHoBaHWe MOCTaBLL UKa;
B) o6l ee KonM4ecTBo MOCTYNMBLUMX PeLenTypHbiX GnaHKoB;

F) CtBMI/IJ'II/Iﬂ, nHnunanbl MMEHM N OT4EeCTBa (nocne/J,Hee - npu HaHVIHVIVI) N nognmcb OTBETCTBEHHOIO
MeaNUNHCKOro pa60TH|/||<a, nony4yuBLlero peuentypHble OnaHKM OT NOCTaBLL MK,

3) B pasgene "Pacxon™:
a) paTa Bbigadun peuenTypHbiX OGnaHKoB;
0) KOMMYECTBO BbI4AHHBIX PELENnTYpPHbIX OraHKoB;

B) damMunms, uHUUManbl UMEHW 1M oT4yecTBa (MocneaHee - MpY HanMuMm) OTBETCTBEHHOTO MeOULWMHCKOro
paboTHMKa, MOMYYMBLLErO peuenTypHble OnaHkuy;

F) noanncb OTBETCTBEHHONo MeaununHCKOro pa6OTHVIKa, nony4umBLlero peuentypHble 6]'IaHKI/I;

4) cbamunmns, vHUUManNbL MMEHM U oT4ecTBa (MocnefHee - MpU HanMYMKM) U MOAMUCH OTBETCTBEHHOMO
MeOULMHCKOro paboTHUKA, BblgaBLUEro peuenTypHble OrnaHku;

5) ocTatok peuenTypHbIX OraHKoB.

25. XypHan y4yeTta peuenTypHbix 6naHkoB ¢dopm N 148-1/y-88 u N 148-1/y-04(n) copepxuT crnegyrowue
rpade!:

1) HOMep MO MOPSIAKY;

2) B pasgene "Mpuxoa™:

a) AaTta peructpauMm OOKyMeHTa, No4TBEPXKAaloLero nocTynreHue;

6) HOMep M JaTa QOKYMeHTa, NoaTBEPXKAALLEero NOCTyNneHe, HanMeHOBaHWE MNOCTaBL MKa;
B) o6LLee KONMYEeCTBO MOCTYNMBLUMX PeLENnTypHbIX OnaHKoB;

r) cepum u HoMepa peLenTypHbIX OGraHKoB;

) KOrM4ecTBO peLenTypHbiX OraHKkoB MO cepusim;

e) (bammnvm, nHnunanbl MMeHM N OT4ecTBa (nocnep.Hee - npu HaJ'IW-IMVI) n nognncb OTBETCTBEHHOro
MeauunHCKoro pa6OTHMKa, nony4yuBLUero peuentypHble OnaHKM OT NOCTaBLL MKa;

3) B pa3gene "Pacxopn":

a) AaTta Bbigayn peuenTypHbIX OraHKoB;

6) cepun 1 HoMepa BblgaHHbIX peLenTypHbIX OnaHKoB;
B) KONMMYECTBO BbIAAHHbIX PeLenTypHbIX OraHKoB;

r) daMunms, MHMUMarnsl UMEHU M OTYecTBa (NocnegHee - NPy HanmW4yMu) OTBETCTBEHHOrO MEAMUMHCKOro
paboTHMKa, MOMYYMBLLErO peuenTypHble OnaHkuy;

,Cl) noanncb OTBETCTBEHHONro mMeaununHCKOro pa6OTHI/IKa, nony4yusBLlero peuentypHble OnaHku;

4) cbamunms, vHUUManNbl MMEHW M oTvecTBa (NocregHee - MpU HanMYMM) U MOAMUCH OTBETCTBEHHOMO
MeLUUMHCKOro paboTHMKa, BblOaBLUEro peuenTypHble GnaHkuy;

5) ocTatok peuenTypHbIX OraHKoB.

26. YyeT peuenToB, OCQOPMNEHHbLIX B dOPME 3MEKTPOHHONO [AOKYMEHTa, OcCyllecTBnseTcs B
rocygapcTBEHHON MHOpMaUMOHHOW cucTeme B cdepe 3apaBooxpaHeHuss cybbekta Poccuitickon denepaumm
nocpencTBOM BELEHUS €4UMHOro peecTpa peuenToB, OGOPMIIEHHbIX B opMe 3NEKTPOHHbIX JOKYMEHTOB.



IV. XpaHeHue peuenTypHbIX GNTAaHKOB (3a UCKITIOYEHUEeM peLenTypHbIX
6naHkoB no ¢opme N 107/y-HIM "CneuunanbHbin peLenTypHbIM 6naHkK")

27. MepuuuMHCKME opraHusauuM nonydalT Heobxogumble peuenTypHble OGnaHkK, 0odopMIIEHHbIE
Tunorpadckum cnocobom, Yepes TeppuTopuarnbHble opraHbl YyNpaBreHnst 34paBOOXPaHEHMEM UMM OpraHu3auum,
YNOSIHOMOYEHHbIE Ha 3TO OpraHamn UCMNOMHUTENbHOM BriacTM cybbekToB Poccurickon depepaumn.

28. PeuentypHble O6naHku, nognexawine YyyeTy, XpaHATCs OTBETCTBEHHbIM fULOM, Ha3HaYeHHbIM
pykoBoguTeneM MeAMUMHCKOW oOopraHusauuW, B 3anMpaeMoM MeTannuyeckoMm wkady (ceidpe) wmnu
MeTarnnMYeckom siLL UKe.

29. NHavBuayaneHbli nNpeanpuHuMaTenb, UMELW A NNLEH3NI0 Ha MEeAWLMHCKY OeATeflbHOCTb, XPaHWuT
peuenTypHble GnaHkW, nognexaiwme y4yeTy, B 3anMpaemom mMeTtannmdeckom wkady (cende) nnm meTtansmyeckom
Al mKe.

30. MNpoBepka COCTOSIHUS XpaHeHWs, yyeTa, aKkTU4eckoro Harmyms U pacxoga peuenTypHbiXx GnaHkos,
nognexalux yyYeTy, O4WH pa3 B KBapTan OCYLLECTBNAETCS KOMUCCUEN, CO34aHHOW B MEeOULMHCKOW OpraHu3aumi.

31. PeuenTypHble GnaHku, odopmnsemble Ha OyMaxHOM HOCUTENe W MNOAfexaiwine y4veTty, BblaawTcH
MeOULMHCKMM paboTHUKaM, MMeoLL MM NpaBo 0hopMIIEHUS PeLenToB, MO PpacnopsKEeHUIO rMaBHOrO Bpaya UM ero
3amecTuTens.

|_|OJ'Iy'~IeHHbIe peuenTypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeaULUUHCKUMU pa6OTHMKaMVI B
nomeLL, eHnsix, obecneynBaroLLnx mx COXpPaHHOCTbL.

32. TlporpaMMHO-TEXHUYECKME CpeAcTBa rOCYAapCTBEHHbLIX MH(OPMaUMOHHBLIX CcucTteM B cdepe
3[4paBOOXpaHEHUNs!, MEONLMHCKMX MHOPMALIMOHHBIX CUCTEM MeOMLUMHCKUX OpraHmnsaumin obecnevmBaroT XpaHeHne
3MEKTPOHHbIX peLenToB, 0PopPMMeHHbIX B dOpMe 3MEeKTPOHHbIX JOKYMEHTOB B TeMEHMe CPOKOB, YCTaHOBMEHHbIX
ONs1 XpaHEHUs1 peLenToB, OOPMIIEHHbIX HAa COOTBETCTBYHOLLMX hopMax peuenTypHbiX GNaHKoOB Ha OyMaKHOM
HocuTene <10>.

<10> T[MognyHkT 5.2.169 [MonoxeHus o MuwuHuctepctBe (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumn, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

Mpunoxenne N 4

K npukady MuHucTEpCTBa 34paBOOXPaHEHUS
Poccuinckon ®egepaumm

oT 24 Hosbpst 2021 r. N 1094H

®OPMA CIMNEUMANBHOIO PELEMTYPHOIO BJIAHKA N 107/Y-HM

MwuHncTepcTBO 3apaBoOXpaHeHus Poccuickom Kog dopmbl no OKY[Q
denepaumn MeavumHckasa AoKyMeHTaums
®opma N 107/y-HI,
yTBepXOeHHas Mnpukasom
3 MuHucTepcTBa 34paBoOOXpPaHEHUs
wTamMn MmegnuuHCKon opraHusaummn Poccuimckon (Dep‘epau‘mm

oT 24.11.2021 N 1094H

PELENT



Cepusi N

. 20 .

(mata BbINUCKK peuenTa)

(B3pOCTbINA, AETCKWI - HY>XHOE MOAYEPKHYTH)

damunus, nmsi, OT4ECTBO (NocregHee - Npy HanmM4nm)
nauueHTa

BospacTt

Cepl/lﬂ M HOMEep nonmca 06s13aTenbHOro  MeguUMHCKOro CTpaxoBaHusA

Homep meguumMHCKOM KapTbl

damunus, nms, OT4ECTBO (NocregHee - Npy HanMynm)
nevawero Bpaya (cenbluepa, akyLlepku)

Mognuck M nMYHas neyatb Bpaya
(mognuck deenballepa, akyLlepKn)

M.

damunnsa, nvs, oT4ECTBO (nocne,u,Hee - npu HaJ'II/NI/II/I) n noannucb ynoriHOMOYEHHOro nuua
MEANLMHCKON opraHmsaunm

M.IM.

OTMeTKa anTeyHon opraHusaumMn oG otnycke

damunmsa, nvs, oT4eCTBO (nocne,u,Hee - npu HaJ'IVILII/II/I) M noanucb pa60TH|/||<a anTevyHomn opraHunsaunm

M.IM.

Cpok gencteua peuenta 15 gHen

Mpunoxenne N 5

K npukady MuHMCTEpCTBa 34paBOOXpPaHEHMS
Poccunckon ®enepaunm

oT 24 Hosbpsa 2021 r. N 1094H

NOPAAOK
N3roTOBJNIEHUA, PACNPEOENEHUA, PETUCTPALUN, YYETA U XPAHEHUA
PELIEMTOB, COOEPXALUMX HA3HAYEHWE HAPKOTUYECKMX CPEOCTB
NN NCUXOTPOIMNHbLIX BELLUECTB



I. MopsAaok u3rotoBneHusl, pacnpegerieHns crneuumanbHbIX
peuenTypHbIX 6naHkoB no coopme N 107/y-HI

1. OpraHusauuio M3roTOBNIEHWS W pacnpedeneHus peuenTypHbix ©OmaHkoB no dopme N 107/y-HI1
"CneunanbHbl peuenTypHbin 6naHk" (Qanee - cneunanbHbIA peuenTypHbIi GnaHk) ocyuwectsBnaetT MuHucTepctso
3apaBooxpaHeHus Poccuiickon depepaummn (ganee - MMHUCTEPCTBO).

2. CneumanbHble peLenTypHble 6raHky ABMSIOTCS 3aLl UL eHHOW Nonmrpadmy eckor npoayKkunen ypoeHs "B",
n3roTaBnMBaeMon Ha Bymare po3oBoro upeTa pa3amepom 10 cm X 15 cM, JOMKHBI UMETb CEPUIO U HOMEP, a TaKxe
COOTBETCTBOBATh TpebOBaHUAM, YKa3aHHbIM B npukade MuHuctepctBa cmHaHcoB Poccuickon depepaumm ot 29
ceHTAbps 2020 r. N 217H "O6 yBepxaeHuM TexHudeckux TpeboBaHWm 1 yCIOBUI N3rOTOBMEHUS 3alL UL EHHON OT
nogaenok nonurpaduyeckor npogykumn" (3apeructpuposaH MuHucTepcTBoM tocTMuum Poccuiickon ®enepaumm
16 HOsA6pst 2020 r., peructpauuoHHbii N 60930).

3. B uemsix opraHvM3auuM W3roTOoBIIEHUS W pacnpedeneHus crneumanbHbiX  peuenTypHbiX 6GnaHkoB
MeLULMHCKME OpraHM3auum, UMetoL ue nNpaBo OCYLLECTBNATL Bblgadvy peLenToB Ha HAapKOTUYECKUE CpeacTBa Unu
ncuxoTponHble BewiectBa cnucka Il MNepeyHs n 3aperucTpupoBaHHble B Poccuinckon depepaunm B KadectBe
nekapcTBEHHbIX NpenapatoB ANA MeOUUMHCKOro MPUMEHEHUs (Oanee COOTBETCTBEHHO - MeAMUMHCKas
opraHusaumsl, HapKOTUYECKUA (MCUXOTPOMHbINA) NEKAPCTBEHHbIA NpenapaT), COCTaBNAOT 3asBKN Ha peLenTypHble
GnaHku.

4. B CpOK 00 1 OKTﬂ6pF| TeKywiero roga 3adaBku MmegununHCKNX OpFaHVI3aLI,I/II7I Ha crneunarnbHble peuenTypHblie
GnaHkn npeacTaBlIATCA:

1) MegMUMHCKUMW opraHuM3auusmMiy, HaxoAsWUMUCA B BedeHUW deaeparnbHbX OpraHOB MCMOMHUTENBHOM
BMnacTW, - B COOTBETCTBYIOLLME dhefieparnbHble opraHbl UCMOMHUTENBLHOW BracTy;

2) MeAMUMHCKUMW OpraHv3auusMu, Haxogawumucs B BedeHunm cybbekToB Poccuinckon depepauumnm,
MEOULMHCKAMW  OpraHuM3aumsaMm  MyHUUMNAnbHOMW M 4acTHOW CUCTEM 34paBOOXPaHEHWSs - B Opradbl
UcnonHMTensHOM BnactTn cybbekToB Poccuiickonn Pegepaumm B cdepe oOxpaHbl 340pOBbSA rpaxaaH, Ha
TEpPPUTOPUM KOTOPbLIX OHM PacnosiokKeHbl (4anee - opraHbl UCMOMHUTENbHOW BNAacTM CyObekToB PoccuIcKoM
denepaumn).

5. B 3asBke Me[U LMHCKOW opraHu3aluM Ha crneupnanbHble peLenTypHble 6naHky ykasbiBarTca creaylollue
cBefeHus:

1) cBegeHVss O MeOMUMHCKOW opraHuMsauuu, nogasllelt 3asBKYy Ha creuvanbHble peuenTypHble GnaHku
(nonHoe HauMMeHoBaHWe, afgpec MecTa HaxoXOeHus);

2) KONMMYECTBO CheuuarnbHbIX PeuenTypHblX 6naHKoB, M3PacX040BaHHbLIX MEAVLWMHCKON opraHusaumen Ha 1
AHBaps NpeaLUecTBYIOL ero roaa;

3) KOnMMYecTBO cneumanbHbIX pPeuenTypHbiX 6naHkoB, HeEOOXo4 UMbIX MegULMHCKONW opraHuM3aumm Ha
crnegytowinm rog,.

3asiBka MeOWUMHCKON opraHMsauuMm Ha cheuvanbHble peuenTypHble GraHkM  noanucbiBaeTcs
pykoBoguTeneM  MeAWUMHCKOMN  opraHu3auuy, KOTOpbIi  HeceT MepcoHallbHyld OTBETCTBEHHOCTL  3a
060CHOBaHHOCTb U JOCTOBEPHOCTL YKa3aHHbIX CBEed eHW.

6. depepanbHble opraHbl WCMNONHUTENBLHOW BJlACTW, B BEAEHUM KOTOPbIX HaXOAATCS MeOUUMHCKME
opraHu3auum (ganee - depeparnbHble OpraHbl UCMONHUTENBLHOW Briacm), M OpraHbl UCMOMHUTENbHOW BRACTU
cybbekTtoB Poccuickon ®degepaumm Ha OCHOBaHWMU 3asiBOK MEAWLMHCKMX OpraHuM3auvMm Ha chneumarnbHble
peuenTypHble 6raHkn OPMUPYIOT CBOAHLIE 3asBKM Ha cneuuanbHble peuenTypHble OnaHkM M B Cpok Ao 1
Aekabps Tekyuiero roga npeactaensaoT Mx B MuHMCTepcTBO.

7. B cBOAHOM 3asiBKe Ha cneunanbHble peuenTypHbie GnaHkm YKa3blBalOTCA creayrouine ceeeHnd:

1) cBefeHuns o edepalibHOM OpraHe UCMOSHMTENbHOM BRiacTM (OpraHe UCMOMHMUTESbHOW BrnacT cyobekTa
Poccuiickon denepaumn), npencTaBUBLLIEM CBOLHYI 3asiBKy Ha creumarnbHble peuenTypHble GrnaHku (nosiHoe
HauMeHoBaHWe, agpec MecTa HaxoXAeHus);

2) KOnMMYecTBO creuMarnbHbIX peuenTypHbIX GraHKoB, pacnpefeneHHblx deaepanbHelM  OpraHom



WCMOJIHUTENBHOM BRacTM (OpraHoM MCNOoNHUTENbHOW Bnacm cybbekta Poccuiickon depmepauun) Ha 1 aHBaps
npeaLecTBYOLLEro roga Mexay MeguUMHCKUMKU opraHu3aumsivu;

3) KomM4ecTBO cneumanbHbIX  peuenTypHbiXx  OnaHkoB, HeobxoouMmbix  dhegepanbHOMYy — OpraHy
MCNONMHMUTENBHON BNacTu (OpraHy WCMONMHUTENbHOW BriacTu cybbekta Poccuiickon ®epepauumn) Ha cnegyroLlmn
rog Ansa pacnpeneneHvs Mexay MeguUUMHCKUMU opraHu3aumsmu;

4) cBegeHWsas O NOABEOOMCTBEHHOW  oOpraHu3auuu,  YrNorHOMOYEHHOW  befepalnbHbIM  OpraHom
WCMOJHUTENBHOM BNacTM (OpraHoM MCNONHUTENbHOW BriacTu cybbekta Poccuiickon degepaumn) ocyLlecTBnATL
nonyyeHue cneumaneHbiX peuenTypHbiX OnaHkoB OT MuHucTepcTBa, MX XpaHeHUe U Bbigadyy MeAULMHCKUM
opraHusaumsam (NorHOe HauMMeHoBaHue, agpec Mecta Haxoxgenus, WHH/KTMN, OKTMO opraHusauumm,
dakTMdeckun agpec nocTaBku).

8. Ha ocHoBaHuM nonyveHHbIX CBOAHbLIX 3asBOK Ha cneuuwanbHble peuentypHble 6naHku MwuHucTepcTBO
eXerogHo B cpok Ao 15 aHBap4A crnepytolero roga dopMmupyeT 1 yTBepxaaeT nnaH pacnpegenenms cneumarnb HbiX
peLenTypHbIX GNaHKOB, B KOTOPOM OTpaxaeTcs rogoBas noTpebHocTe Poccuiickon ®enepauymm B cneumansHbIX
peLenTypHbIX OnaHkax (ganee - nnaH pacnpegeneHns MuHucTepcTBa).

9. B nnaHe pacnpegeneHna MuHuUcTepcTBa YKasbiBalOTCHA Criedyloline CBedeHUs:
1) NOPSIAKOBbLIA HOMEP 3anucy;

2) HanmeHoBaHue eaepanbHOrO OpraHa WCMOSHUTENbHOW BRacTU (opraHa MWCNOJSIHUTENbHOW BRACTU
cybbekta Poccuiickon ®epepauum), npegcTaBuBLLErO CBOAHYIO 3asBKY Ha crneumanbHble peuentypHble 6naHku;

3) HeobXxoaMMOe KONMMYECTBO crneumarnbHbiX peLenTypHbIX 6GraHKoB.

10. HanpaBneHue cneumanbHbIX peLenTypHbiX 6raHKoB defepanbHbiM opraHaM UCMONHUTENbHOW BracTw,
opraHam MCNoNHUTENbHOW Brnacm cybbekToB Poccuiickonn depepauun ocyuiectBnsetca MwuHucTepcTBOM B
KonunyecTtBe, NpedyCcMOTPEHHOM MriaHoM pacnpegeneHnss MuHucTepcTBa.

11. MuHMCTEPCTBOM  [OOMOJHUTENBHO K  KOMMYMECTBY  CreuuasnbHbIX  peuenTypHbiX  OnaHKoB,
npegycMOTPEeHHOMY MnaHoMm pacnpegeneHna MwuHucTepcTBa, dOpMUpyeTcsa pe3epBHbIM 3anac cheumarnbHbIX
peLenTypHbiX GnaHKoB B konudecTBe, He npesbiwatowiem 150 000 cneumanbHbIX peLenTypHbIX GnaHKoB.

12. B cnyyae yBeruyeHuss noTpebHOCTM B cneuunanbHbiX peuenTypHbix BnaHkax depepanbHble opraHbl
MCMOJSIHUTENBHOW Briacm (OpraHbl UCMONHMTENBHOM BNacm cybbektoB Poccuiickonn ®enepaunm) HanpaensioT B
MuWHMCTEPCTBO CBOOHbIE 3asiBKM Ha [OMNOSHUTENbHOE KOMMYECTBO CheuuanbHbIX pelenTypHblX GraHkoB (c
0B0OCHOBaHMEM yBenuyeHus noTpebHOCTU B creumanbHbIX peuenTypHbIX GnaHkax), KoTopble MnpegocTaBristo TCs
MUWHMCTEPCTBOM 13 Pe3epBHOrO 3anaca crneumarnbHbIX peLenTypHbIX OraHKoB.

13. depgepanbHble OpraHbl UCMOMHUTENbHOW Brac™ (opraHbl WCMOSMHUTENBHOW BRAacTM CyObekToB
Poccuiickon ®enepaummn) pacnpegensioT noflyYeHHble cneunanbHble peuenTypHble brnaHku Mexay MeguuMHCKUM N
OpraHmMsaunsaMn Ha OCHOBaHUW MfAaHOB pacnpegeneHnsl, copMUPOBaHHLIX B COOTBETCTBMM C 3asdBKaMu
MEOULIMHCKNX OpraHu3auuii Ha crneumarnbHble peuenTypHble OnaHku.

Il. Mopspok perucTpauumn, yyeta U XxpaHeHUs cneumanbHbIX
peuenTypHbix 6naHkoB no doopme N 107/y-HIM

14. MuHUCTEpPCTBO, MHble beaeparnbHble OpraHbl UCMAONHUTENBHOW BRAAcCTM W OpraHbl UCMOMHUTESBHOMN
Bnactu cybbektoB Poccuiickon ®denepaumm OpraHM3ylOT XpaHEHWEe chneuuanbHbIX peuenTypHbiX OnaHkoB B
NoABEeAOMCTBEHHbIX OpraHuM3auusx, YMNONMHOMOYEHHbLIX OCYLLEeCTBMATL MOMNyYeHne cneumanbHbIX peLenTypHbIX
6naHkoB OT MuHUCTepcTBa, UX XpaHEHWe W Bbiady MEAWLUMHCKMM OpraHusauusMm (ganee - ynorHOMOYeHHas
opraHu3aums).

15. B yNONHOMOYEHHOW oOpraHusauMu ¥ MeOWUVHCKOW opraHuM3auuu, nonyyuBlIed creumanbHble
peLenTypHble GriaHkK, opraHu3yeTcsl perMcTpaumsi, Y4eT U XpaHeHue creupanbHbiX peuenTypHbIX GraHKoB.

PeFI/ICTpaLI,I/Iﬂ, y4dyeT N XpaHeHne pe3epBHOro 3anaca cneuuarnbHbIX peuenTypHbIX ©naHkoB MVIHVICTepCTBa
ocyulecTBlideTCA cbe,u,epaanblM rocygapCmBeHHbIM 6PO,EI,)KeTHbIM yypexgeHnem, Haxogdawummca B BeOeHuu
MuHucTepcTBa (Oanee COOTBETCTBEHHO - PE3EPBHBIA 3anac, NOABEAOMCTBEHHOE YupexaeHue).



16. PaboTHMK, Ha3HA4YeHHbIA NPUKA3OM PYKOBOAMTENS YNOSIHOMOYEHHOW opraHuM3auun (YnorHOMOYeHHON
opraHu3auun, nNOABEAOMCTBEHHOIO YUpPEeXAeHWs1) OTBETCTBEHHbIM 33 perucTpaumio, XpaHeHve W” ydveT
cneumanbHbIX peuenTypHbiX ONaHKOB (manee - OTBETCTBEHHbLI pPabOTHMK), HA OCHOBaHUN [OBEPEHHOCTH,
OhopMMEeHHON B MNOpsgke, YCTAaHOBNIEHHOM 3akoHopjaTenbctBoM Poccuickon degepaunm (C noanucbio
pykoBoauTENs  YyNOMHOMOYEHHOW  opraHmsauuMm  (YNONHOMOYEHHOW  opraHusauun, noaBegOMCTBEHHOMO
yupexgeHus), rnaBHoro Oyxrantepa, 3aBepPeHHbIX Kpyrrow neyaTbio), MofyyaeT cneuvanbHble peuenTypHble
GnaHku 1 ocyulecTBnSeT BedeHMWe XypHarna perucrpaumMm v ydyeta cneumanbHbiX peuenTypHbIX 6naHKoB, K
KoTopomy npuobwaeTt ¢oTto- U (Mnn) BuaeomaTepuansl, nogTeepxaawwime ¢akT 0opMIeHUs peLenTypHbIX
GnaHKoB Ha Aomy (Npy HanMyuwm).

17. XKypHan peructpaumm u y4veta cheumarnbHbiX peuenTypHbiXx OrnaHkoB AoJbvkeH OblTb NPOHYMepoBaH,
MPOLHYpOBaH, WMeTb Ha MocnedHel CcTpaHuue 3anucb, coaepXkallyl KOnMM4YecTBO CTpaHuu, MNoJHoe
HauMeHOoBaHWe YNONHOMOYEHHOWN OpraHM3aummn (MegULUHCKOW opraHM3auum, NogBeaoMCTBEHHOMO YUpEXKaeHust), a
TaKkKe CKpenneH noAMUCbio PYKOBOAWUTENS U MevyaTblo  YMNOJIHOMOYEHHON oOpraHu3aumn (MeguLUMHCKOW
opraHvsauum, noaBedOMCTBEHHOIO Y4YpexaeHus).

AKypHan peructpaummn n yveta cneumarbHbIX peuenTypHbIX 6naHkoB pesepBHoro 3anaca MuHucTepcTBa
CKpennseTcs Takke NOANWCHIO AuvpekTopa (B criydae ero oTCyTCTBMA - 3aMmecTiTensa avpektopa) JenaptameHTa
perynupoBaHuns obpalleHnss NneKkapCTBEHHbIX CPeAcTB WM MeOMUMHCKMX udgenuin MuHucTepctBa M nedvaTbio
MuHucTepcTBa.

18. B xypHane perMcipauumM U y4yeTa crneuuarnbHbIX peuenTypHbiX GnaHKOB YykasbliBalOTCSA criegytol e
cBedeHus:

1) NOPSIAKOBbLI HOMEpP 3anucu;

2) npuxop cneumanbHbIX peuenTypHbIX 6GraHKoB:

a) peKkBM3UTLI 1 AaTa perucipaumm MpUXOQHOro LOKYMEHTa;

©) o6l ee KONMYECTBO MOCTYNUBLUMX CheumarnbHbiX PeuenTypHbIX OraHKoB;

B) Cepusi 1 HOMep creumnansLHOro pelenTypHoro 6naHka;

) KOMMYeCTBO crneumarnbHbIX PeulenTypHbIX OnaHKoB MO KaX4ow cepuw;

0) damunmsa, nms, oTMecTBO (nocregHee - NPy HanMyYuM) 1M NOANUCHL OTBETCTBEHHOrO pPaboTHMKA;
3) pacxopn cneupanbHbIX peuenTypHbIX 6GraHKoB:

a) paTa Bbigaum cneumanbHbIX peuenTypHbIX OraHKoB;

©) cepun 1 HoMepa BblAaHHbIX CheunanbHbIX peLenTypHbIX OraHKoB;

B) KOnMM4yeCcTBO BblgaHHbIX cneuuaribHbIX peuenTypHbIX 6naHkoB C YKasaHmem B ckobkax konmdecTBa
cneumanbHbIX peuenTypHbIX OnaHKoB, BblgaHHbIX A4S O(*I)pMJ'IeHI/Iﬂ Ha oMy,

r) cdamunms, umsi, oTdecTBO (MocrnefHee - NpW HanMyuv) 1M Nognucb NMUA, NOMyYMBLUErO cheumarnbHble
peLenTypHble OGnaHku;

4) KONMMYEeCTBO crneumanbHbIX peuenTypHbIX GraHKoB, OGOPMITEHHbBIX Ha [oMy;

e) (.baMI/IJ'II/IFI, nMd, OT4HEeCTBO (nocnep,Hee - npun HaJ'II/I‘-II/II/I) n nognuncb nuua, OCbOpMI/IBLLIeFO cneunarnbHble
peuenTtypHble OnaHkn Ha OO0MY;

4) damunms, nms, OT4eCTBO (NOCNEedHee - NPU HanMM4MM) U NOAMNUCb OTBETCTBEHHOro paboTHUKA;
5) ocTaTok cneumanbHbIX peuenTypHbIX GnaHKoB.

19. CneuuanbHbIi peuenTypHbIN BNaHK sIBNSeTCs OOKYMEHTOM CTPOrol oT4eTHOCTU. 3anac crneumarnbHbiX
peLenTypHbIX 6NaHKOB B MEAWLMHCKOW OpraHu3auum OOJDKEH XPaHUTbCS B crieumarnbHbIX NMoMeLleHusx, cerdhax
UNu B CneumanbHO M3rOTOBIEHHbIX LiKadgax, OOUTbIX OLUMHKOBAHHBIM XENe30M, C HaOeXHbIM BHY TPEHHUM WU
HaBECHbIM 3aMKOM.



MomeleHnsi, cendbl, LWKadgbl, B KOTOPbIX XPaHATCA cneumnanbHble peuenTypHble GnaHku, OOIPKHbI ObiTh
3aKpbITbl Ha 3aMKM W MOCNe OKOHYaHUs paboTbl oneyaTaHbl MevyaTbld YNOMHOMOYEHHOW opraHusaunu
(MeanUMHCKON opraHvM3aumun) Mnm onroMOupOBaHbI.

20. B mMeauuMHCKMX OpraHusauusix 3anac cneuuanbHbiX pelenTypHbiX 6naHKoB He JOSPKeH MpeBbilaTth
rogoBov NoTpebHoCcTW.

21. PaspelwaeTcss BblgaBate MeOUUMHCKOMY pabOTHMKY, WMMEKW eMy MnpaBO Ha3HavyaTb HapKoTU4YecKue
(ncMxoTponHbIe) NekapCcTBEHHbIE nMpenapaTbl, e0UHOBPEeMEHHO He Bonee OBaaua™ crneunanbHbIX peuenTypHbIX
OnaHKoB.

MeguumHckme pa6o11-w||<m, BbiMCbIBaOW e peuenTbl Ha HapKOTUYecKune (I'ICVIXOTpOI'IHbIe) NeKapCTBEHHbIE
npenapatbl, Ha OCHOBaHWN Npukada pykoBoauTena Me[ ULMHCKON opraHmsauun HeCcyT JINYHYO OTBETCTBEHHOCTb 3a
COXPaHHOCTbL NOJIyYEeHHbIX cneuuarbHbIX peuenTypHbIX 6naHkoB. CneumanbHble peuenTypHble OnaHku,
nony4YyeHHble MegUnUNHCKUM pa6OTHVIKOM, XpaHATCA noa 3aMKOM B ceﬁcbax, MeTannnyeckux LLIKa(*)aX mnun
MeTannMM4yecKknx 4Liunkax.

22. B MeauuMHCKON opraHuM3auuu co3gaeTcsa NOCTOSHHO OEeNUCTBYOLL A KOMUCCUSA, KoTopas He pexe 1 pasa
KBapTan (N0 peLeHu0 pyKoBOAUTENS MEOULMHCKOM OpraHusauMyM BO3MOXHO Yalle) OCYyLlecTBMNAeT MpOBEepKy
COCTOSIHMS perncipaumm M y4dyeta crneumanbHbIX peuenTypHbiX OGrnaHKoB, B TOM 4uCre MyTEM CBEPKW 3anucen
XypHana perucipaumm mn ydeTa cneuunanbHbIX peuenTypHbIX 6J'IaHKOB, C CbaKTI/ILIeCKI/IM Hannynem cneuuarbHbIX
peLenTypHbiX GMaHKoB, a Takke MPOBEPKY COCTOSIHUSA XPaHEHUs crneumarnbHbIX peuenTypHbIX GnaHKoB.

Mo pe3ynbTaTaM NPOBEPKM B XXypHarne perucipauumn u yyeTa cneymanbHbIX pelenTypHbiX 6naHKkoB genaeTcs
3anuMcb O pesynbTaTax NPOBEAEHUS CBEPKM [AaHHbIX, 3aKpensieHHash NoAnuCsSMU BCEX YNEHOB KOMWUCCUWM, WK
co3faeTtcs creumasbHbI akT NPoBEPKU.

23. depepanbHble opraHbl WCMOJHUTESNBHOW BMACTU W OpraHbl WUCMONTHUTENbHOW BrRacTM CyObekToB
Poccuiickon degepaumy OCyWeCTBNSAIOT KOHTPOMb 3a oOpraHusauuen perucipaumu, yyeta W XpaHeHUus
cneumanbHbIX peuenTypHbIX OraHKOB B YMONMHOMOYEHHbIX OpraHuM3auusix M MeOULUMHCKUX OpraHu3aumsx.

24. Bbigaya cneumnanbHbIX peuenTypHbix OnaHKkoB M3 pe3epBHOro 3anaca MuHucTepctBa denepanbHbiM
opraHam MWCMOJTHATENbHOW BflaCTM M OpraHaMm WCNOSHUTENbHOM BnacTm cybobekToB Poccuiickon depepaummn
OCyLLLecTBNAeTCs OTBETCTBEHHbIM PabOTHWKOM MNOABEAOMCTBEHHOrO YYpexXAeHUss Ha OCHOBaHuM pelleHus o6
OTnycKke cneuuanbHbIX peuenTypHbiXx 6naHkoB, 0POPMMEHHOro B BWAE MUCbMa, NOAMUCaHHOro AUpPEKTopoM (B
crny4dae ero oTCyTCTBMSA - 3amecTuTenem aupektopa) enapTameHTa perynupoBaHus obpalleHus nekapcTBeHHbIX
cpencts v MeguumMHckux usgenni MuHucTepcTsa.

lMpoBepka gesaTenbHOC TV NOABEAOMC TBEHHOMO yUYpexaeHUs No peructpaumm, y4eTy u XxpaHeHuo pesepBHOro
3anaca ocyuectnseTcs [enapTamMmeHTOM perynMpoBaHusa obpalleHusi nekapCcTBEHHbIX CPEACTB U MEAULMHCKMX
nsgenui MuHuctepctBa 2 pasa B rof He nosgHee 20 yucna mecsua, cneaylowero 3a UCTEKLWUM MOMyroanemM.

MpunoxeHne N 6

K npukady MuHucTepcTBa 34paBOOXpaHeHus!
Poccunckon ®enepauym

oT 24 Hosbpsa 2021 r. N 1094H

NPABUNA
O®OPMINEHNA PELUENTOB, COOEPXAWWUX HA3HAYEHUE HAPKOTUYECKUX
CPEACTB WUNU NCUXOTPOIMHbLIX BELWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX AOKYMEHTOB

l. OdbopmneHue peuenta Ha 6ymMaKHOM HocuTene
1. Ha peuentypHbix 6naHkax dopmbl N 107/y-HIT B neBom BepxHem yrry MpocCTaBfseTcs LW Tamn

MEOULNHCKOW OpraHusauMm C ykasaHWeM ee MOJSIHOrO HauMMeHoBaHusi, agpeca M TenedoHa C AAaTOW BbIMUCKU
(maton odopmneHuns) peuenTta Ha NEKapCTBEHHLIA Mpenapar.



PeuentypHble 6naHkm doopmbl N 107/y-HIM nsrotaBnmMBaloTCA MCKIMOYUTENBHO TUNOrpadpcKnm Crnocobom.

2. Ha peuenTypHbIX 6naHkax, OdDOpMﬂ‘ileMbIX nHouBuayanbHbIMU  npegnpuHMMaTenaMmy, uUMerw nMmm
NMUEH3NI0 Ha MeOAMUMHCKYK OeATeJIbHOCTb, B BEepXHEeM JieBOM Yyrny TI/IFIOFpan)CKI/IM cnocobom wnmm nyTtem
npocTaBlieHNa WTamMmna AOOJmKeH OblTb YKa3aH agpec uHamBuayanbHOro npeanpunHuMartend, HOMep u farta
NueH3nn, HammeHoBaHue opraHa rocyp,apCTBeHHoﬁ Bnact1, BbiaaBLUero JiIMUeH3uto.

3. PeuentypHble 6naHku cdopmbl N 107/y-HIN 3anonHaTCa MeOUUMHCKMM PabOTHUKOM YEepHUMaMu unu
LLIAPMKOBOWN PYYKOM.

4. [onyckaeTcs oOpMIIEHNE BCEX PEKBU3UTOB (3a MCKNOYeHMeM pekBumsauTa "llognuchk nevailero Bpada

(nognucb denbluepa, akywepkn)') peuenTypHbix 6naHkoB gopmbl N 107/y-HIM ¢ ucnonb3oBaHnem neyartaroLymx
YCTPOWCTB.

5. B peuentypHoMm GraHke ¢opmbl N 107/y-HIT B cTpokax "®amwunusa, umsa, oTiecTBo (nocnegHee - npwu
Hamuumu) nauneHTa" n "Bo3pacT' ykasbiBaTCA NOMHOCTbIO (haMunns, UM, oT4eCTBO (NOcneaHee - Npu Hanu4um)
nauveHTa, ero Bo3pacT (KOMMYEeCTBO MOSHbIX JiET).

JonycmMo yka3aHue OaTbl pOXAeHUs nauveHTa.
6. B peuentypHom 6naHke dopmbl N 107/y-HI1:

1) B cTpoke "Cepuss u HomMep nommca o6s3aTeNbHOr0 MeOULMHCKOro CTpaxoBaHUS" ykasblBaeTCs HOMEP
nonnca o6s13aTenbHOr0 MeOMLMHCKOrO CTpaxoBaHWs NauueHTa (Mpu Hanmuun);

2) B cTpoke "Homep wmeguuMHCKOM KapTbl" yKasblBaeTCsl HOMEP MEAMLMHCKOW KapTbl NauMeHTa,
nonyyaroLwero MegUUMHCKYI0 MOoMOWb B ambynaTopHbIX YCMOBUSIX, UMW  UCTOopuM BOnesHu nayueHTa,
BbINMCbIBAEMOrO U3 MEAULIMHCKON OpraHmnsaumu;

3) B cTpoke "®amunms, nms, oT4ecTBo (NocriegHee - MpW Hanuuuu) nevawero Bpadva (cenbawepa,
akyLepku)" ykasblBaeTcsi NOMHOCTbIO hamunns, ums, oT4ecTBO (nocregHee - Npu Hanuyuu) Bpaya (denbawepa,
aKyLLepKu), BbINUCaBLLEro peLenT Ha HapKOTMYEeCKUN (MCUMXOTPOMHbLIA) NeKapCTBEHHbIM Mpenapar.

7. Brpade "Rp" peuentypHoro 6GnaHka dopmbl N 107/y-HI1 ykasbiBaeTcs:

1) HanMeHOBaHWE JeKapCTBEHHOrO MpenapaTa (MexayHapooHoe HenaTeHTOBaAHHOE HaWMeHOBaHue,
rpynnMpoBOYHOE WU XUMMUYECKOE HaMMeHOBaHWe, TOProBOe HavMEHOBAaHWE) Ha NaTMHCKOM $3blKe WM Ha
pycckom s3bike, dopma BbiMycka, A03MPOBKA, KONMMYECTBO (YKasbiBaeTCcs MPOMUCbI0 Ha peuenTypHOM OnaHke
dopmbl N 107/y-HIT);

2) cnocob nNpuMeHeHUs NekapcTBEHHOro mnpenapaTta Ha rocygapcTBeHHoM sidbike Poccuiickon ®enepaunm
UNn Ha rocyfapcTBEHHOM fA3blke Poccuiickon ®enepaumm v rocyaapCTBEHHOM S3blKe pecnyOnvK N UHbIX SA3bIKax
HapogoB Poccuiickon ®egepaummn <1>,

<1> Yactm 1 ctammun 15 3akoHa Poccumrckon ®egepaumm ot 25 oktabpa 1991 r. N 1807-1 "O sasblkax

HapogoB Poccuitckon ®enepaumn” (ganee - 3akoH N 1807-1). (Beaomocm cbesga HapoaHbix aenytatos PCOCP
n BepxosHoro Coseta PCOCP, 1991, N 50, cT1. 1740).

8. MNpu odopmneHMn peuenTypHbiX OMNAHKOB 3anpeljaeTcss OrpaHUMYMBaThCA OOLWMMK  yKa3aHUSAMMU,
Hanpumep, "BHyTpeHHee", "M3BecTHO".

9. lMpn odopmneHun naumeHTy peuentypHoro 6naHka dopmbl N 107/y-HIMT Ha HapkoTUyeckuin
(NCUXOTPOMHLIA) NleKapCTBEHHbIV MpenapaTt B pamKax OKa3aHWs MeAWLMHCKOM MOoMOLWM npu onpegefieHHOM
3aboneBaHnM TakoW peuenT 3aBepsieTcs:

1) nognuckblo N NMYHON NedvaTtblo Bpaya nmbo nognucklo denbaliepa (akyLepku);

2) nevyatblo MeOWLMHCKOW opraHusauuu, nMbo CTpyKTypHOro nogpasfeneHvss MeguLUHCKOW OpraHusaumm
"Ona peuenToB", KOTOPasa NPOCTaBMAETCA NMUOM, YNOHOMOYEHHbLIM PYKOBOAUTENeM MeanLUMHCKOW opraHmnsaumu
C yKasaHueMm ¢aMunuMu, UMeHW, oTiecTBa (nocnegHee - MpW HamMuumM) U NPOCTaBMEHUEM €ro NIMYHOW MOAMMUCHK.



B cnyyasax Heobxogmmocm odOpMIIEHUS peuenTa Ha HapKOTUYECKU (MCUXOTPOMHbLINA) fekapc TBEHHbIN
npenapaTt Ha OOMY B paMKax OKa3aHWs nannuamMBHON MeAWLMHCKOW MOMOLLM JonyckaeTcs npeaBapuTernbHoOe
3aBepeHue peuenTa LWTamMnoM MeAUWUMHCKOW OpraHusaumu, neyaTbld MeEeOWLUMHCKOW opraHmsauum nubo
CTPYKTYPHOro nogpasgefieHnsa MeauumHcKon opraHvsaumm "[Ona peuenToB”, KOTOpas NpoOCTaBfigeTCcs nuuom,
YNONMHOMOYEHHbLIM pYKOBOAMTENEM MEeOULMHCKOW oOpraHuM3auun, C YykasaHunem amunmm, vumeHn, oTvecTBa
(nocnegHee - Npu HanNUuMn) U NpocTaBNeHMeM ero NMYHOW noanucu. Mpu 3ToM B XypHane perucTpauuun u yyeta
peLenTypHbIX 611aHKOB B COOTBETCTBMU C [lopsakom permcTpaumu, yyeTa U XpaHeHus crew nanbHbIX peLenTypHbIX
6naHKoB Ha HapKOTMYecKMe CpeacTBa WM MCUXOTPOMHbIE BeLLecTBa, YTBEPXAEHHbIM HacTOAW UM MNpUKa3oMm,
JenaeTcs oTMeTKa O ero Bblgade And odopMIIeHUs Ha oMY, a Takke oTMeTKa, yAOCToBepeHHas Nognuncbio Bpaya
nmmbo denbawepa (akywepkn), odopmMuBLLEro peuent, 0 dakTe ero odopMIIEHUs, KOTOPbIA MOXeT ObiTb
OOMNOMHUTENBHO noATBepXAeH ¢oTo- M (MKn) BraeomMartepmanamu.

B cmpoke "OTmeTka anTeyHoW opraHmsauum o6 OTNycke" CTaBUTCA OTMeTKa anTevyHOW opraHu3aumu o0
OTIYCKe HapKOTMYECKOro (MCUXOTPOMHOro) NekapcTBEHHOro npenapaTta (C ykasaHMeM HaumMeHOBaHWs, KonmyecTBa
OTNYLLEHHOrO HapKOTU4YecKoro (MCMXOTPOMHOro) IekapcTBEHHOrO npenapata M gaTtbl ero oTnycka), KoTopas
3aBepsieTca noanucbio paboTHMKaA anTevyHOW OpraHM3aumun, OTNYCTMBLUEro HapKOTUYECKUA (MCUXOTPOMHbIN)
nekapcTBEHHbIN nNpenapaT (C ykasaHueMm ero damumnmm, MmeHu, oTyecTBa (nocrnegHee - NPy HanMuuM), a Takxe
KPYrron neyaTtbld anTeYHOM opraHu3aumu, B OTTUCKE KOTOPOW AOJKHO OblTb MOEHTUUUMPOBAHO MOMHOE
HaMMeHOBaHVe anTevyHoV opraHu3auuu.

10. Ha ogHom peuentypHom 6naHke dopmbl N 107/y-HIN paspelwaeTca ocyLecTBNsATe HasHa4YeHne TOSbKO
OHOr0 HaMMEHOBaHWS FEeKapCTBEHHOrO npenapara.

11. NcnpaBneHus B peuente He JOMNyCKaloTCs.
Il. ObopmneHue peuenTta B popme 3NI€KTPOHHOIO AOKYMeHTa

12. Peuent B dopmMe 3NEKTPOHHOrO [AOKyMeHTa, MOANUCaHHOro YCWUMEHHOW KBanduumpoBaHHOMN
3MNeKTPOHHOM nognuceto, dopmMupyeTcs MegUUMHCKUM paboTHUKOM, CBeAeHWs O KOTOPOM BHECEHbl B
denepanbHbIi perucTp MegUUMHCKMX paboTHMKOB <2>, a TakkKe nNpu YCIoBUM perncipaumm MeguuMHCKON
opraHmsauum, B KOTOpon ocdopmngeTcs peuenT, B dedepanbHOM peecTpe MeLUUUHCKUX opraHusauum <3>
€AWHON rocygapCTBEHHOW WHOPMAUMOHHONW cucTeMbl B cdepe 34paBOOXPaHEHUs U MOAKIMIOYEHUS TaKom
MeOMWLMHCKON OpraHmn3aumn K rocygapc TBEHHOW MHOpMaLMOHHOM cucTeMe B chepe 3apaBooxpaHeHns cyobekTa
Poccuinckon ®enepauym <4>,

<2> Yacm 4 ctamu 91.1 denepanpHoro 3akoHa N 323-®3 (CobpaHue 3akoHomaTenbcTBa Poccunckon
denepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yact 4 ctamun 91.1 denepanvHoro 3akoHa N 323-®3 (CobpaHne 3akoHogaTenbcTBa Poccuiickomn
depnepaumn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Cramm 91 u 91.1 depepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHomaTenbcTBa Poccuickon
denepaummn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMO nMauMeHTa WUIM ero 3aKOHHOro npeacTaBuTens odopMIIAeTCsl 3K3eMnnsap peuenTta B
dopMe 3MNEeKTPOHHOrO AOKYMeEHTa Ha BymMakHOM HocuTene ¢ otTmeTkon "[yObrnukaT 3MeKTPOHHOro [OKyMeHTa".




