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3apeructpupoaHo B MuHiocte Poccum 30 Hosiopsa 2021 1. N 66124

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
oT 24 Hos6ps 2021 r. N 1094H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB, ®OPM PELIENTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMNAPATDI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®OPM BJIAHKOB
PELIENTOB, COAEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
UIN NCUXOTPONMHbLIX BELWECTB, MOPAOKA UX U3TOTOBJIEHUA,
PACMPEOENEHUA, PETUCTPALIMA, YYETA U XPAHEHNA,
A TAKXE NPABUIT OPOPMIIEHUA BNNAHKOB PELIENTOB,
B TOM YNCIIE B ®OPME 3EKTPOHHbIX JOKYMEHTOB

B cooTtBeTcTBMM C NyHKTOM 16 Yactu 2 ctaTbn 14 ®egepanbHoro 3akoHa oT 21 Hosibpsa 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccunckon ®epepauun” (CobpaHue 3akoHogaTensctBa Poccuinckon
depnepaumn, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaThu 26 PegepanbHOro 3akoHa oT 8 stHBaps
1998 r. N 3-®3 "O HapkoTMyeckux cpeactBax M ncuxoTponHbix BewecTBax" (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauun, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyHktammn 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 T[lonoxeHua o MwuHucTepcTBe 3apaBooxpaHeHusa Poccunckon depepaumn, YTBEPXOEHHOrO
noctaHosneHnem [lpaButensctBa Poccurickon ®egepauun ot 19 umwoHa 2012 r. N 608 (CobpaHue
3akoHogartenbctBa Poccuickon depepaumn, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333; 2017, N 52, cT1. 8131;
2021, N 43, cT1. 7258), npukasbiBato:

1. YTBEPAUTD:
Mopsanok HasHayYeHWs1 NeKapCTBEHHbIX NPenapaToB cornacHo npunoxexHuto N 1;
dopMbI peLienTypHbIX BN1aHKOB Ha NEKApCTBEHHbIE MpenapaThbl cornacHo npunoxeHuto N 2;

Mopspok odopmneHns peuenTypHbiXx GnaHKOB Ha nekapCTBEHHble npenapartbl, MX ydYeTa U XpaHeHus
cornacHo npunoxeHuo N 3;

(*)OprI GnaHkoB peuenTtoB, coepxXawunx Ha3Ha4dYeHne HapKOTU4YEeCKuX cpencts Win MNCUXOTPOMHbIX
BeLleCTB, COrfmacHoO npunoXxeHuto N 4;

MopsiAOK W3rOTOBMEHUS, pacnpefeneHusl, perucTpauunm, yvyeta W XpaHeHus peuenToB, CcoAepKallumx
HasHa4YyeHne HapKOTUYECKUX CPEACTB UK NCUXOTPOMHbLIX BELLECTB cornacHo npunoxexuto N 5;

I'Ipanma O(bOpMJ'IeHI/IFl peuenToB, cogepXalwunx HadHavYeHne HapKOTUYEeCKUX cpeacTtB Ui MNCUXOTPOMHbIX
BeLlecTB, B TOM 4nucrie B (bopme ONEKTPOHHbIX OOKYMEHTOB COITaCHO NpUIioXXeHuw N 6.

2. MNpnsHaTb yTpaTUBLLMMK CUNY:

npukaz MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon depepaumm ot 1 aerycta 2012 r. N 54H "O6
yTBEPXAEHUN (POPMbI BNaHKOB pPeLLenToB, coagepKallnx HasHa4YeHne HapKoTUYECKUX CPEACTB UIN NMCUXO TPOMHBbIX
BELLECTB, Mopsigka MX W3roTOBMEHMS, pacnpefeneHusl, peructpaumm, ydeta W XpaHeHus, a TakkKe npaBun
odopmneHus" (3apernctpuposaH MuHucTepcTtBoM toctuuumn Poccuiickon ®depepaumm 15 asrycta 2012 r.,
pernctpaunoHHbin N 25190);

npuka3 MuHucTtepcTea 3gpaBooxpaHeHuns Poccurickon ®egepauum ot 30 mioHs 2015 r. N 385H "O BHeceHum
n3MeHeHun B npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 1 aBrycta 2012 r. N 54H "O6
yTBepxaeHun ¢popmbl 61aHKOB peLenToB, coaepXallnx Ha3HayYeHne HapKOTUYECKMX CPEeACTB UMK NCUXOTPOMHbIX
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BELLEeCTB, Mopsgka MX W3roTOBMEHMWS, pacnpefeneHus, peructpauum, ydeta U XpaHeHud, a Takke npaBun
odopmneHus” (3apermctpupoBaH MwuHucTepcTBoM tocTuumm Poccuiickon Pepepauunn 27 Hosibps 2015 r.,
pernctpaumoHHbin N 39868);

npuka3d MuHucTepcTBa 3apaBooxpaHeHust Poccuiickon ®epepauum ot 21 anpens 2016 r. N 254H "O
BHECEeHUM n3MeHeHun B npukas MuHnctepcTea 3gpaBooxpaHeHunsa Poccuiickon depepaumm ot 20 gekabps 2012 r.
N 1175H "O6 yTBEpPXAEHMUM MOPsiAKka Ha3HaA4YeHMS U BbINMUCbIBAHMS JIEKAPCTBEHHbLIX NMpenapaToB, a Takke Popm
peLenTypHbIX OMaHKOB Ha NekapCTBEHHble npenapartbl, nopsigka oopMIIeHNs yka3aHHbIX OnMaHKoB, MX y4yeTa u
xpaHeHusa" n npunoxexHne N 2 k npukasy MuHucTepcTBa 3gpaBooxpaHeHns Poccuiickon degepauum ot 1 aBrycta
2012 r. N 541 "O0 yTtBepxaeHun dopmbl 6NaHKOB peLenToB, COAEPKALUNX HA3HAYEeHNEe HAPKOTUYECKMX CPeacTs
WUNWN MCUXOTPOMHbBIX BELLECTB, MOPSAKA UX W3rOTOBMEHWs, pacrnpedeneHusi, pernctpaumn, ydyeta u XpaHeHus, a
Takke npasun odopmreHuns” (3apernctpmpoBaH MuHuctepcTBom toctuumm Poccuinckon depepaunn 18 miona 2016
r., pernctpaumoHHbii N 42887);

NyHKT 4 W3MEHEHWW, KOTOpble BHOCSTCA B HEKOTOpble Mpukasbl MuHMCTEpCTBa 34paBOOXPaAHEHMS U
coumnanbsHoro passutna Poccuickon ®egepaunn n MmnHnctepcrtea 3gpaBooxpaHeHus Poccunckon denepaumm no
BOMpocaM OOpalleHUs fekapCTBEHHbIX MpenapaToB, COAEPXalUMX HapKOTMYECKUE CPeAcTBa, MCUXOTPOMHbIE
BELLECTBA U UX MPEKYPCOPbl, U NEKapCTBEHHbIX CPEeACTB, noanexawux npeamMeTHO-KONMYECTBEHHOMY Y4YeTy,
YTBEPXAEHHbIX Npuka3oM MuHucTepcTBa 3apaBooxpaHeHunss Poccuickon ®egepaumm ot 31 oktabps 2017 r. N
882H (3apeructpupoBaH MuHuctepctBom tocTnumm Poccuickon ®epepaunm 9 aHBapsa 2018 r., perncTpaunoHHbIv
N 49561);

npukas MuHuctepctBa 3gpaBooxpaHeHus Poccunckon ®epepaumm ot 11 gekabpsa 2019 r. N 1021H "O
BHECEHMM M3MeHeHun B npunoxenms N 2 n 4 Kk npukasy MuHuCTepcTBa 3gpaBoOxpaHeHus Poccumnckon
depepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBepxaeHMn popMbl GNaHKOB PeLIENTOB, COAepXKalMX Ha3Ha4YeHne
HapKOTMYECKUX CPEACTB UMM NCUXOTPOMHBLIX BELLECTB, MOPSAAKA UX M3rOTOBIEHWS, pacnpedeneHus, permctpaumm,
yyeTa U XpaHeHus, a Takke npasBun ocopmnenns” (3apermctpmpoBaH MuHUCTEpPCTBOM tocTMuuKM Poccuiickon
depnepaumm 28 aneapst 2020 r., peructpaumoHHbin N 57293);

npukasd MuHucTepctBa 3apaBooxpaHeHus Poccuiickon ®egepauunm ot 8 oktabpa 2020 r. N 10761 "O
BHECEHUM M3MeHeHMn B [lopsigok peructpauumn, yyeTa U XpaHEHWUs crneumanbHbiX pelenTypHbiX GraHKoB Ha
HapKOTUYEeCKMEe CPEeACTBa UMM MNCUXOTPOMHbIE  BELLECTBA, YTBEPXOEHHbIM npukazoMm  MuHucTepcTBa
3apaBooxpaHeHnss Poccuiickon ®epepaumm ot 1 asrycta 2012 r. N 54H" (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumm Poccuickon ®enepauun 13 Hosbpsa 2020 r., pervctpaumoHHbin N 60898);

npukas MwuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®epepaummn ot 14 guBapa 2019 r. N 41 "O6
YTBEPXKAEHUN MopsgKka Ha3HayeHus JeKapCTBEHHbIX MpenapaToB, OPM peuenTypHbiX ©OnaHKoB Ha
nekapcTBeHHble npenaparbl, nopsgka opopMneHus ykasaHHbix 6naHKoB, Nx y4eTa 1 xpaHeHusa" (3apermcTpmpoBaH
MuHucTepcTBom tocTuummn Poccuinckon ®egepauun 26 mapta 2019 r., permctpaumoHHbin N 54173);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccuitickon Pepepaummn ot 11 gekabps 2019 r. N 10221 "O
BHECEHMM M3MEHEHU B npuka3 MuHucTepcTBa 3gpaBooxpaHeHnsa Poccuinckon depepauunn ot 14 ansaps 2019 r.
N 4H "O6 yTBepxaeHUM nopsiika Has3HAYeHWUs NeKapCTBEHHbIX MpenapaTtoB, hopM peLenTypHbiX GnaHkoB Ha
nekapcTBeHHbIe NpenapaTbl, Nopsaka opopMIeHUs yka3aHHbIX OMaHKoB, NX y4eTa 1 XpaHeHusa" (3aperncTpmpoBaH
MuHucTtepcTBom tocTuumm Poccuickon ®egepauun 28 ausaps 2020 r., peructpaumoHHbin N 57292);

npukas MuHucTepcTBa 3apaBooxpaHeHust Poccuiickonn ®egepaumm ot 8 oktsabps 2020 r. N 1075H "O
BHECEHUM W3MEHEHWA B MOPSAOK Ha3HaYeHUs JeKapCTBEHHbIX MNpPenapaToB, YTBEPXAEHHbIA MPUKa3oMm
MwuHucTtepcTBa 3gpaBooxpaHeHus Poccunckon ®depepaumm ot 14 aHBaps 2019 r. N 4H" (3apeructpupoBaH
MuHucTepcTBoMm tocTuummn Poccuiickon ®enepauum 22 nekabpsa 2020 r., permctpaunoHHbin N 61695);

NyHKT 3.8 VIHCTpyKUMM O NOpsiaKe BbINMMCbIBAHUS NIEKAPCTBEHHbIX MpenapaTtoB U 0hopMIeHNst peLenToB U
TpeboBaHW-HaKNaOHbIX, YTBEPXOEHHOW Mpuka3oMm MUHUCTEpCTBa 30paBOOXPAHEHUS M COLMANIBHOIO Pa3BUTUS
Poccuiickon ®egepaumm ot 12 cdespana 2007 r. N 110 "O nopsigke Ha3Ha4YeHUS U BbIMUCBIBAHUS NIEKAPCTBEHHbIX
npenapaToB, U34enui MEeOULWHCKOTO Has3HayeHust N CrneumanmanpoBaHHbIX MPOAYKTOB reyebHoro nuraHusa”
(3apeructpupoBaH MuHunctepctesomM toctuumm Poccuiickon ®epepauuun 27 anpensa 2007 r., permctpaunoHHbin N
9364);
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npukas MunHUCTepcTBa 34paBOOXpPaHEHNA M coumanbHOro passutus Poccuiickon depepaumm ot 17 mas
2012 r. N 5621 "OO6 yTtBepxaeHun lMopsgka oTnycka OU3NYEeCKUM nuuam JfieKapCTBEHHbIX MpenapaTtoB AN
MEOMLMHCKOrO MPUMEHEHMs!, COAepXalux KpoOMe MaribiX KONMYECTB HapKOTUYECKUX CPeacTB, MCMXOTPOMHbIX
BELLEeCTB M WX MNPEeKypcopoB Apyrue papmakonormdeckme akTuMBHble BellecTBa" (3apeructpupoBaH
MwuHucTepcTBoMm tocTuumm Poccunckon ®epepavnm 1 nona 2012 r., permctpauyunoHHeii N 24438);

NyHKT 2 W3MEHEHWW, KOTOpble BHOCSTCA B HEKOTOpble Mpukasbl MuHMCTEpCTBa 34paBOOXPaHEHMS U
coumnaneHoro passuTtusi Poccuiickon degepaunn, yTBEPXKAEHHbIX MpuKasom MwuHUCTepcTBa 30paBOOXpaHEHUs
Poccuiickon ®epepaumm ot 10 uroHa 2013 r. N 369H (3apernctpmpoBaH MUHUCTEPCTBOM toCTULMM Poccunckom
depepauun 15 nona 2013 r., pernctpaumoHHbin N 29064);

npuka3d MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 21 asrycta 2014 r. N 465H "O
BHECEHUM U3MEHEHU B MOPSAOK OTMycka (PU3MYECKMM nuLaM feKkapCTBEHHbIX NpenapatoB AN MeAULUHCKOro
NPUMEHEHNS, CoAepXallmMx KpOMe MarnbIX KONUMYECTB HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB Apyrve apmakonormyeckne akTuBHble BeLeCcTBa, YTBEPXAEHHbI npukasom MuHucTepcTBa
340paBoOOXpaHeHMs U counanbHoro passutua Poccuinickon depepaumm ot 17 mas 2012 r. N 562H"
(3apeructpupoBaH MuHucTepcTBom toctuummn Poccuiickon ®epepaummn 10 ceHTabps 2014 r., pernctpaumoHHbin N
34024);

NyHKT 1 W3MEHEeHWW, KOTopble BHOCATCA B HEKOTOpble npukasbl MwuHuCTepcTBa 34paBOOXpPaHEHMs U
coumnansHoro passutusa Poccuiickon ®egepauumn n MuHuctepctBa 3gpasooxpaHeHuns Poccuinckon ®egepaumum,
YyTBEPXAEHHbIX Npuka3om MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaumm ot 10 ceHtabps 2015 r. N
634H (3apernctpupoBaH MwuHuctepcteom toctuuum  Poccuickon  depepauun 30  ceHtsibps 2015 r.,
permctpaumoHHbin N 39063);

NyHKT 3 W3MEHEHWW, KOTOpble BHOCATCA B HEKOTOpble npukasbl MwuHuUCTepcTBa 34paBOOXpPaHEHMs U
coumnanbHoro passutusa Poccurickon ®egepaummn n MuHmuctepcTtea 3gpaBooxpaHeHns Poccuiickon ®egepaumm no
BONpocaM oObpalleHus fekapCTBeHHbIX MpenapaToB, COAepXKaliMxX HapKOTUYecKne CpeacTBa, NCMXOTPOMHbIE
BELleCTBa M UX MPEKypCOpOB, M NEKapCTBEHHbIX CPeacTB, MoAnexalmx npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy,
YTBEPXOEHHbIX Npuka3om MuHucTepcTBa 3apaBooxpaHeHusi Poccuinckon depepauun ot 31 oktsdps 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBom toctuuumn Poccuiickon ®epepauun 9 aHBapsa 2018 r., pernctpalmoHHbIv
N 49561).

3. PeuentypHble 6naHkn dopmbl N 107/y-HI, M3roToBNEHHbIE A0 OHA BCTYMNMIEHWUS B CUITY HacTOSILLEro
npukasa, MoryTt ObiTb ucnonb3oBaHbl 4o 1 mapTa 2023 roga.

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

MwuHucTp
M.A.MYPALLKO

Mpunoxexue N 1

K npuka3dy MuHucTepcTBa 34paBoOXpaHeHus
Poccwiickon depepaumm

OT 24 Hos16psa 2021 1. N 1094H

norPAOOK HABHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB
l. O6LWMme nonoxeHus
1. HasHayeHMe nekapcTBEHHbIX MpernapaToB Ans MEeAMUMHCKOro NpUMEeHeHWust (farnee - nekapCTBEHHblE

npenapaTbl) OCYLLIECTBNAETCA IeyvaliyM BpayoMm, (PenbAllepoM, akyllepkoW B CIydyae BO3MOXKEHUS Ha HUX
MONMHOMOYMIA Neyvallero Bpaya, MpU OKasaHWM MeOWULMHCKOM MOMOLM B MeOMLMHCKMX opraHusauusx <1>, B
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nopsigke, YCTaHOBIEHHOM Mpuka3om MuHUCTepCTBa 34paBOOXpPaHEHMS M coumanbHOro passutus Poccuickon
depepaummn ot 23 mapta 2012 r. N 252H "O6 yTtBepxaeHun Nopsigka BO3NOXeHWs Ha denballepa, akylwepky
pykoBoaMTENEM MeOMLUHCKON OpraHu3aLmu npy opraHM3aunn okasaHusa NepBMYHON MeaMKO-CaHMTapHOW NOMOLLM
N CKOPOM MEAMLMHCKON MOMOLUM OTAenbHbIX (OYHKLUMIA nevawlero Bpada No HEnocpeacTBEHHOMY OKa3aHuio
MEeAMLIMHCKON MOMOLLUM MaLMeHTy B nepuod HabnoaeH s 3a HUM U ero fie4yeHuns, B TOM 4Yucrie no HasHayeHuto 1
NPUMEHEHMUIO NEeKapCTBEHHbIX NpenapaToB, BKNOYas HAPKOTMYECKNE NeKapCTBEHHbIE nNpenapaTtbl U NCUXOTPONHbIE
nekapcTBeHHble npenapatbl” <2>, nHauBMAyanbHbIMW NpeanpuHUMaTensMmn, OCyLLECTBNAIOWMMUN MEOULMHCKYIO
OeaTenbHOCTb (fanee - MeguuuHckue paboTHUKN).

<1> TyHkt 11 cTtatbm 2 depepanbHoro 3akoHa oT 21 Hosb6pa 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl
300poBbs rpaxaaH B Poccuiickon ®epepauymn” (CobpaHne 3akoHogaTensctBa Poccuinckon denepauum, 2011, N
48, c1. 6724, 2019, N 52, cT. 7796) (ganee - ®epepanbHbii 3akoH N 323-03).

<2> Q3apeructpupoBaH MuHuctepctBoMm toctumm Poccuitickon Pepepaumm 28 anpens 2012 r.,
permctpaumoHHein N 23971 C WN3MEHEeHUsIMW, BHECEHHbIMM MNpuKka3oM MuHUCTepCcTBa 34paBOOXPaHEHUS
Poccuiickon ®epepaumm ot 31 oktsabpsa 2017 r. N 882H (3apeructpupoBaH MyuHucTepcTBOM tocTuLmnmn Poccuinckon
®epnepaumnu 9 aHBapsa 2018 r., pernctpaunoHHbii N 49561).

MeamuuHckmn paboTHUK, OPOPMUMBLLMI peLenT C HapyleHVeM HACTOsLWero nopsgka, v pykoBoamuTerb
MeAMUMHCKOW opraHusaumm obecneynsaloT CBOEBpeMeHHoe nepeodopmneHne Tpebyemoro Ans naumeHTta
peuenTa.

2. CBefeHusi 0 Ha3Ha4YeHHOM reKapCTBEHHOM rMpenapaTe (HauMeHOBaHWe IeKapCTBEHHOro npenapara,
[03VpOBKa, Cnoco6 BBEAEHUS W MPUMEHEHUS, PEXUM [03UPOBaHUsl, MPOAOIMKUTENBHOCTL FfEeYEHUs U
060CHOBaHMe Ha3Ha4eHWs1 NEeKapCTBEHHOro npenaparta) BHOCATCA MeAWMLUMHCKUM paboTHWKOM B MEAULMHCKYHO
AOKYMEHTaLMI0 naumeHTa.

B cnyyasix, ykasaHHbIX B MyHKTax 8 - 11 HacTosiwero Mopsigka, MeauuMHCKUA paGoTHUK, Ha3Ha4YMBLUWNA
nekapcTBeHHbI MpenapaT, oopMnsaeT HasHayeHue NeKapCTBEHHbIX MpenapaToB, B TOM 4Yuche noAanexarimx
M3rOTOBMEHMIO M OTNYCKY anTeYHbIMU OpraHv3auusamu (Oanee - rekapcTBeHHble MpenapaTtbl MHAMBUAYaNbHOro
M3roToBreHusl), Ha peuenTypHoMm GraHke, oopMIIeHHOM Ha GyMaXHOM HocuTerne 3a CBOel Noanucblo (ganee -
peuenT Ha GymaHOM HocuTene), U (MUnK) C cornacusl nauueHTa UMM ero 3akoHHOro npeacTaBuTens <3> Ha
peLenTypHoMm GnaHke B ¢hopMe 3MeKTPOHHOrO JOKYMEHTa C UCMONb30BaHWeM YCUIIEHHOW KBanuULMpoBaHHOM
3MNEeKTPOHHOW MOANNCU MeAULMHCKOro paboTHUKa (aanee - peuent B oopMe 3NEKTPOHHOTO JOKYMEHTA).

<3> MyHkT 2 cTtatbn 20 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHogaTenbcTBa Poccuinckon
®epnepauuu, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

Peuent B (pbopmMe 3MeKTPOHHOro AOKYMEHTa, COoAepXalun HasHavyeHWe HapKOTUYeCKUX cpeactB umm
NCUXOTPOMHbIX BELLECTB, MNOAMUCLIBAETCA C WUCMOMb30BaHMEM YCUIIEHHOM KBanMULMPOBaHHOW 3MEKTPOHHOMN
nognucy nevailero Bpada vnu dpenbgliepa, akylepku, Ha KOTOPbIX BO3MOXeHbl hyHKUMM fedallero spada, u
COOTBETCTBYHOLLEN MEOULMHCKON OpraHmn3auumn <4>.

<4> TyHKT 1 cTatbn 26 ®egepansHoro 3akoHa ot 8 axuBaps 1998 r. N 3-d3 "O HapkoTUYeCcKMx cpeacTBax v
ncuxoTponHbix BewectBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®depepaumm, 1998, N 2, c1. 219, 2017, N
31, cT. 4791) (nanee - ®epepanbHbit 3akoH N 3-93).

OdopMneHne peLentoB B (QOPME IMEKTPOHHbLIX [OOKYMEHTOB OCYLLIECTBMNSAETCA B CIly4yae MpUHATUSA
YMNONTHOMOYEHHbLIM OpPraHOM WCMOMHUTENBHOW Briactu cybbekta Poccuiickon ®epepaumm B COOTBETCTBUM C
nyHkToM 4 cTtatbn 6 degepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-9®3 "O6 obpalleHun nekapcTBEHHbIX
cpeactB" <5> peweHuss 06 ucnonb3oBaHUM Ha TeppuTopum cybbekta Poccuiickon ®Pepepaumm Hapsgy ¢
peuenTaMM Ha neKapcTBEHHble mpenapaTbl, OMOPMIIEHHbIMW Ha OyMaXXHOM HOcuTene, PeLEenToB Ha
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riekapcTBeHHble npenapaTbl, CHOPMUPOBaHHbLIX B )OpMe 3MEKTPOHHbIX JOKYMEHTOB.

<5> CobpaHune 3akoHogaTenscTBa Poccuiickon Pegepaumm, 2010, N 16, ct. 1815, 2019, N 52, cT. 7793.

3. lMpu BbINMCKE MauueHTa M3 MEOULMHCKOW OpraHu3aumy, B KOTOPOW eMy oOkasblBanacb MeAuLMHCKas
MOMOLLb B CTaUMOHAPHbIX YCINOBUSAX, NPY HEOOXOAMMOCTU NPOAOIMKEHUS NMpMemMa NeKkapCTBEHHOrO npenapara B
amMOynaTopHbIX YCMOBUSIX [OaHHOMY MauMEHTYy MO PeELUEeHU0 PYKOBOAMTENA MEOMUMHCKOW OpraHusauun
Ha3HayalTcHa ¢ ohopmneHnem pelenTta B opMe 3MNEKTPOHHOrO AOKYMeHTa U (Mnn) Ha BymaxHoOM HocuTene (3a
UckoYeHnemM oopMIeHNs peLenToB Ha NekapCcTBeHHbIE npenaparbl, Noanexalume oTnycky 6ecnnaTHO unm co
ckuakon) nnbo BbligalTCsa (MAaUMEHTY UK ero 3aKOHHOMY NpeacTaBUTenNo) OAHOBPEMEHHO C BbIMUCKON U3 NCTOpUn
BonesHn nekapcTBeHHbIE Npenaparbl, B TOM YUCIe HApPKOTUYECKME N NCUXOTPONHbIE NEeKapCTBEHHbIE Npenaparsl,
BHECeHHble B cnmckun Il mn Il nepeyHss HapKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELECTB M MX MPEKYpCOpoB,
noanexawmx koHtponio B Poccunckon ®epepaummn, yreepxaeHHoro NpasuTtensctBom Poccuiickon depepaumm
<6> (panee - lNepe4yeHb), CUNbHOAENCTBYIOLLME NEKAPCTBEHHbIE MpenapaThl, Ha CPOK Mpuema naumeHTom Ao 5
OHEN.

<6> TlyHkt 2 ctatbm 2 PepepanbHoro 3akoHa N 3-O3 (CobpaHue 3akoHogaTenbctBa Poccuickon
®epnepaumn, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHaveHue JNIeKapCTBEHHbIX nNpenapaTtoB MNpu OKa3aHuu MeANLMHCKOM noMoLln B CTaunoHapHbIX
YCINOoBUAX MOXEeT OCYLLEeCTBIIATbCA nocpeancTtsom Tpe6OBaHI/Il7I MeANLMNHCKOM opraHusauumn, HanpaeideMblX B
anTeyvyHble opraHunsauunmn, Asnarolneca CTpykKTypHbIMU nogpas3aeneHnamm MeOnLMHCKON opraHusauunn. <7>

<7> TlyHkT 54 ctaTbm 4 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapcTBeHHbIX cpeacTB” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 2010, N 16, cT. 1815; 2019, N
31, cT. 4456) (ganee - PegepanbHblii 3akoH N 61-03).

5. HasHayeHMe nekapCTBEHHbIX MpenapaTtoB  OCYLIECTBNAETCA MEAUUMHCKMM  pPaboTHMKOM  No
MEXOYHapOAHOMY HENaTEeHTOBAHHOMY HaMMEHOBAHWIO, a Mpu €ero OTCYTCTBUM - T[PYNMNUPOBOYHOMY WK
XUMUYECKOMY HaMMEHOBaHU0. B cnyyae OTCyTCTBUSA MeEXOYyHApPOOHOrO HEeNnaTEeHTOBAHHOrO HaWMEHOBAHUA W
rPynnMPOBOYHOINO WUIIM XMMWYECKOTO0 HaMMEHOBaHUS NEKapCTBEHHOrO npenapata JeKapCTBEHHbIM npenapar
Ha3HayaeTCcd MeAULUMHCKMM paboTHMKOM MO TOProBOMY HauMeHoBaHMI. [Mpy HanNMuMu MEeOULUHCKUX MoKasaHun
(vHoMBMAaYyanbHast HENepeHoOCMMOCTb, MO JKM3HEHHbIM MOKa3aHWsAM) MO peLleHuto BpadebHOM  Komuccum
MEeOMLMHCKOW oOpraHuM3aumm <8> OCYLUEeCTBMSETCS Ha3Ha4YeHUne U OgOpPMIIEHUE Ha3HAYEHMUS NEKAPCTBEHHbIX
npenapaToB, He BXOASLWMX B CTaHAAPTbl MEANLMHCKOM NoMoLu, pa3paboTaHHble B COOTBETCTBUMMU C MYyHKTOM 14
ctatbn 37 ®depepanbHoro 3akoHa N 323-O®3 <9>, unu He NpeayCMOTPEHHbIX COOTBETCTBYHOLLEN KIUHUYECKON
pekoMmeHaaumen, nmbo no TOProBblM HaUMeHoBaHMsSIM. PelleHne BpavyeOHOM KOMWUCCUM  MEAWMLMHCKOMN
opraHumsaumm uKcMpyeTcsa B MEOULMHCKOW AOKYMEHTaLMN NaLMeHTa u B XXypHane BpavebHoln Kommccum.

<8> [1pnka3 MuHuCTepCcTBa 34paBOOXPAHEHNSA U couunanbHoro pas3sutua Poccuickon degepauum oT 5 mas
2012 r. N 5021 "O6 yTBEpXOeHMU Mopsaka Co3OaHus U OesATenbHOCTU BpavyebHOM KOMUCCUM MeOMLIMHCKOWM
opraHusaumn” (3apernctpmpoBaH MwuHuctepctBom toctuuum Poccuiickon ®depepaumm 9 wmoHa 2012 1,
pernctpaumoHHein N 24516) ¢ wu3MeHeHWsiMM, BHECEHHbIMM npuka3om MwuHucTepcTBa 30paBOOXpaHEHUs
Poccuickon ®eagepaunn ot 2 gekabpsa 2013 r. N 886H (3apermctpupoBaH MuHucTepcTBOoM tocTuumm Poccuiickon
depepauymu 23 gekabpst 2013 r., permctpaumoHHbii N 30714).

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®eaepaumm, 2011, N 48, cT. 6724.

Ecnn npn OKasaHun nauyneHTy MEANLMHCKOM MOMOLLUN B MeOULMHCKOMN opraHnsaumm B CTauMNOHapPHbIX
ycnosuax no peweHunto Bpaqe6H0|7| KOMUCCUN OCYLLECTBIIAKTCA Ha3Ha4YeHune u npuMeHeHue InekKapCcTtBeHHOro
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npenaparta C KOHKPETHbIM TOProBbiIM HaMMeHOBaHMEeM, TO MNpU OKa3aHWM AOaHHOMY nNauneHTy MeOnLMHCKOM
NOMOLLM B WUHOMN MEOULIMHCKON opraHunsaumm B CTaUMOHApPHbIX YCJIIOBUAX, a TakKXe B aM6ynaTopr|x yCnoBUAX
OCyLWLEeCTBIIAETCA Ha3Ha4YeHne emMy JieKkapCTBEHHOIO npenaparta ¢ TeéM Xe TOproebiMm HaMMeHoOBaHNEM <10>.

<10> lyHKT 2 noctaHoBnenus lNpaButenbcTBa Poccuinckon ®Pepgepaumm ot 30.06.2020 N 965 "O BHeceHun
nameHeHu B NpaBuna opMMpoBaHNS NEPEYHsT NIeKapCTBEHHbIX CPEACTB, 3aKyrnka KOTOpbIX OCYLLECTBISETCS B
COOTBETCTBMU C UX TOProBbIMU HaMMEHOBAHUSMM, U O MPUMEHEHUN NEKAPCTBEHHbIX NPenapaToB C KOHKPETHbIMU
ToproBbiMu HaumeHoBaHusiMn" (CobpaHue 3akoHogaTenscTBa Poccunckon ®egepaunn, 2020, N 28, cT1. 4422).

6. HasHaueHue nekapCTBEHHOro npenaparta B peuenTte Ha GymaxHOM HocuTene unu peuente B dopme
3NEKTPOHHOIO0 AOKYMEHTa OdOopMMseTcs Ha MMs nauueHTa, Ons KOTOpOro npeaHasHayeH rekapCTBEHHbIN
npenapar.

Peuent Ha OymaxxHOM HocuTene, 0OpMITEHHbIN Ha peuenTypHoMm 6naHke cdopm N 107/y-HIM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXAEHHbIX HACTOSALLMM MpPUKA30M, MOXET ObITb MOfydeH NauueHTOM, €ero
3aKOHHbIM MNpPeACTaBUTENEM WU MWLOM, WUMEKLWUM O(QOPMIIEHHYIO B COOTBETCTBUM C  TPaXAaHCKUM
3akoHogaTtenbcTBoM Poccuinckon depgepaunm AOBEPEHHOCTb OT MauueHTa Ha MpaBO NOMNYyYEeHUs Takoro peuenTa
(oanee - ynonHoMoO4YeHHOEe Nnuo).

MNpeacTtaBneHve OOBEpPeHHOCTM He TpebyeTca B criydae nonyyvyeHus peuenta Ha NekapCcTBEHHbIN npenapat
Ana MHKypabenbHoro 60MbHOrO Ha 3aBepllalolleM dTane ero XW3Hu NMLOM, OCYLLEeCTBASLWMM yXo4 3a Takum
nHKypabenbHbiM 60MbHLIM. B Takom cnyyae mMeauuUMHCKMIA paboTHMK BblgaeT fvuy, OCyLLEeCTBASIOWeEMY yxon 3a
nHKypabenbHbIM 60MbHBIM, AOKYMEHT, MOATBEepXAdarwui MHKypabenbHoe cocTosiHMe 60mbHOro, cogepalyui
CBedeHus O nuue, koTopoe OyaeT mony4yaTb NekapcTBEHHble nMpenapaTbl No peuenTy (dPamunus, Mms, oTY4ECTBO
(nocnegHee - npu Hanu4uum), BUA, cepus 1 (MnM) HOMEP AOKYMEHTa, YAOCTOBEPSAOLWEro NMMYHOCTL), 3aBEPEHHbIN
MOANUCLIO U NEeYaTbio AaHHOr0 MeAULIMHCKOro paboTHMKA, a Takke nevaTbio MeAMLUHCKON opraHn3auum.

lD,OKYMGHT, ﬂO,D,TBep)K}J,aPOLU,VIﬁ MHKypa6eanoe COCTOsIHME BONbHOro, OCTaeTcs B anTe4HOM opraHusauun.

Peuent B opme 3nekTpoHHOro [AOKyMeHTa opMUpyeTcs C WCMOMb30BaHUEM TOCYAapCTBEHHOW
MHOPMaLMOHHON cucTembl B cdepe 3OpaBooxpaHeHus cybbekta Poccunckon Pegepauuun, MeavLMHCKON
WMH(POPMALIMOHHON CUCTEMbI MEAULIMHCKOW opraHmnsaumm <11>,

<11> Ctatbm 91 n 91.1 depepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depepauun, 2011, N 48, cT. 6724; 2021, N 27, cT. 5141).

dakT BblgAYM peuenTa Ha NekapCTBEHHbIA npenapaTt 3aKOHHOMY MPeACTaBUTENO UMM YNONTHOMOYEHHOMY
nmuy ukecnpyeTcs B MEQULIMHCKOWM LOKYMEHTaUun naumeHTa.

7. MeguumHCKMM pa6OTHVIKaM 3anpewjaeTca O(bOpMJ'IFITb peuentbl nNpuM OTCYTCTBUM Yy NalUEeHTa
MEANLUNHCKMX MNOKa3aHWh; Ha He3aperncTtpupoBaHHble JeKapCTBEHHbIE MpenapaTtbl <12>; Ha JleKapCTBEHHbIE
npenapartbl, KOTOpble B COOTBETCTBUMN C VIHCprKLI,I/IeVI no MeagununmHCKoOMY MNpUMEeHeHUK npeaHasHa4deHbl OnAa
NPUMEHEHUNA TOJNbKO B MEANUMNHCKUX opraHmn3auundax; Ha HapKOTU4YeCKne cpenctBa U MNMCUXOTpPOMNHbie BellecTBa,
BHECEHHble B cnucok |l I'IepeqHﬂ, 3aperncTpmpoBaHHble B Ka4yeCTBe JIeKapCTBEHHbIX MpenapaTtoB, B LenaAx
npuMeHeHna ana nevyeHmna HapkoMaHun.

<12> PeweHune CoeTa EBpasuminckon akoHoMuyeckom kommuccum ot 3 Hosbpsa 2016 r. N 78 "O lNpasunax
perncTpaumm n 3KCNepTM3bl JIEKAPCTBEHHbIX CPeACTB ANs MEeOMLMHCKOro npumeHeHus" (odmumanbHbIi canT
EBpasuiickoro skoHoMuyeckoro coto3a http://www.eaeunion.org/, 21 Hos6pss 2016 r.). Ctatba 13 degepanbHOro
3akoHa N 61-®3 (CobpaHne 3akoHogaTenbcTtBa Poccuickon degepaumm, 2010, N 16, cT. 1815; 2020, N 14, cT.
2028).
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MuovBmayanbHbIM NpeanpuHUMaTensm, OCyLLECTBIISIOWMM MEAVNLNHCKYIO AESATENbHOCTb, AONOMHUTENBHO K
TpeboBaHMAM, yka3aHHbIM B ab3aue MNepBOM HACTOSLWEro MyHKTa, 3anpelwaetca odopMnsaTb peuenTbl Ha
HapKoTMYeCKMe CpeacTBa W MNCMXOTPOMHbIE BelwlecTBa, BHeceHHble B crucku |l u Il TNepeyHs (panee -
HapKOTUYECKME N NCUXOTPOMNHbIE NekapCcTBEHHbIE nNpenapatbl cnuckos Il u Il MNepeyHs).

8. MNpun Ha3Ha4YeHMN HaApPKOTUYECKMX M MCUXOTPOMHBLIX NEKAapCTBEHHbIX npenapaTtoB cnucka |l Mepeyns, 3a
WCKMIOYEHMEM NeKapCTBEHHbIX MNpenapaTtoB B BuAe TpaHCAEepMalbHbIX TepaneBTUYECKMX CUCTEM U
nekapCTBEHHbIX MpenapaToB, CoAepXallMX HApPKOTUYECKOE CPEeACTBO B COYETAHMU C aHTarOHUCTOM OMWOMVAHBIX
peLenTopoB, peLenTbl Ha OymMaxXHOM HocuTerne oopMIIAOTCA Ha pelenTypHoM 6naHke dopmbl N 107/y-HIT.

9. PeuenTtypHbii 6naHk popmbl N 148-1/y-88 ocbopmnseTcs npy Ha3Ha4YeHUK:

1) HapKOTMYECKMX W MNCUMXOTPOMHBIX flEeKapCTBEHHbIX npenapatoB cnucka |l TlepedHsa B Buge
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HApPKOTUYECKUX JleKapCTBEHHbIX npenapatoB cnucka |l MNepeyHs,
cofepXalmnx HapKoTUYeCcKoe CpPefCcTBO B COMETaHUM C aHTarOHUCTOM OMMOWMAHBLIX PeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnucka Il MNepeyHs;

2) KOMBUHMPOBAaHHbBIX NTEKAaPCTBEHHbIX MpenapaToB, CoAePXKaLUnX:

a) KogevH unu ero conu (B NepecyeTe Ha YMCTOE BELLECTBO) B KonnyecTtBe A0 20 Mr BKNIOYMTENBLHO (Ha 1
003y TBEPAOWN nekapcTBeHHoM hopmbl) unu B konuyectee go 200 mr BkntounteneHo (Ha 100 mn nnm 100 r xuakon
nekapcTBeHHON hopMbl AN BHYTPEHHETO NPUMEHEHMS);

0) ncesgoadhenpuHa rmgpoxnopug B konuvectee, npesbiwatowem 30 mr, n o 60 Mr BknouMTENbHO (Ha 1
003y TBEpAOWN NekapcTBEHHON hOpPMbl);

B) nceBnoadhefpuHa rmapoxnopug B konuyecTtse, npesbiwatowem 30 mr, n go 60 Mr BKMHOYMTENBHO B
coyeTaHuM C JekcTpomeTopdaHoMm ruapobpommaom B KonuyecTBe, npesblwatowem 10 mr, 1 go 30 wmr
BKIIOYMTENBHO (Ha 1 403y TBEpAOW NekapCTBEHHON hopMbl);

r) oekctpometopdaHa rugpobpomuma B konnyectse Ao 200 mr BknoumTenbHo (Ha 100 mn unu 100 r xugkomn
nekapcTBeHHOM oOpMbl ANst BHYTPEHHETO NPUMEHEHNS);

4) adbenpuHa rugpoxnopug B konnyectse, npesbiwatowwiem 100 mr, n go 300 mr BkntoumTenbHo (Ha 100 mn
unu 100 r Xnakon nekapcTBeHHON hopMbl AN BHYTPEHHETO NMPUMEHEHUS);

€) adpegpuHa rngpoxrnopun B konunyectse 0o 50 mr BknwouMTenbHO (Ha 1 403y TBEpOOW NekapCTBEHHON
opMbi);

X) deHunnponaHonaMmuvH B Konuyectse A0 75 Mr BknouuTenbHo (Ha 1 003y TBepOoW nekapcTBEHHOM
dopmbl) mnu go 300 mr BknoumTensHo (Ha 100 mn unu 100 r XMOKOM nekapcTBEHHON POPMbI ANA BHYTPEHHEro
NPUMEHeHNs);

3) cpbeHobapbuTan B KonuyectBe A0 15 Mr BKMHOYMTENBHO B COYETAHWM C KOOEWHOM (UMK €ro consimm)
He3aBUCMMO OT KonuyecTsa (Ha 1 403y TBepaon NekapCTBEHHOWN (PopMbl);

n) cpeHobapbuTtan B konmnyectBe Ao 20 Mr BKIMIOYUTENbHO B COYETaHWM C 3(PeApUHOM TMAPOXIIOpPUAOM
He3aBMCMMO OT Konu4yecTsa (Ha 1 4o3y TBepAOMN NeKapCTBEHHOW hOPMbI);

K) xnopamnasenokcug B konvyecTse, npesbiwatowem 10 mr, 1 go 20 mMr BknouuTensHO (Ha 1 go3y TBepaown
nekapcTBeHHoOW opMbl);

3) nekapCTBEHHbIX NpenapaToB VMHOWBMAYaNbHOrO W3rOTOBMEHWs, COAepXaliMx HapKoTU4Yeckoe cpencTBo
UNKn NcuxoTporiHoe BelecTBo cnucka |l MNepeyHs, n apyrne dapmakonormyeckne akTMBHbIE BelllecTBa B [03€, He
NpeBbILLatoLel BbiCLUYI0 Pa3oBylo 403y, U NPU YCNOBMU, YTO 3TOT KOMOUHMPOBAaHHbLIN NEKapCTBEHHbINA nNpenapar
He sIBISieTCA HapKOTUYECKMM UMW NCUXOTPONHLIM NleKapCTBEHHbIM npenapaTom cnucka |l MNepeyns;

4) NNIeKapCTBEHHbIX MNpenapaTtoB, BKIMIOYEHHbLIX B MNepedyeHb JieKapCTBEHHbIX CcpeacTB And MeauLMHCKOro
npuMmeHeHnd, noanexawunx npegmMmeTHO-KONMn4YeCTBEHHOMY Yy4eTy (p,anee - JleKapCTBeHHble npenaparhl,
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BKITOUMEHHbIe B nepeyeHsb MKY) <13>.

<13> TllognyHkt 5.2.171(1) nyHkta 5 noctaHoBneHusi [lpaBuTenbctBa Poccuiickon ®Pegepaumm oOT
19.06.2012 N 608 "O6 yTtBepxaeHumn lNMonoxeHns o MuHucTepcTBe 3apaBooxpaHenuns Poccuiickon ®enepaunn”
(nanee - MNonoxeHne o MuHnuctepctee) (CobpaHne 3akoHoaartenscTBa Poccuiickon ®Pegepaumm, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970).

10. PeuentypHbii GnaHk ¢opmbl N 148-1/y-04(n) odopmnseTca nNpyv Ha3HaYeHUW feKkapCTBEHHbIX
npenapaToB rpaxgaHam, MMelLWMM npaBo Ha ©OecnnaTtHoe nony4vyeHue neKapCTBEHHbIX npenapartoB Mnv
nony4yeHue nekapcTBEHHbIX NpenapaToB CO CKUOKOW.

11. PeuenTypHbii 6nank doopmbl N 107-1/y ocpopmnseTcs npu Ha3HaYeHUN:;
1) nekapCTBEHHbIX NpenapaToB, He yka3aHHbIX B NyHKTax 8, 9 HacToswero MNopsagka;
2) KOMBUHMPOBAHHBIX NTEKAPCTBEHHbIX MPenapaToB, COAEPXKaLLNX:

a) sprotTamuHa ruapotapTpat B KonmyecTBe A0 5 Mr BKMOUMTENbHO (Ha 1 [03y TBEPAOWN NEeKapCTBEHHOM
dopmbl);

0) acbeppuHa rmagpoxnopug B konudectee o 100 mr BkntounteneHo (Ha 100 mn wnm 100 1 >xugkown
nekapcTBeHHON popMbl AN BHYTPEHHEro NpMMeHeHns);

B) nceBgoadedpvHa ruapoxnopug B KonmyecTBe, He npesbiwatowem 30 mr (Ha 1 posy TBepaow
nekapCcTBEHHOM hopMbl);

r) nceesgoadedpvHa rmMapoxnopua B KonmmyecTBe, He npesblwawowem 30 wMr, B coYeTaHun C
OekcTpomeTopcaHom ruapobpommnaom B konuyecTse, npesbiwatowem 10 mr, u go 30 mr BknountensHo (Ha 1
003y TBepAOou fnekapcTBEHHON (hOPMbI);

4) pekctpomeTopdaHa rmagpobpomug B kKonuvectee, npesbiwatowem 10 mr, u go 30 Mr BKNoYMTENBHO (Ha 1
003y TBEepAON NekapcTBEHHON hOpPMbl);

e) deHobapbuTan B konuyecTtse, npesbiwatowem 20 mr, n go 50 mr BknouMTensHo (Ha 1 go3y TBepaoun
nekapcTBeHHoOW opMbl);

X) cbeHobapbutan B Konunyectse Ao 20 Mr BKIOYMTENBHO B COYETaHMU C 3ProTamMmMHOM rMapoTapTpaToM
He3aBMCMMO OT Konu4yecTsa (Ha 1 4o3y TBepAOMN NekapCcTBEHHOW hOPMbl);

3) xnopaunasenokcua B konudectse 4o 10 Mr BkIouuTeNbHO (Ha 1 403y TBEpaon nekapcTBEHHON hOpMbl).

12. MNpwn Ha3Ha4YeHUn NekapCcTBEHHOro npenapaTta UHAMBMAYanbHOro M3roToBMeHns B peuenTe Ha ByMaXHOM
HocuTene w (unu) peuente B OPME SMEKTPOHHOrO AOKYMEHTa HauMMEHOBaHWS NeKapCTBEHHbIX CPeAcTB
(BewwecTtB), BKMOYEHHbIX B nepedeHb [1KY, ykasbiBaloTCs B Havane peuenta, 3aTeM - BCe OCTamnbHble
MHIpeauneHThbI.

13. MNpu HasHayeHWU NekapCTBEHHOro npenapaTa B peuenTe Ha GymMaXkHOM HocuTene u (Unu) peuente B
dopMe 3nEKTPOHHOro [OKYMEHTa 3anpellaeTcss NpeBblllaTb KONMMYECTBO HapKOTMYECKUX CpeacTs  Mnu
MCMXOTPOMHbIX BELLECTB, KOTOPOE MOXET GbiTh BbIMMCAHO B OOHOM peuenTte, ycTaHoBneHHoe npunoxeHnem N 1 k
HacTosileMy MopsakKy, 3a UCKMOYEHNEM CrydaeB, yKkasaHHbIX B NyHKTax 15 n 24 HacTosuwero Mopsaaka.

14. lpn HasHayeHUM nekapcTBEHHbIX nNpenapaToB, BKMIOYEHHbIX B nepeyeHb [1KY, pgosa KoTopbix
MpeBbIlaeT BbICLUMIA OOHOKPATHbIA MpUeM, MeaWUMHCKUA paboTHMK obo3HayaeT A03y 3TOro JNIEKapCTBEHHOrO
npenapaTta B peuente Ha OymMaXHOM HoOcuTene MPOMUCbI0 C NPOCTaBMEHMEM BOCKNMUATENbHOIO 3Haka u (Mnu)
npocTaBnseT BOCKNUUATENbHbLIV 3HAK Npy opopMeHnn peuenTta B hOpMe 3EKTPOHHOIO AOKYMEHTa.

15. Konn4yecTBo Ha3Ha4YeHHbIX feKapCTBEHHbLIX NMpenapaTos, BKMOYEHHbIX B nepeyeHb MKY, npu okasaHuu
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naumeHTaM, HyXJallWmMMcs B ONUTENbHOM NIeYeHNM, NEPBUYHON MEOUKO-CaHUTapHOW MOMOLLM W MannvMaTuBHOM
MEeOMLMHCKOW NMOMOLLUM MOXET BblTb YBEMMYEHO C YYETOM KITMHUYECKMX pekoMeHdaumn He Gonee 4yem B 2 pasa no
CPaBHEHWIO C KONTIMYECTBOM HApPKOTUYECKNX CPEACTB UMM MCUXOTPOMHbIX BELLECTB, KOTOPOe MOXET ObITb BbINMCaAHO
B OAHOM peLenTe, ycTaHoBNneHHbIM npunoxeHmnemM N 1 k HacToswemy Nopagky.

B cnyyasix, npegycMOTpeHHbIX ab3alemM nepBbiM HACTOSALLIEro NMyHKTa, Ha peuenTtax Ha GyMaXXHOM HocuTerne
npoussogutca Hagnuce "o crneunanbHOMYy HasHavyeHuK", OTAENbHO 3aBepeHHas MoAMUCbI0 MeAWLMHCKOro
paboTHMKa W neyaTbld MEeOUUUHCKOM opraHusauuu "[Ons peuentoB”, Ha peuentax B (POpMe 3SNEKTPOHHOro
OOKYMeHTa npousBogutca oTMmeTka "lMo cneumanbHOMY HasHadeHulo" ¢ NpocTaBfieHWEM  YCUNEHHON
KBannuunpoBaHHOWN 3NIEKTPOHHON MOANUCU MEANLIMHCKOrO paboTHMKA.

16. CocTaB nekapCTBEHHOro npenapara, nekapctBeHHas opmMa u obpalleHne MeauuuHCKoro paboTHmka K
tapmaveBTnyeckoMy paboTHUKY 06 OTMycKe nekapCTBEHHOro npenaparta Ha BymaKHOM HocuTene oopMIIAOTCS
Ha NMaTUHCKOM UMM PYCCKOM i3blke B pOAUTENIbHOM Majexe, 3a UCKMYeHneM odopMIeHns peuenToB B dopme
3NEKTPOHHOIO JOKYMEHTA, OCYLLECTBNAEMOrO Ha PYCCKOM SA3bIKE.

Mpy odopMneHun peuenTypHbIX GaHKOB AOMYCKaeTCsl UCMOSIb30BaHME CoKpalleHuii (npunoxerHve N 2 K
HacTosiemy Mopsiaky).

I'Ipvl Ha3Ha4YeHnn nekapCTBeHHOro npenaparta He OonyckaeTcd CoKpalleHune HaVMeHoBaHWI MHIpeaneHToB,
cocCcTaBnarWwmnx J'IeKapCTBeHHbIVI npenapar, He Mno3BONALWNX YCTaHOBUTD, KaKoOM MMEHHO HeKapCTBeHHbIVI
npenapart Ha3Ha4eH.

17. Cnocob npuMMeHeHus nekapCcTBEHHOro npenaparta obo3HavyaeTcs C yka3aHWeM MyTu BBeOEHWUS, A03bl,
4YacTOTbl, BPEMEHU NpMemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) M €ro ANUTENbHOCTW, a AN NeKapCTBEHHbIX
npenapaToB, B3aVMOAENCTBYIOLLNX C NULLERN, - BPEMEHUN MX ynoTpebneHus OTHOCUTENBHO npuema nuwm (8o edbl,
BO BpemMs efpl, nocne eabl).

18. lpn HeobxoAuMOCTM HeMeONeHHOro WM CPOoYHOro (B TedveHwe pAByx pabounx JdHen) oTtnycka
rnieKkapCTBEHHOro npenapaTta nauMeHTy B BEepxHeW 4acTu peuenta Ha OymMaxHOM HOcuTene MpoCcTaBnsloTCA
0603Ha4veHusa "cito" (cpo4Ho) unm "statim" (HemegneHHo). AHanorumdHble 0603HaYeHWst NPOCTaBNATCA B BUAE
OTMETOK Npu odhopmIieHn peuenta B (hOpMe 3NIEKTPOHHOTO JOKYMEHTA.

19. TMpun odopmMneHun HasHayeHus rOTOBOrO IleKapCTBEHHOro npenapata B peuente Ha OGymakHOM
HocuTene unu peuente B (bOpMe 3MEKTPOHHOIO AOKYMEHTa KONMMYECTBO AEMCTBYIOLMX BELLECTB yKa3biBaeTcs B
COOTBETCTBMU C UHCTPYKUMEN NO MEAULIMHCKOMY NPUMEHEHUIO NekapCTBEHHOro npenaparta. [lonycTuMo ykasbiBaTb
[O3NPOBKY NEKapCTBEHHbIX MNpenapaTtoB CUCTEMHOrO AeNCcTBUs (Ans pe3opOTUBHOrO npuema) B TBepAbiX
rniekapcTBeHHbIX opmax (Hanpumep, TabneTkn, MOPOLUKWU, Kancyrbl) Kak cogepXkaHwe OOHOro WM HEeCKONbKMX
OelCTBYOWMX BeLWecTB B eauHMuax Maccel (B rpammax, munnurpammax). [JonycTumo ykasbiBaTb [A03UPOBKY
rieKkapCTBEHHbIX NpenapaTtoB CUCTEMHOro AeNCTBUS (4N pe3opOTUBHOrO NPUMEHEHUS) B XXNOKMX NIeKapCTBEHHbIX
dopmMax (Hanpumep, pacTBOpbI, CYCMEH3NN) Kak coaepXaHne OOHOro UIM HECKONbKMX OEWCTBYIOWMX BELIEeCTB B
eQuHMUax Maccbl Ha eauvHuuy obbema (Hampumep, MUNNUIPaMM/MUAAWMAMTP) C yKasaHnem obwero obbema
nekapcteeHHon hopMbl.

Mpu odhopMneHUn Ha3Ha4YeHUs NTeKapCTBEHHOrO NpenapaTta MHAUBMOYANbHOIrO M3roTOBMIEHUSA B peLenTe Ha
OyMaxxHOM HocuTene wunu peuente B opme 3MEKTPOHHOIO [OKYMEHTA KOMMYECTBO TBEpAbIX W ChiMy4mx
hapmaLieBTUHECKMX CcyOCcTaHuui ykassiBaeTca B rpammax (0,001; 0,5; 1,0), Xugkmx - B MUNNUANTPaAX, rpaMmmax u
Kannsx.

20. PeuenTbl Ha 6ymaxxHOM HocuTene, B opMe 3NEKTPOHHOIO JOKYMEHTa, OhOpPMIIEHHbIE HA PEeLIENTYPHOM
6naHke cpopmbl N 148-1/y-88 1 npegHasHayeHHbIe AN OTNycKa NeKapCTBEHHbIX MpenapaToB, NpeayCMOTPEHHbIX
noanyHkramu 1 - 3 nyHkta 9 HacToswero lNMopsaka, oencTBUTenbHbI B TedeHre 15 gHen co oHA opopMneHus.

21. PeuenTbl Ha 6yMaxxHOM HocuTene, B hOpMe 3MEeKTPOHHOIO AOKYMEHTa, 0OPMIIEHHbBIE HA PeLIENTYPHOM
6naHke copmbl N 148-1/y-04(n) n npefHasHayeHHble ONs OTMyCKa IeKapCTBEHHbIX NMpenapaToB rpaxgaHam,
ykasaHHbiM B nyHkTe 10 HacTodwero lNMopsaaka, gencteutesnibHbl B TedeHne 30 gHen co gHs ohopmneHus, 3a
UCKIoYeHMeM criydaeB opopMIeHNsa pelenta B cooTBeTcTBMM ¢ nyHkTamu 38 n 39 HacTtoswero lMNopsagka, npu
KOTOPbLIX OH AencTBuTeneH B TedeHue 15 aHen co aHA odhopMmeHmns.
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22. PeuenTbl Ha 6yMaXHOM HocuTene, B opMe 3MEKTPOHHOrO AOKYMeHTa, 0pOpMIEHHbIE HA peLenTypHOM
6naHke copmbl N 148-1/y-04(n) M npegHasHayeHHble ANs OTNYCKa NeKapCTBEHHbLIX NpenapaToB rpaxgaHam,
OOCTUMLMM MNEHCUOHHOro BO3pacTa, WHBanuMaam MepBOW TIpynnbl, AETAM-UHBaNMAam, a Takke rpaxgaHam,
cTpagaloLwmum XpoHNnYeckumMmm 3aboneBaHuaMu, TpedyoLwmMMm ONMTENBHOrO KYpCOBOroO NevYeHusl, AeNCTBUTENbHbI B
TedeHne 90 gHen co OHSA OPOpPMIIEHUS, 3a UCKMIOYEHUEM CrnyyaeB, yKasaHHbIX B MyHkTax 38 u 39 HacTosLiero
Mopsiaka, Npu KOTOPbIX OH OEUCTBUTENEH B TeveHne 15 gHen co gHa odhopMneHus.

[na neyeHns XpoHMYecknx 3aboneBaHUM ykasaHHbIM KaTeropusiM rpaxgaH fekapCTBEHHble npenapaTbl C
odopmrieHneM peLenToB Ha OymMakHOM HOCWUTENe WU peuenToB B (POPMeE IMEKTPOHHOro AOKYMEHTa MOryT
Ha3Ha4aTbCH Ha Kypc neveHus go 180 gHen.

23. PeuenTbl Ha 6ymaxHOM HocuTene, B opMe 3MNEeKTPOHHOro AOKYMEHTa, opOpMMeHHbIE Ha peLenTypHOM
6naHke dopmbl N 107-1/y n npegHasHayeHHble ONs1 OTNyCKa fEeKapCTBEHHbIX MpenapaTtoB, NpeayCMOTPEHHbIX
nyHkTom 11 HacToswero Mopsgka, oencTeutenbHbl B TedeHne 60 gHer co AHA 0hOpMMAEHUS.

Mpu Ha3HayeHWM roToBbIX NEKAPCTBEHHbIX MpPenapaToB U JIEKAPCTBEHHbLIX NPenapaToB MHOUBMAYAIbHOIO
N3roTOBMEHNs NauMeHTaMm ¢ 3aboneBaHUsIMU, TPeOYOLWUMN ONUTENBHOIO KYPCOBOIO Nie4YeHusi, ¢ 0popMIeHNeEM Ha
peuenTypHoM 6naHke cdopmbl N 107-1/y peuenTta Ha GyMakHOM HocuTesne nnn B opMe 3NEKTPOHHOIO JOKYMEHTa
yCTaHaBnMBaeTCsa CPOK AENCTBMSA peLenTa B Npeaenax o O4HOro roaa.

B cnyyae yctaHoBneHus cpoka AeWCTBMA pelenTa B npegenax 4o OOHOro roga B pelente Npovu3BoauTCS
Hagnuck: "o cneumanbHOMY Ha3HayeHuo", 0b03HaYaeTcsi CPoOK AENCTBMA peLenTa M NepuogudHoCTb OTMyCKa
nekapCTBEHHbIX MpenapaToB U3 anTeYHOW OpraHm3auun UM UHAMBUAYaNbHbIM NPeanpUHUMAaTENeM, NMEKLLMM
NULEH3NI0 Ha apMaueBTUYECKYID AeATenbHOCTb <14> (eXeHedernbHO, EXEeMECAYHO M WHble nepuoapl).
JononHnTensHO 3TO ykasaHue 3aBepsAeTcs MOANUCHI0 MEAULMHCKOro paboTHMKa, a Takke neyatbio MeguLUHCKON
opraHmsaumm "Onsa peuentoB” (onA peuenta Ha OymMaXHOM HOCMTENE) WU YCUITEHHOW KBanuuuMpoBaHHON
3NEKTPOHHON NOAMNUCHI0 MEOULMHCKOrOo paboTHMKa U nvua, YNOMHOMOYEHHOrO 3aBepsATb LOKYMEHTbl OT UMEHU
MeLMLMHCKON opraHm3aumm (ans peuenta B ooOpMe 3NEKTPOHHOTO JOKYMEHTA).

<14> TyHKT 47 Yactn 1 ctatemn 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-03 "O nuueH3npoBaHun
OTAEenbHbIX BMAOB AesTenbHocTn" (ganee - ®PepepanbHein 3akoH N 99-03) (CobpaHne 3akoHogaTenbCTBa
Poccuickon ®egepauun, 2011, N 19, ct. 2716; 2021, N 27, cT1. 5177).

24. PeuenTbl Ha nekapcTBEHHble MpenapaThbl, BKNOYEHHble B nepeveHb [MKY, ona neyeHmsa naumeHToB C
XpOHUYecknmn 3abonesaHnsaMm MoryT opopMIsATLCH Ha Kype nedeHns go 60 gHen.

B cnydyae, korga Kypc neyenus coctaensiet 6onee 30 AHeN, OOMONMHUTENMBHO B pelentax Ha GyMakHOM
HocuTene npomssBoauTcsa Haanucb "o cneuwanbHOMY HasHa4vyeHuWK", 3aBepeHHasd MnoAnUCbld MeOULUHCKOro
paboTHMKaA W ne4yaTbld MeaUUMHCKOW opraHu3auumn "[Ons peuentoB"”, Ha peuentax B OpMe 3NEKTPOHHOro
OOKyMeHTa npoussBoautcs oTmeTka "[lo cneuwanbHOMY HasHayeHu" C  NpocTaBneHWeM  YCUIEHHOW
KBannuUUUpOBaHHON 3MEKTPOHHOW MOANUCU MEeAULUHCKOro paboTHMKa M nuua, YNOrHOMOYEHHOro 3aBepsiTb
OOKYMEHTbI OT UMEHU MeAMLMHCKOW OpraHm3aumu.

25. Peuent Ha GymakHOM HocuTerne B (hopMe 3MEKTPOHHOIO OOKYMeHTa, ODOPMIIEHHbIA C HapylUeHWeM
YCTaHOBIEHHbIX HacToAWMM Mopaakom TpeboBaHui, cuMTaeTca HeeNCTBUTENbHbIM.

Il. HazaHayeHue JNNeKapCTBEeHHbIX nNpenapaTtoB NP OKa3aHuu
MeOWLMHCKOW NomoLiu B CTauMOHApPHbIX YCNOBUAX

26. Npu okasaHMM NauneHTy MeguLMHCKON NOMOLLM B CTaLMOHAPHbIX YCIOBUAX Ha3HaYeHe nekapCTBEeHHbIX
npenapaToB npom3soguTcs 6e3 opopmneHnst peuenta MeguUMHCKUM paboTHUKOM €OUHOMNNYHO, 3@ UCKIIOYEHNEM
cnyyaes, yKasaHHbIX B NyHKTe 27 HacToswero MNopsagka.

27. CornacoBaHne HasHa4yeHus NNekapCTBEeHHbIX npenapatoB C 3aBeaywouwmmMm  oTaeneHnem  unum
OTBETCTBEHHbIM [OeXYpPHbIM Bpa4yoM nm6o apyrum  nmuoMm, YnoJIHOMOYEHHbIM MNPUKa3oM [MaBHONoO Bpada
MEANLNHCKOMN opraHusauunn, a Takxe, npum Halanmymn, ¢ BpayomMm - KIMMHUYECKUM cbapmakonorom HeobxogMmo B
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cnyyasx:
1) OAHOBPEMEHHOIo HasHa4YeHus NsTU 1 bornee NekapCTBEHHLIX NPenapaToB OOHOMY MaLMEHTY;

2) HasHayeHus1 JIeKapCTBEHHbIX MpPernapaToB, He BXOASALWMX B MNEpPeYeHb >XU3HEHHO HeobXoauMbIX W
Ba)KHEWMLUUX NEKAapCTBEHHbIX MpenapaTtoB <15>, NMpu HETUNMUYHOM TeyeHUn 3aboneBaHusl, HanMyYUn OCIIOXKHEHWN
OCHOBHOro 3aboneBaHust U (UnK) CONyTCTBYHOLWMUX 3aboneBaHuii, NPy Ha3Ha4YeHWM NeKapCTBEHHbIX NpenapaTos,
0COBGEHHOCTU B3aMOAENCTBUS Y COBMECTUMOCTM KOTOPbIX COMacHO MHCTPYKLUMSIM MO UX MPUMEHEHWIO MPUBOASAT K
CHWKeHUo 3dhpekTUBHOCTM 1 Be3onacHoCcTM dhapmakoTepanuu U (Mnu) Co3gatoT NoTEHUMAanbHYO OnacHOCTb Ans
XKM3HU 1 300POBbS NaLMeEHTa.

<15> Yactm 1 crtatbm 60 PepepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depnepaumn, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX cnydasix HasHayeHue IeKapCTBEHHbIX MpenapaToB uKcMpyeTca B MeOMLMHCKON
AOKYMEHTaLuMn nauveHTa W 3aBepsieTcs NOAMUCHbI0 MeAMUMHCKOro paboTHMKka M 3aBedylowlero oTaeneHneM
(OTBETCTBEHHOIO AEXYPHOro Bpaya unv gpyroro ynorHOMOYEHHOro nmua).

28. MepguMumuHCKUiA  paboOTHWMK — MeOMUMHCKOW  opraHusaumn (ee  CTPYKTYpPHOrO  MnoapasgeneHus),
pacnonoXeHHOW B CEernbCKOM HacerneHHOM MyHKTe, OCYLLEeCTBMAEeT Ha3HayeHue neKapcTBEHHbIX MnpenapaTtoB B
cnyyasx, ykasaHHbIX B NyHKTax 27 1 29 HacToslero MNopsaaka, e AUHONUYHO.

29. Tlo pelweHuo BpayebHOM KOMMCCMM MaLMEeHTaM nNpu OKasaHMM UMM MEOULMHCKOW MOoMolM B
CTaLMOHapHbIX YCMOBUAX Ha3HA4yalTCA NEKapCTBEHHbIe npenapartbl, HE BKIOYEHHbIE B MepevYeHb XU3HEHHO
HeoOXOOMMbIX W BaXXHEWLUMX TeKapCTBEHHbIX MpenapaToB, B Clydae WX 3aMeHbl W3-3a WHAMBUAOYAIbHOW
HenepeHoCUMOCTH, MO XN3HEHHbLIM NMOKa3aHUSAM.

PeweHne BpayebHOM KoMMCCUM CDUKCMPYETCH B MEAMLMHCKOM OOKYMeHTauuu nauveHTa u >KypHane
BpayebHOM KoMmccuu.

30. B cny4daax obcnepoBaHMst UM neveHust rpaxgaHnHa B CTAUMOHAPHbIX YCINOBUAX B pPaMKax
npenocrtaesneHnda MeguunHCKUX YyCnyr Ha BO3ME3AHON OCHOBE 3a CYEeT fUYHbIX cpencTB rpaxnaaH, cpeacts
ropnandeckmx nmuy U MHbIX CpeactB Ha OCHOBaHWM [Ooroeopa, B TOM 4uUcie [oroBopa D,O6POBOJ'IbHOI'O
MeOANLMHCKOIo CTpaxoBaHUA <16>, eMy MOoryTt OblTb Ha3Ha4eHbl NeKapCTBeHHbIE MnpenapaTtbl, HE BXoAdulne B
nepe4vyeHb XW3HEeHHO HEeOOXOAMMbIX W Ba)XHEMLLUX JIeKapCTBEHHbIX nNpenapaTtoB, €C/lin KX Ha3HadYeHue w"n
npuMeHeHune 06YCJ'IOBJ'IeHO MeaNUNHCKUMK NOoKa3aHUAMN.

<16> [lloctaHoBneHune [paButenbctBa Poccuiickon Pepepaumm ot 4 oktsab6pa 2012 r. N 1006 "O6
yTBepxaeHun [lpaBun npenoctaBneHuMs MEOAVMLMHCKAMW  OpraHm3auusMm  nnatHbIX  MeAWUUMHCKMX — ycnyr"
(CobpaHnue 3akoHopaTenscTBa Poccuickon ®Pepepaumm, 2012, N 41, cT. 5628).

Ill. HazaHayeHMe nekapcTBEHHbLIX NpenapaToB NPU oKa3aHUU
NnepBUYHON MeOUNKO-CaHUTapHOM NOMOLLM, CKOPOM MeAULIMHCKOWN
MOMOLLM U NaniMaTuBHON MeAULIMHCKOW NOMOLLM

31. MNpn oOKasaHMM NEPBMYHON MEAUKO-CAHUTAPHOM MOMOLLM U NannaMaTMBHOM MeOULMHCKOMW NoMoLLM B
aMOynaTopHbIX YCINOBUSIX Ha3Ha4YeHWe NeKapCTBEHHbIX MpenapaToB OCYLLECTBAETCS MEAULUHCKMAM paboTHMKOM
B Crny4asix TUNMUYHOIO TeYeHusi 3aboneBaHnsa NauneHTa Ncxoas U3 TSHKECTU U XxapakTepa 3aboneBaHus.

32. HasHayeHne nekapCcTBEHHbIX NpenapaToB Mo pelleHnio BpayebHOM KOMUCCUM MpU OKasaHUM NepBUYHON
MeOMKO-CaHUTapHOWM NOMOLLM, NanInMaTMBHON MEAMLUHCKON NOMOLLM B aMOynaTopHbIX YCIOBMSAX NPOM3BOANTCS B
cny4asx:

1) OQHOBPEMEHHOIro HasHa4eHuAa OOHOMY NauMueHTy NATU U bonee NNIeKapCTBEHHbIX MpenapaTtoB B Te4eHne

www.consultant.ru CrpaHuua 12 u3 39
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZB&n=474804&dst=105018
https://login.consultant.ru/link/?req=doc&base=RZB&n=479909&dst=100887
https://login.consultant.ru/link/?req=doc&base=RZB&n=136209

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

OOHNX CYTOK U CBblllE OeCATU HaMMeHOBaHWN B TeYEHNE TpunauaTtun OHen;

2) Ha3Ha4YeHuns NeKapCTBEHHbIX NPenapaToB Npy HETUMUYHOM TevyeHUn 3aboneBaHns, HanMyun OCNOXHEHNN
OCHOBHOro 3aboneBaHuns 1 (Mnn) conyTcTByOWMX 3aboneBaHui, NpM Ha3HaA4YeHUM NEeKapCTBEHHbIX MpenapaTos,
0COBEHHOCTM B3aMMOOENCTBUSA 1 COBMECTUMOCTM KOTOPbIX COrMAcHO UHCTPYKLMSIM MO UX MPUMEHEHUIO NPUBOASAT K
CHWXKEHWIO 3hEKTUBHOCTU 1 6E30NacHOCTU NeYeHns nauneHTa u (Mnu) co3garT NOTEHUNarnbHy0 OnacHOCTb Ans
XWU3HW 1 300POBbS NaLMEHTa;

3) NepBUYHOro Ha3HaYeHNs NauneHTy HApPKOTUYECKUX N MCUXOTPONMHbIX NIEKAPCTBEHHbIX NpenapaToB CrUCKOB
Il n Il NMepeyHsa (B cnyyae NpUHATUS pykoBoguTeNneM MeAUMLMHCKOW OpraHusauum pelleHns o HeobxoammocTu
cornacoBaHusl HazHa4YeHUs TakMxX NeKapCTBEHHbIX NpenapaToB ¢ Bpa4ebHOM Komuccnen).

33. MoBTOpHOE Ha3Ha4YeHUe HapKOTMYECKUX U MCUXOTPOMHBIX JeKapCTBEHHbIX npenapaTtoB cnuckos Il u 1l
MepeyHs Npou3BOANTCS MEOUUMHCKMM pabOoTHMKOM CaMOCTOSTENbHO MMM eauHONMYHO 6e3 yyactusi BpadveGHom
KOMWUCCUW MauueHTaM C BblpaXeHHbIM GOoneBbiM CMHAPOMOM NoGOro reHesa, HapyllEeHWEM CHa, CYAOPOXHbIMU
COCTOSIHUSIMU, TPEBOXHBLIMU paccTpoicTBamu, PoBMSIMU, NCUXOMOTOPHBLIM BO30YXAEHMEM.

34. MNpwn okaszaHUM CKOPOWN MEeAMLIMHCKOW NMOMOLUUM NEeKapCTBEHHbIE MpenapaTbl Ha3HavyalTCsa MegULMHCKUM
paboTHWKOM Bble3gHou Bpuragbl CKOPOW MOMOLUM, MEOUUMHCKUM PabOTHMKOM MEAWMUMHCKOW OpraHusauun npu
oKasaHUM MeguLMHCKON NOMOLLM rpaxgaHamM npu 3aboneBaHusix, HeCYacTHbIX Criydasx, TpaBMax, OTPaBAEHUSAX U
OPYrMX COCTOSHUAX, TPEBYIOLWNX CPOYHOr0 MEAULIMHCKOIO BMeLLaTenbCTBa.

IV. HasHauyeHue nekapcTBeHHbIX NpenapaToB rpaxagaHam,
MMeKLWMM NpaBo Ha GecnnaTHoe Nony4yeHne NieKapCTBEHHbIX
npenapatoB UNu NoflyyeHue feKapcTBeHHbIX NpenapaToB
CO CKMAKOM, NPN OKa3aHUU NepBUYHON
MeaOWKO-CaHMTApPHOW NoMoLm

35. lNpu okazaHuUM NEepBUYHON MEOMKO-CaHUTapHOW MOMOLUM Ha3HayYeHue MeAMUUHCKMM paboTHUKOM Ha
OCHOBE KMVHUYECKUX PpEeKOMeHAauun M C y4eToM CTaHAapToB MeAWMUMHCKOW nomowm <17> nekapCTBEHHbIX
npenapaToB, OTMNyckaeMblx ©GecnnaTtHO MnM CO CKMOKOW, rpaxgaHam, MMelWyM npaBo Ha obecneyeHve
nekapcTBEeHHbIMW MpenapataMu 3a CYeT CPeAacTB OlmKeTHbIX acCcurHoBaHwn depepanbHoro 6Groaxera u
6rooxeToB cyobekToB Poccuiickon ®enepauum, ocyectBnseTcs Ha peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratba 37 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbctBa Poccuickon depepaumm,
2011, N 48, cT. 6724; 2021, N 27, cT. 5186).

Mpu ocpopmnenunn peuenta Ha 6naHke popmbl N 148-1/y-04(n) Ha BymaxxHOM HocuTene oopMnaTCa ABa
3K3emnnsipa, OOMH M3 KOTOPbIX OCTAeTCs B anTeYHOW OpraHu3auuu, BTOPOW - B MELMUUHCKON AOKYMEHTauuu
naumeHTa.

36. MNMpaBo Ha3Ha4aTb NekapCcTBeHHbIE NpenapaThl rpaxaaHam, MMeoLw MM NpaBo Ha 6ecnnaTHoe nony4vyeHne
NeKapCTBEHHbIX NpenapaToB MW NOMyYeHne NeKapCTBEHHbIX NPenapaToB CO CKUAKOW, Takke UMEIOT:

1) MmeguumHckne paboTHUKK, paboTatowme B MEOULIMHCKON OpraHn3auum no COBMECTUTENBLCTBY (B Npeaenax
CBOEWN KOMMNeTeHUMN);

2) MeguUUHCKME pPabOTHMKM CTauMOHapHbIX OpraHM3auui COLManbHOrO OOCNYXXMBAHWUS MNMPU  Hannyuu
JNNLUEH3MM Ha OCYLLUECTBIIEHME MEeOMLMHCKON aesTernibHoCTM <18>, npegycmaTpuBaloLlen BbIMOSHEHUE paboT
(okasaHwue ycnyr) no okasaHu NEPBUYHON MELMKO-CaHUTAPHOM NOMOLLM B amBynaTopHbIX YCNOBUSX (HE3ABUCUMO
OT BEJOMCTBEHHOW NPUHAANEXHOCTN);

<18> TlyHkT 46 yactu 1 ctatbn 12 depepanbHoro 3akoHa N 99-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauum, 2011, N 19, c1. 2716; 2021, N 27, c1. 5159).
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3) MeauumHckMe pabOoTHMKM MEAMUMHCKMX OpraHM3auui, OKasblBalLMX NEPBUYHYIO MeOUKO-CaHUTapHYH
MOMOLLIb, NOABEAOMCTBEHHbIX (hedeparibHbIM OpraHaM WCMOSTHUTENbHOW BlAaCTU UMM OpraHam WUCMOJTHUTENbHOMN
BnacTtu cybbektoB Poccuiickon deagepavmu;

4) nHonBuayanbHbl€ npeanpuHnMmartenun, ocyulecTeidiowine mMmeamumnHCKyro 0edATeribHOCTb U BKITKOYEHHbIE B
peectp MeanUunHCKNX opraHM3aL|,|/||7|, ocyuwlecTBndarOWnNX OeATeNIbHOCTb B ccbepe 00s3aTENbHOr0 MeaULMHCKOro
CTpaxoBaHuA.

37. lNpu Ha3Ha4YeHUn nekapCTBEHHbIX NPenapaToB rpaxaaHam, UMeLLMM NpaBo Ha BbecnnatHoe nonyyeHue
NeKapCcTBEHHbIX NpenapaToB MMM NofnyyeHne nekapCTBEHHbIX MpenapaTtoB CO CKMAKOW, B peuenTe ykasbiBaeTcs
Homep TenedoHa, MO KOTOPOMY pabOTHMK anTeYyHOW opraHm3auuu npu HeobXxoaAMMOCTU MOXET cornacoBaTtb C
MeaMLMHCKUM pabOTHUKOM 3aMeHy NnekapCTBEHHOro npenapara.

38. HasHauyeHne HapKOTUYECKMX W MCUXOTPOMHBLIX flekapCTBEHHbIX npenapartoB cnucka Il lMepeyns (3a
WCKINIOYEHNEM TIeKapCTBEHHbIX NpenapaTtoB B BuAe TpaHcAepmarsbHbIX TepaneBTUYECKMX CUCTeM, a Takke
rnieKkapCTBEHHbIX MpenapaToB, CoAepXalluyx HapKoTUYeckoe CPeACTBO B COYETaHWM C aHTarOHWCTOM OMUOUAHBIX
peLenTopoB) rpaxaaHaMm, UMelwWMM npaBo Ha 6OecnnaTtHoe MOfyyYeHWe feKkapCTBEHHbIX MpenapaToB wnu
nony4YeHns nekapCcTBEHHbIX NpenapaToB CO CKMAKOW, OCYLeCTBNSeTCA Ha peuenTypHoM 6naHke dopmbl N 107/y-
HI1, K KOTOpOMY AONONHUTENBHO OhOpPMISETCH peuenT Ha peuenTypHom 6naHke dopmbl N 148-1/y-04(n) (B ABYX
ak3emnnspax npu opopmneHnn Ha GymaxxHOM HocuTene).

39. HasHauyeHne HapKOTUYECKUX M MCUMXOTPOMHbIX NIEKAPCTBEHHBIX MpenapaToB cnucka |l MNepeyHst B Buge
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX JeKapCTBEHHbIX npenapaToB cnucka |l MNepeyHs,
cofepXalmnx HapKOTUYeCcKoe CpPefCcTBO B COMETaHUM C aHTarOHUCTOM OMMOWMAHBLIX PEeLenTopoB, MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapatoB cnucka lll MNMepeyHs, nekapCTBEHHbIX NpenapaTtoB, BKIHOYEHHbIX B nepedeHb KY,
copgepxawmxca B noanyHkte 2 nyHkta 11 Hactoswero lMopsigka, npegHasHayeHHble Ans NevYeHus rpaxaaH,
nmerwmnx npaso Ha 6GecnnaTHOe mnonydYeHMe IeKapCTBEHHbIX MpenapaToB WU MOfyYeHWe feKkapCTBEHHbIX
npenapaToB CO CKMAKOW, OCyLLecTBMAseTCca Ha peuenTypHbix 6naHkax dpopm N 107-1/y n N 148-1/y-88, k kOTOpbIM
AOnonNHUTENBLHO odopMNAeTcs peuent Ha peuentypHom 6naHke cdopmbl N 148-1/y-04(n) (B OBYX 3k3emnnapax
npu ocpopmneHnm Ha BymaxHOM HocuTene).

Mpunoxexne N 1

Kk MNopsaaky HasHayeHus
nekapCTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY MPMKa30oM
MwvHucTepcTBa 3apaBoOXpaHeHmns
Poccuickon ®egepauun

OT 24 Hos16psa 2021 r. N 1094H

KONMMYECTBO
HAPKOTUYECKUX CPEACTB UNU NCUXOTPOMHbIX BELLECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOHOM PELIENTE

N MexayHapoaHoe HenaTeHTOBaHHoe dopma Bbinycka u KonunuectBo
n/n HaumMeHoBaHVe HapKOTUYECKOro 1 [031poBKa
MCUXOTPOMHOrO NEKapCTBEHHOMO
npenapara
1. BynpeHopduH + HanokcoH Tabnetkn 60 Tabnetok
cybnuHreanbHble 0,2 Mr + | (ynakoBka, kpatHas N
0,2 mr 20)
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peuenTyp...
2. BynpeHopduH PacTtBop anga nHbekumin, 30 amnyn (wnpuu-
0,3 mr/mn 1 mn TOOMKOB)
3. BynpeHopduH TpaHcoepmManbHbI
nnacTbIpb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnactbipen
70 mkr/vac 5 nnacTbipen
4, MopduH PactBop Ans nHbekumin, 20 amnyn (Wnpuu-
pacTBop ANS NOAKOXHOro TIoGMKOB)
BeBeaeHns 10 mr/mn 1 mn
5. KogenH + MopduH + HockanuH + PactBop A4ns NogKoXHOro
ManaBepwH + TebaunH BBEJEHUSA
0,72+5,75+2,7+0,36 + 20 amAvn
0,05 mr/mn 1 mn y
1,44 +115+54+0,72 +
0,1 mr/mn 1 mn
6. TpumenepnguH Tabnetkn 25 mr 50 TabneTok
7. TpumenepnanH PacTtBop ang nHbekunmn
10 mr/mMn 1 Mn 20 al\Tﬂ}I:))éJ;é;UBF)IpVIU.-
20 mr/mn 1 mn
8. MopdwuH TabneTkn (kancynbl) 180 TabneTok
NPOMNOHIMPOBAHHOIO (kancyn)
AencTeuns 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 tabneTtok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTkn
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannu gna npnema
BHYTpb 20 mr/mn 20 mn 4 pniakona
11. MopduH PactBop ans npuema
BHYTPb (MOHOA03bl)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcukoaoH + HanokcoH TabneTtkn
NPOSIOHIMPOBAHHOIO
nencTeus
5Mr+25wmr 100 TabneTok
10 Mr+ 5 mr 60 TabneTok
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20 mr + 10 mr 40 Tabnetok
40 mr + 20 mr 20 TabneTok
13. | MponuoHundeHunaTokcnaTunnunepuanH | TabneTku saweyHsle 20 50 TabneTtok
Mmr
14. deHTaHUN lMnacTtbipb
12,5 mkr/uac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTbipen
75 mkr/vac 10 nnacTbipen
100 mkr/yac 10 nnactbipen
15. deHTaHuN Cnpelt Ha3anbHbIN

dnakoH 50 mkr/gosa

2,0 mn (10 gos) 24 cpnakoHa
3,2 mn (20 po3) 12 donakoHoB
5,0 mn (40 po3) 6 dhnakoHoB

dnakoH 100 mkr/go3a

2,0 mn (10 gos) 12 dpnakoHoB
3,2 mn (20 po3) 6 pnakoHoB
5,0 mn (40 po3) 3 dnakoHa

dnakoH 200 mMKkr/gosa

2,0 mn (10 po3) 12 cbnakoHoB
3,2 mn (20 po3s) 6 donakoHoB
5,0 mn (40 po3) 3 dhnakoHa

Mpunoxexune N 2

K Mopsagky HasHayveHus
NeKkapCcTBEHHbIX NpenapaTos,
YTBEPXKOEHHOMY MPUKa30M
MwuHuncTepcTBa 34paBooXpaHeHus
Poccunckon denepaunn

oT 24 Hos16pst 2021 r. N 1094H

CnpaBo4HO
PEKOMEHOOBAHHBIE K UICMNOJIb3OBAHUIO COKPALLUEHUA
NP OPOPMJIEHMN PELENTOB
N CokpalueHue NonHoe HanucaHue MNepeBog
n/n
1. aa ana no, NOpoBHY
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peuenTyp...
2. ac., acid. acidum Kucnorta
3. aer. aerozolum aspo3orb
4. amp. ampulla amnyna
5. ag. aqua Boda
6. ag. purif. agua purificata BOJa OuYULLEeHHas
7. but. butyrum macno (TBepaoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CINOXHbI
10 D Da (Detur, Dentur) Boigan (MycTb BbigaHo, MNMyctb 6ypet
) ’ ’ BblaHO)
11 D.S Da, Signa Detur, Signetur Beipai, obosHab MycTb Gyner
' "~ ’ ' BblgaHo, O6o3HayeHo
Boigan ([yctb OyayT BblAaHbl) Takue
12. D.t.d. Da (Dentur) tales doses
003bl
13. dil. dilutus pasBedeHHbIV
14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble 4YacTu
15. emuls. emulsio aMyrnbcus
16. extr. extractum 3KCTPaKT, BbITSXKKA
17. in enem. in enemas B MUKPOKNU3Max
18. F. Fiat (fiant) MycTb obpasyeTtcs (obpasytoTcs)
19. gran. granulum rpaHynbl
20. gt., gtt gutta, guttae Kanns, kanmm
21. gtt. peror. guttae peroralis Kannu ans npvema BHyTpb
22. inf. infusum HacTom
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTtkax
25. | intab. prolong. in tab(u)lettis prolongatis B TABNETKAX C NPOMNOHTMPOBAHHLIM
BbICcBOOOXOEHMEM
in tab. orolon B TabneTkax c NPONOHIMPOBaHHLIM
26. (')Ed 9 in tab(u)lettis prolongatis obductis BbICBOOOXAEHNEM, MOKPbITLIX
' 0601104KOA
27. in tubul. in tubulis B THoOMKax
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peuenTyp...
28. lin. linimentum JNIMHUMEHT

29. liq. liquor XNOKOCTb

30. lot. lotion NOCbLOH

31. m. pil. massa pilularum nunionbHas Macca

32. membr. bucc.

membranulae buccales

NreHKn 3alle4vHblie

33. M. Misce, Misceatur (MycTb (Scyl\gz?iﬂemam)
34. mixt. mixtura MUKCTypa

35. N. numero YMCIIOM

36. ol. oleum macno (kugkoe)

37. past. pasta nacrta

38. pil. pilula, pilulae NUIONA, NN
39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec.

praecipitatus

OCa)KOEeHHbIN

41. pulv. pulvis NMOpoLLOK

42. g.s. guantum satis cKonbko noTpebyeTcs, CKONbKo Hado0
43. r., rad. radix KOp€eHb

44, Rp. Recipe Boabmu

45, Rep. Repete, Repetatur MoeTopu (MycTb GyaeT NOBTOPEHO)
46. rhiz. rhizoma KOPHeBWLLIE

47. S. Signa, Signetur OGO3';%‘:)Z$£LZ)6MGT

48. sem. semen cems

49. simpl. simplex npocTou

50. Sir. sirupus cupon

51. sol. solutio pacTtBop

52. spr. spray crnpen

53. spr. nas. spray nasale cnpewn HasasnbHbIN

54. supp. suppositorium cBeya, Cynno3vTopumn

55. susp. suspensio CyCrneH3us, B3BeCb

HafexXXHaa nNpaBoBad noaAepXXkKa
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

peuenTyp...
56. tab. tab(u)letta TabneTka
57. t-ra, tinct. tinctura HacTomnka
58. tubulis tubulis TIOBMKK
59. STT Systema Therapeutica Transcutanea TpaHcAepmankHas
TepaneBTudeckasa Cucrema
60. ung. unguentum Masb
61. vitr. vitrurn CKNAHKa
Mpunoxexune N 2
K npukasy MuHucTepcTBa 30paBoOXpaHeHus
Poccuickon ®egepauun
OT 24 Hos16psa 2021 r. N 1094H
SOPMA PELUENTYPHOIO BJIAHKA N 107-1/Y
MwuHucTepcTBO 3apaBooxpaHeHnst Poccuinckon Koa dopmbl no OKY[]
depepauymu Kopg yupexaenusa no OKMNO
MeguunHckas AOKyMeHTaLms
HanmeHoBaHue (Wwtamn) ®opma N 107-1/y
MeOMULMHCKOW opraHm3aunm YTBepxaeHa nprvkasom

MwvHucTepcTBa 3apaBoOXpaHeHmns
Poccuickon ®egepauun

OT 24 Hos16psA 2021 1. N 1094H
HaunmeHoBaHue (LuTamn) MHAMBMAYanbHOro

npegnpvHumaTtens (ykasatb agpec, HoMep U
haty nuueH3nn, HaMmmeHoBaHue opraHa
rocygapcTBeHHOM BMnacTu, BblgaBLUEro
NNLEH3NIO)

PEUENT
(B3pOCnbIN, OETCKUN - HYXXHOE NOAYEPKHYTb)
" 20 .

damunus, nHumansl UMEHN N OTYECTBa (nocnep,Hee - npun Haﬂl/l‘-ll/ll/l)
nauneHTa

[aTa poxgeHus

damunus, nHMLMansl UMeHU 1 0T4ecTBa (MOCMneaHee - Npy HanU4yun)
nevaulero Bpada (denbaliepa, akyLepkm)

www.consultant.ru
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

py6.|kon.| Rp.

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

Peuent mericrBuTejseH B TeueHume 60 mHem, mo 1 rToma ( )
(HyXHOEe MNOOYEePKHYTH) (ykazaThb
KOJIMYEeCTRBO IHEN)

O6opoTHaga cTopoHa

OTmeTKa 0 HasHa4YeHun leKkapCTBeHHOro
npenapaTa no peLleHno Bpa4yebHOn KoMnccmm

MpuroTtoBun MpoBepun OtnycTtun

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

MwuHucTepcTBO 3apaBooxpaHeHnst Poccumnckon Koa dopmbl no OKY[] 3108805
depepauymu MeguunHckas goKyMeHTaLums
®opma N 148-1/y-88
HanmeHoBaHue (LIJTaMI'I) yTBep)Kp'eHa npukasom
MeOMLIMHCKOWN opraHm3auum MuHucTepcTBa 3apaBooxpaHeHns

Poccuiickon depepaumm
OT 24 Hos16psA 2021 1. N 1094H

HavmeHoBaHwue (WTamn) nHaMBMAYyarnbHOro
npeanpuHumarens

(ykasaTb agpec, HoMep U AaTy NuueH3uw,
HaumeHOBaHWe opraHa rocygapCTBEeHHOM
BMacTW, BblAABLUENO NNLIEH3MIO)
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

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

PELENT " 20 T
(baTa ohopmneHusa-peuenTa)

(B3pOCHbli, AETCKUM - HY)XKHOE NOAYEePKHYTD)

damunus, nHuUmnansl UMeHn 1 oT4ecTBa (nocnegHee - Npu HanU4Mm)
nauueHTa

[aTa poxgeHus

A,D,pec MecTa xutenoctea unn N meguumHCKomn KapTbl aM6ynaTopHoro naumeHTa, nony4arouiero
MeaNLNHCKYO NnomMoLb B aM6ynaTopr|x YCNoBUAX

damunus, nHMUMansl UMeHU 1 oT4ecTBa (MocneaHee - NPy Hanu4yun)
neyvaulero Bpada (denbaluepa, akyLepkm)

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

PeuenT gencreuteneH B TeyeHne 15 aHen

O6opoTHaga cTopoHa

OTmMeTKa 0 HasHauYeHWUW NeKapCTBEHHOIo
npenapara no peLueHnio BpayeGHoli koMmmuccum

MpuroToBun Mposepun OtnycTtvn

®OPMA PEUENTYPHOIO BNAHKA N 148-1/Y-04(11)
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM
peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

MVIHI/ICTepCTBO 34paBoOOXpaHEeHnA

Poccuiickon ®epepauunm MECTO
anA
WTPUXKO
DA <*>
LWramn
Kopg

MeOMLMHCKON opraHM3auum

LLramn
Kopn

nHOnBuaOyanbHOro npeanpuHnMmaTtens

YTBEP>XIOEHA
npukasom MuHucTepcTBa
3[paBOOXpaHeHMs
Poccunckon depepaunmn
oT 24 Hosiops 2021 1. N
1094H

Kog dopmbl no OKY[] 3108805

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

Kop, Kop Ho3onornyeckon MCTOYHMK bnHaHCUpOBaHUS:
KaTeropuu dopwmebl (no MKB) (nogyepkHyTh)
rpaxagaH

1. ®egepanbHbin GogxeT

depepaumm
3. MyHuuunanbHbIn GogxeT

2. BrogxeT cybbekra Poccuickon

% onnarbl:
(nog4YepkHyTb)

1. BecnnaTtHo
2.50%
3. uHon %

PELUENT  Cepus N [ata odopmneHus:

20 .

damunusg, vHMUManbl MMEHM W oT4yecTBa (NocrnegHee - Mpu
HanMyMM) nayueHTa Hata poxgeHus

CHMNC

N nonuca
obsazaTenbHOro
MeOULMHCKOro
CTpaxoBaHUS:

Homep MeLULIMHCKOWN KapTbl NauneHTa, nonyvawuwero MeguumnHCKyr nomoLlb B aM6yr|aTopr|x
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

YCINOBUSX

damunus, nHuuuansl UMeHn 1 oT4ecTBa (nocnegHee - Npu HanU4Mm)

nevatulero Bpava (henbalepa, akyLlepkm)

Py6. Kon.

[ o LU PPPPPRTP

Moanvck 1 nevaTh Nnevatlero Bpaya
(noanuck denballepa, akylwepkn)

PeuenT gevictButeneH B TeveHne 15 gHen, 30 aHen, 90 gHewn (Hy>KHOE NOAYEPKHYTD)

M.TT.

OTnyLweHo Nno peuenTy:

TOPI'OBOG HanmeHoBaHne n o3npoBKa:

Oarta otnycka: "__" 20 T

KonnyectBo:

MpuroTtoBun:

MNposepun: Otnyctun:

(NMHUA oTpbiBa)

KopeLuok peuentypHoro 6naHka

HanmeHoBaHue
nekapcTBEHHOro npenapara:

[oaupoBska:

Cnocob npumeHeHus:

npOD,OJ'I)KVITeJ'IbHOCTb

KonuyectBo npnemMoB B A€Hb:

Ha 1 npuem:

aHen

pas

en.

<*> B cny4yae wu3rotosneHus
TEXHOMOrMM.

O6opoTHasi cTopoHa

peuenTtypHoro OnaHka C WCNonb3oBaHWEM KOMMbKTEPHbIX

OTmeTKa 0 Ha3Ha4YeHun J1eKapCTBEHHOIro

HafexXXHaa nNpaBoBad noaAepXXkKa

www.consultant.ru

CrpaHnuua 23 u3 39


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

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM
peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

npenapaTta no peLleHnto Bpa4ebHon Kommccum

MpurotoBun MNpoBepun Otnyctun

Mpunoxexune N 3

K npuka3y MuHucTepcTBa 30paBoOXpaHEHNs
Poccuickon ®egepauun

OT 24 Hos16psa 2021 r. N 1094H

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

I. OhopMneHue peuenTa Ha 6ymakHOM HocuTerne

1. Ha peuentypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEPXHEM yrny
NpocTaBnseTCcs WTamn MeQULMHCKON opraHusaumu ¢ ykasaHneM ee HauMeHOBaHus, agpeca n TenedoHa ¢ gaToun
BbINWUCKW (JaTon ohopMieHus) peuenTa Ha NekapCTBEHHbIN npenapar.

HononHutenbHo Ha peuentypHoMm 6OnaHke dopmbl N 148-1/y-04(n) npoctaBnAeTca Koh MeOULUHCKON
opraHusaumy B cootBeTcTBMM ¢ OCHOBHbLIM rocyAapCTBEHHbLIM perncTpaumoHHsiM HomepoM (ganee - OMPH).

Cepus peuentypHoro 6naHka cgopmbl N 148-1/y-04(n) BknoyaeT kof cybbekta Poccuiickon depepaumm,
COOTBETCTBYHOLWMIA ABYM nepBbiM undpam OBLiepoccnickoro knaccudukatopa oO6bEKTOB agMWHUCTPATUBHO-
TeppuTtopuaneHoro genenuns (ganee - OKATO).

Paspeluiaetcs u3arotaBnuBaTb peuenTypHble GnaHkn dopmel N 107-1/y n cdopmbl N 148-1/y-04(n) ¢
NMOMOLLIbIO KOMMBIOTEPHBLIX TEXHOMOTUNA.

PeuentypHble 6naHkn dopmbl dopmbl N 148-1/y-88 un3rotaBnmMBaloTCSA WCKAYUTENBHO TuRorpadgckum
cnocobom.

2. Ha peuenTypHbIX 6naHkax, O(*)OpMJ'IFIeMbIX nHamemayarnibHbIMK  npegnpuHnMartenamMmm, MMmerwmnmMmn
JNIMUEH3NK0 Ha MeaUUMHCKYH OeATelIbHOCTb, B BEpXHEeM JieBOM Yyrny TVII'IOI'paq)CKI/IM cnocobom umnu nytem
npocTaBrieHna wtamMmna AOoJNKeH ObITb yKazaH agpec uHouMBuAOyanbHOro npegnpuHuMartend, HoMep U aarta
NMUEeH3nn, HanMmeHoBaHne opraHa FOCyﬂapCTBeHHOVI BIacTwn, BbigasLlero JIMUeH3nto.

3. PeuentypHble 6naHkm cdopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3anonHs0TCA MeOULMHCKUM
pabOTHUKOM YEPHUIAMMN UMK LLAPUKOBOMN PYUKOWN.

4. JonyckaeTca odhopMieHne BCEX PEKBU3UTOB (3a MCKIOYeHneMm peksusnta "lNognmck nevaiero Bpaya
(mognuce denbawepa, akywepku") peuenTypHbix 6naHkoB dopmbl popmbl N 107-1/y, dpopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(n) ¢ ucnonb3oBaHNeEM nevaTalLLnX YCTPONCTB.

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

LincdppoBoe KoaMpoBaHue ykasaHHbIX peLenTypHbiX 6raHKoB BKMOYAET:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

1) koa megmumHckon opranmnsauum (OFPH) unn kog uHanBugyansHOro npegnpvHumaTtensi B COOTBETCTBUM C
OCHOBHbIM TOCY0apCTBEHHBIM PErMCTPaLUOHHBIM HOMEPOM MWHAWBMAYanbHOro npeanpuHuMaTens (ganee -
OIrPHWIN), npocTaBnsiembln Npy M3roTOBMEHMM peLenTypHbIX OaHKoB;

2) KoA KaTeropuu rpaxgaH, UMeroLmnX NpaBo Ha NnonyyeHrne nekapcTBeHHbIX npenapaToB B COOTBETCTBUN CO
cTtatbeln 6.1 depepanbHoro 3akoHa oT 17 uona 1999 r. N 178-®3 "O rocymapCTBeHHOW coumanbHon nomoLymn”
<1>, 1 koA Hozonoru4veckorn popmbl No MexayHapoaHOW CTaTUCTMYECKOM Knaccudpmkaumm 6onesHen n npobnem,
cBsi3aHHbIX co 3gopoBbem (10-1 nepecmoTp) (aanee - MKB), 3anonHsiemble nevyawmm Bpa4yoM MyTeEM 3aHECEHUS
Kaxaomn undpbl B NycTble A4erku, NpyM 3TOM TOYKa NPOCTaBSEeTCA B OTAESNIbHON S4eElKe;

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

3) oTMeTKy 06 MCTOYHMKe (hbmHaHcupoBaHua (dedepanbHbii BomxkeT [1], GogkeT cybbekta Poccumnckon
depnepaumu [2], MyHuuunanbHbin 6oaxeT [3]) n npoueHTe onnaTel peuenTa (6ecnnatHo [1], 50% [2], uHon % [3]);

4) WTpUX-KOA - AOMNOMHUTENbBHbBIA PEKBM3UT (B Criydae U3roToBneHus Ha Tepputopun cybbekta Poccuiickon
depepaumu peuentypHoro 6naHka ¢ UICNoNb30BaHNEM KOMMbIOTEPHBIX TEXHOMNOMNI).

6. B peuenTypHbIx 6naHkax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "®amunus, nHuumnanoi
MUMEHM 1 OTYecTBa (NocrneaHee - Npu HanNM4YunM) naumeHTa" ykasbiBaroTCca paMunms, UHULMAanNb UMEHN 1 oTYecTBa
(nocnepgHee - Npu HaNMYUN) NaumeHTa.

7. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpache "[darta poxaeHns"
yka3blBaeTCsa Aata poXxaeHus nauueHTa (4icno, Mecsu, rog).

HononHuTenbHO B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n dopmbl N 107-1/y ans aetei B Bo3pacrte
bo 1 roga B rpace "[ata poxaeHms" ykasblBaeTCsl KOMYECTBO MOSIHbIX MECALEB.

8. B peuentypHbix 6naHkax copmbl N 148-1/y-04(n) B rpacdax "CHWUIIC" n "N nonuca obssatenbHOro
MeOMLMHCKOrO CTpaxoBaHMs" ykasblBalOTCS CTPaxoBOW HOMEP WHAMBMAYANbHOrO MULEBOro cyeTa rpaxgaHvHa B
MeHcuoHHoMm dhoHae Poccuiickon depepaumm (CHWIC) (npy Hanuyumn) um HoMep nonuca obsisaTenbHOro
MEAMLMHCKOro CTpaxoBaHusl.

9. B peuenTypHbix OnaHkax ¢opmbl N 148-1/y-88 B rpadhe "Agpec mecta XuUTenbCTBa UMM HOMEp
MEeLMLMHCKON KapTbl NaLMeHTa, Nony4valLwero MegULUHCKYHO NOMOLLbL B aMBynaTopHbIX YCroBUSX", ykasbiBaeTcs
MOYTOBLIN agpec MecTa XUTenbcTBa (MecTa NpebbiBaHMA UM Mecta (PakTUYEeCKOro NPOXMBaHWUS) NaumeHTa unm
HOMEpP MEeOULMHCKON KapTbl NauMeHTa, nonyvarLero MeamLMHCKY MOMOLb B aMOynaToOpHbIX YCIOBUAX <2>,

<2> [Npwuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepauunm ot 15 gekabps 2014 r. N 834H "O6
YTBEPXKOEHUN  YHUPULMPOBAHHBLIX (OPM  MEOULMHCKOW OOKYMEHTauun, UCMOMb3yeMbIX B  MeAULMHCKUX
OpraHusaumsix, OKasbIBaKLLNX MEANLIMHCKYIO MOMOLLb B aMBynaTopHbIX YCNOBUSX, Y MOPSOKOB NO UX 3aMOfIHEHMID"
(nanee - MNpukas N 834H) (3apeructpmpoBaH MuHucTepcTBoM tocTuumm Poccuickon deapepaumm 20 coeBpans 2015
r., pernctpaumoHHeln N 36160) ¢ u3MeHeHWsiMU, BHECEHHbIMW Mnpukazamu MuHMCTEpcTBa 34paBOOXpPaHEeHus
Poccuiickon ®epepauun ot 9 aHsapa 2018 r. N 2 (3apeructpupoBaH MuHuUCTepcTBOM tocTuumm Poccuiickon
®epepaumun 4 anpena 2018 r., perncrpaumnoHHbii N 50614), ot 2 Hoabps 2020 r. N 1186H (3apervctpupoBaH
MuHucTepcTBoMm tocTuummn Poccuiickon ®enepauum 27 Hosbpsa 2020 r., pernctpaumoHHbin N 61121).

YKkasaHue W agpeca MecTa XUTEeNMbCTBa W HOMepa MeAMLUMHCKOM KapTbl MauMeHTa, nonyvatouiero
MeOULMHCKYHO NMOMOLLb B aMBynaTopHbIX YCNOBUSIX, HE SIBMSIETCS OLLUMGKOMN.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeOMUMHCKOWM KapTbl MNaLMeHTa,
nonyyawLero MeguUMHCKYy0 NMOMOLLb B ambynaTopHbIX ycroBusx" ykasbiBaeTcs HOMEpP MeOULMHCKOW KapThbl
nawumeHTa, Nony4arLLero MeauLMHCKY NOMOLLL B aMOyNnaTopHbIX YCNOBUsIX <3>.
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIa0C
[aTta coxpaHenus: 05.03.2025

<3> lNpukas N 834H.

10. B rpade "damunusa, vHuUumansl UMEHUM u oTvyecTBa (MOocnegHee - MpyM HanuMyuK) fnevawlero Bpada
(cbenbaliepa, akywepkun)" peuentypHbix 6naHkos ¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatoTCs
MOMHOCTBIO (baMunue, UHWUMAaNbl MMEHW, oT4yecTBa (nocnegHee - MpU HanMuMM) MELMUUHCKOro paboTHMKa,
HasHa4MBLUErO fleKapCTBEHHbIE NpenapaTbl U 0POpMMBLLETO peLenT.

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

1) HaumeHOBaHME feKapCTBEHHOro npenapata (MexAayHapogHOe HemnaTeHTOBaHHOe HauMeHOBaHue,
rPyNNMPOBOYHOE MWITM XUMUYECKOE HamMeHOBaHMe, TOProBoe HaMMEHOBaHWE) Ha JTaTMHCKOM £3blKke WM Ha
pycckoMm si3blke, hopma BbIMyCka, O03MPOBKA, KONMMYECTBO (yKasblBaeTCs MPOMMCbI0 Ha peuenTypHom 6naHke
dopmbl N 107/y-HI);

2) cnocob npumeHeHus1 nekapCTBEHHOrO npenapara Ha rocyaapcTBeHHOM A3blke Poccunckon depepaumm
nnn Ha rocygapcTBeHHOM s3blke Poccuiickon ®egepaumm u rocygapCTBEHHOM A3blke PecnybrvK U MHbIX A3blKax
HapogoB Poccuitckon degepaumm <4>.

<4> Yactb 1 ctatbm 15 3akoHa Poccunckon ®egepauunm ot 25 oktabps 1991 r. N 1807-1 "O asbikax
HapogoB Poccuiickon ®enepaumn” (ganee - 3akoH N 1807-1). (BegomocTtu cbesga HapoaHbeix genytato PCOCP
n BepxosHoro Coeseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTennctBa Poccuickon degepaumm,
1998, N 31, ct. 3804).

KoHcynbTaHTlnoc: npumeyaHue.
Hymepauusa nyHKTOB AaHa B COOTBETCTBUM C odpuLMaribHbIM TEKCTOM [OKYMEHTA.

13. lMpu odopmneHmn peuenTypHbix OnaHKOB 3anpellaeTcs OrpaHMYMBaTbCA OOLMMM  yKa3aHMAMMU,
Hanpumep, "BHyTpeHHee", "3BecTHO".

14. PeuenT, odopmMneHHbIi Ha peuentypHom GnaHvke dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
noAanucbIBaeTCs MeAULIMHCKUM pabOTHUKOM U 3aBepsieTCs ero nevatbio.

PeuenTt, odopmneHHbIn Ha peuenTypHoMm 6naHke dopmbl N 148-1/y-88 u copmbl N 148-1/y-04(n),
OONOJSTHUTENBHO 3aBepsieTcAa NeYyaTbio MeANLMHCKOM opraHusauum "Ona peuentos”.

Ons peuenta, odopmneHHOro Ha peuenTypHoM 6naHke popmbl N 107-1/y, Hannumne nevaTtn "Ona peuenTtos”
He aBnseTca oba3aTenbHbIM.

15. Ha ogHom peuenTtypHom 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspelsaetcs
OCYLLECTBMNATb HA3HAYEHNE TOSbKO OAHOr0 HaMMEHOBAHWS NTEKapCTBEHHOIO Npenapara.

Ha ogHom peuentypHom ©6naHke dopmbl N 107-1/y paspelwaeTcs OCyWeCTBMASATb Ha3HayeHWe TONbKO
O[HOTO HaMMEeHOBaHWS NeKapCTBEHHOro mnpenapata, oTHocswerocs no ATX K aHTUNCUXOTUYECKUM cpeacTBam
(kog NO5A), ankcuonutukam (kog NO5B), cHoTBOpHBIM 1 cegaTuBHbiM cpeactBam (kog NO5C), aHTnaenpeccaHTam
(kog NOBA) n He nognexawero npeamMeTHO-KONMYECTBEHHOMY yYeTy, N A0 TPeX HanMeHOBaHUN NIeKapCTBEHHbIX
npenapaToB - Afsi UHbIX TEeKapCTBEHHbIX MpenapaToB, He OTHECEHHbIX K Bbilleyka3aHHbIM ATX.

16. VicnpaBneHus B peLienTe He JoMycKatoTCA.
17. Mpu odopmneHun peuentypHboix OnaHkoB copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha

nekapcTBeHHble nMpenapaThbl, HA3Ha4YeHHbIE MO PeLleHnto BpavyebHom kommuccumn, Ha obopoTe peuenTypHoro bnaHka
CTaBWTCH crneuuanbHasg oTMeTKa (Wwramn).
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18. Ha peuentypHom ©OnaHke copmbl N 148-1/y-04(n) BHM3Y MMeeTCsi NUHUSA OTpbIBaA, pasgensiowas
peLenTypHbIN 6NaHK 1 KOPELLOK.

Kopellok oT peuenTta, oOPMIEHHOIO Ha YkasaHHOM peLenTypHoM GriaHke, BblgaeTcs nauueHTy (ero
3aKOHHOMY MpPEACTaBUTENHO) B anTeYHOW opraHusauuM, Ha KOpeluke [enaeTcs OTMeTka O HaWMEHOBaHUU
nekapcTBEHHOTro npenapara, 403MPOBKe, KonnyecTBe, cnocobe NpuMeHeHus.

Il. OchopmneHue peuenta B hopMe 3N1IeKTPOHHOIO AOKYMEHTa

19. Peuent B ¢opme 3NEKTPOHHOrO AOKYMEHTa, MOAMNUCAHHOIO YCWUMEHHOW KBanuuuMpoBaHHOM
9MNEKTPOHHOW Moanucelo, dopMupyeTcs MeauUMHCKUM pabOoTHUKOM, CBeOEeHMs O KOTOPOM BHECEHbl B
denepanbHbI perncTp MeguuuHCKMX paboTHMKOB <5>, a Takke Mpu YCNOBWM perucTpaumn MeguuuHCKON
opraHusauumm, B KOTOpol odopMnsieTcs peuent, B heaepanbHOM peecTpe MeAUUMHCKUX opraHudauun <6>
€[VHOW roCcygapCTBEHHOM WHMOPMALMOHHON CcUCTEMbl B cdepe 34paBOOXpPaHEHVUst M MOAKMHOYEHUS Takon
MeOMLMHCKOW OpraHn3auunmn K rocygapCTBeHHON MH(OpMaLMOHHOW cucteme B cdpepe 3gpaBooxpaHeHns cybbekta
Poccuinckon ®egepaunn <7>.

<5> Yactb 4 craten 91.1 depepanvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbn 91.1 ®epepanbHoro 3akoHa N 323-O3 (CobpaHue 3akoHogaTenbcTBa Poccuinckon
®epnepaumn, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<7> Craten 91 n 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogatenbcTBa Poccuiickon
depnepaumn, 2011, N 48, ct. 6724).

20. lMpu odopmneHun peuenta B OPMe INEKTPOHHOrO AOKyMEHTa Ha IeKapCTBEHHble npenaparthbl,
ykasaHHble B nyHkTax 9 u 11 lNopsgka Ha3HavyeHWUs NekapcTBEHHbIX MpenapaTtoB, YTBEPXXAEHHOro HacTosAWUM
NpUKa3oM, 1 OTMyCcKaeMble 3a NOSIHYI0 CTOMMOCTb, 3aMOSHAIOTCA CneayLme pekBu3nTbl:

1) kog cybbekTa Poccuiickon depepaunm no OKATO, onpegenstoLmii rocygapcTBEHHY0 MHPOPMALIMOHHYIO
cuctemy B cdepe 3gpaBooxpaHeHus cybbekta Poccunckon Pegepauun, B KOTOpon copmMupoBaH peuenT B
opmMe NEeKTPOHHOIO JOKYMEHTA;

2) HauMeHOBaHVWe MeOWLMHCKOW oOpraHvM3auuv, agpec, TenedoH Wnu damMunvsl, uMHuuMansl UMeHU W
oTyecTBa (mocrnegHee - MNpU  HaNMYuMW) WHOMBMAYANbHOrO MPEANPUHUMATENS, MMEIOWEro JMUEH3NI0 Ha
MeAVLIMHCKYIO OeATeNbHOCTb, ero aapec;

3) OIPH iopuanyeckoro nuvua (MeguumHckonm opraHusauumn) wnun  OFPHUIM  uHauBmayansHoro
npeanpuHUMaTens;

4) paTta ocpopmneHus peuenTta (yKkasbiBaeTcs YUCNO, Mecsl, roq);

5) pata okoH4aHusi gencteus peuenta (bopMupyeTcsa rocyaapCTBEHHON MHGOPMALMOHHOW CUCTEMOWN B
cdepe 3gpaBooxpaHeHns cybbekTa Poccuinckon ®efepaunm B COOTBETCTBUMU CO CPOKaMy AeNCTBUS peuenTos: 15
aHen, 30 gHen, 60 gHen, 90 gHewn, go 1 roga);

6) yHMKanbHbIN HOMep peuenTta (PopMUpyeTcs rocygapcTBEHHOW MHGOPMAaLMOHHOW cucTemon B cdepe
3paBooxpaHeHust cydbekta Poccunckon ®egepauum n obecneynBaet 0gHO3HAYHYHO MAEHTUMUKAUMIO peLienTa B
dopMe aNeKTpoHHOro AokymeHTta B codetaHun ¢ OKATO, OMPH nnn OrPHUNM);

7) oTmeTkn "cito" (cpoyHo) unm "statim" (HemeaneHHo) Npu HeoBXOANUMOCTM CPOYHOIO UMM HEMELEHHOrO
OTNyCKa NeKapCTBEHHOro nNpenaparta nayueHTy;

8) agpec nauueHta (yKa3bIBaeTCﬂ NOYTOBbLIN agpec MecCTa XWUTelnbCTBa (MeCTa npe6b|Bava nnn mecta
d)aKTVILIeCKOFO I'IpO)Kl/IBaHl/IFl) C yKa3aHnemMm uHaekca, HanmMeHOBaHUA Kpasd, obnacTty, pecny6n|/||<l/|, ABTOHOMHOIO
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oKpyra u nHoro cybbekta Poccuiickon degepauun, HaMMEHOBAHUS HacerneHHOro MyHKTa, HaMMEHOBaHUSA YyNuLbl
(npocnekTa, nepeynka, npoesaa), HoMepa Aoma (C ykasaHuem kopryca, Npy Hanuymm), Homepa KBapTupbl);

9) HOMep 3NEKTPOHHOW MEOULUHCKOW KapTbl NauueHTa B rocygapCTBEHHOW MHAOPMALUOHHOW cCUCTeMe B
cepe 3gpaBooxpaHeHusa cybbekta Poccuickon depepaumy;

10) chamunus, UMsi, OTYECTBO (NOCTNEAHEE - MPU HANNYUM) NaLMeHTa NOSTHOCTbLHO;

11) pata poxaeHus naumeHTa (ykasbiBaeTCs YuMCno, Mecsu, rod), Ana geten oo 1 roga AONOMAHUTENBHO
yKa3blBaE€TCSA KONMYECTBO NOMHbIX MECALEB;

12) damunusl, UHULManbl UMeHW W oTyecTBa (MocregHee - MpW HanMyMn) MeauuMHCKOro paboTHMKa
MOJSTHOCTbIO;

13) HammeHOBaHWe neKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHOE HauMeHOBaHue,
rPynNMPOBOYHOE WM XMUMWYECKOEe HauMeHOBaHWe, TOpProBOoe HauMeHOBaHue), [03MpoBKa, hopma BbINycka,
KONM4eCTBO (BCE NO3MLMM YKa3biBalOTCA Ha PYCCKOM SA3bIKE);

14) cnocob NpMMeHeHWs NekapcTBEHHOIO npenapaTa Ha rocyaapcTBEHHOM fA3blke Poccunckon ®enepaumn
WNKN Ha rocyaapcTBeHHOM s3blke Poccuitickon ®egepaumm n rocygapCTBEHHOM $i3blke PecnybrvMK U UHbIX S3blkax
HapogoB Poccuiickon ®epgepaunmn <8>;

<8> Yactb 1 ctatbu 15 3akoHa N 1807-1 (BegomocTtu cbesna HapogHbix genytatoB PCPCP n BepxoBHoro
Coseta PCPCP, 1991, N 50, ct. 1740; CobpaHune 3akoHopaTenbctBa Poccuiickon ®eagepaumm, 1998, N 31, cr.
3804).

15) DOKyMEHT, MNOATBEPXOAMLIUA HasHadeHne mneKkapCTBEHHOro npenapaTta Mo peleHunto BpadebHoun
KOMUCCUM MEAULIMHCKON OpraHnsaumy;

16) OTMETKa O Ha3Ha4YeHuUn nekapCTtBeHHOro npenapara no peLleHunto Bpaqe6H017| KOMWUCCUN MEANLNHCKOM
opraHunsaumm B ClydadXx, YKa3aHHbIX B absaue BTOPOM TNYHKTa 6 I'Iopﬂp,Ka Ha3Ha4YeHua JeKapCTBEHHbIX
npenaparos, yTBepP>XX4EeHHOIo HaCToALWNM NPUKa3oM;

17) oTmMeTKa O cneumanbHOM HasHa4YeHUN NekapCcTBEHHOro npenapara (3anonHAeTcs B Cny4vasx, yka3aHHbIX
B NyHKTax 15 n 24 lNopsaka HasHavYeHWs NeKapCTBEHHbIX NpenapaToB, YyTBEPXKAEHHOrO HACTOALLMM MPUKa30M);

18) OTMEeTKa O cneunanbHOM Ha3Ha4YeHUn JIeKapCTBEeHHOro npenapata nauneHty C 3aboneBaHuemM,
Tpe6YIOL1J,VIM OJNMNTENTbHOIo KypCcOBOIro JevYeHud (3aI'IOJ'IHF|eTCFI B Cliyyvyae, YyKa3aHHOM B T[YHKTe 23 I'Iopﬂ,u,Ka
Ha3Ha4YeHna JeKapCTBEeHHbIX npenapatoB, YTBEPXOEeHHONo HacToAWnM I'Ipl/IKa3OM) C npocCTaBl/iEHNeEM
nepnoan4yHoOCTM OTNyCKa NekapCTBEHHOro npenapara,

19) npu odpopmneHun peuenta B popMe IMEKTPOHHOIO AOKYMEHTa Ha fekapCTBeHHble npenapaThbl,
yKasaHHble B noAnyHktax 2 - 5 nyHkta 9 u nyHkTe 11 [Nopsigka HasHayeHUsl NekapCTBEHHbIX Mpenaparos,
YTBEPXXOEHHOrO HACTOSALLMM NPUKA3oM, rpaxaaHam, UMEIOLLIMM NpaBo Ha GecnnaTHoe NnosfydyeHue NeKkapCTBEHHbIX
npenapatoB WAM MOJNyYEHNEe JeKapCTBEHHbIX MpenapaToB CO  CKUAKOW,  3amnofiHAKTCA  PEeKBU3UTHI,
npeaycMOTpeHHble noanyHkTaMu 1 - 18 HacTosILero NyHKTa, a Takke Creayloline peKBUsnTbI:

a) Kateropus rpaxgaH, MMelLMX NpaBo Ha MoJflydeHWe NeKapCTBEHHbLIX MpenapaTtoB B COOTBETCTBUM CO
cTtatben 6.1 degepanbHoro 3akoHa oT 17 uwonsa 1999 r. N 178-d3 "O rocygapCTBEHHOW coumanbHoOn nomom”
<9>:

<9> CobpaHune 3akoHoaaTenscTBa Poccuiickon ®Pegepaumm, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577.

©0) koa Hosonorudeckon opmbl o MKB;
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B) UCTOYHMK cbMHaHcupoBaHusa (1 - dbegepanbHbin OoaxeT, 2 - GrompkeT cydobekTa Poccuickon ®epepaumu,
3 - MyHUUMNAnbHbIA BlooKeT);

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

) CTpaxoBOW HOMEpP MHOMBMAOYANbHOrO JNIMLEBOro cyeTa rpaxaaHvHa B [leHcumoHHom ¢hoHae Poccuiickon
depepauyuu (npu Hanuymm) (CHUJIC);

€) Homep nonuca 0b6s13aTenbHOro MeANLMHCKOro CTPaxoBaHus.

21. MNpun npocTaBneHnn OTMETKW, yYKkasaHHOM B noanyHkte 16 nyHkta 20 HacToswero lNopsagka, peuenT B
¢opmMe 3MNEKTPOHHOrO AOKYMEHTa MOAMUCHLIBAETCS YCWUIEHHOW KBanvMdUUMPOBaAHHOW 3MEKTPOHHOW MNOAMMCHIO
npencegaTenst UM cekpeTtaps BpadebHOM KOMUCCMM MEOULMHCKOW OpraHusauun, npu npocTaBfieHUn OTMETOK,
yKasaHHblx B nognyHktax 17 n 18 nyHkta 20 Hactosiwero lopsgka, - YCUMMEHHbIMU KBanuuuMpoBaHHbIMU
3NEKTPOHHBIMY NOAMUCSAMM COOTBETCTBYHOLLUNX MEANLIMHCKNX PabOTHMKOB.

22. Mo TpeboBaHMiO NauueHTa UM ero 3aKOHHOro MpeacTaBMTENsS OOPMIISETCH IK3EMNNAp pelenTta B
dopme 3NEeKTPOHHOrO AOKyMEHTa Ha ByMaxHOM HocuTene ¢ oTmeTkon "[ybnukat anekTpOHHOro AOKyMeHTa".

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

23. YyeT peuenTtypHbix 6naHkoB c¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), nsrotaBNnnMBaeMbix
Tunorpadpckum cnocobom (Oanee - peuenTypHble OnaHkW, nognexaiime ydeTy), OCYLLECTBISETCS B >XypHanax
yyeTa, NMPOHYMEPOBAHHbIX, MPOLLUHYPOBAHHbBIX N CKPEMNSIEHHbIX MOAMUCHLI0O PYKOBOAMTENSA U NevaTbio MeaguLMHCKON
opraHusaumm wnu noanucbld MHAMBUAYANbHOTO MNpPeAnpUHUMATENs, UMEKLEro MULEH3NIO Ha MEAULMHCKYHO
OEeATenbHOCTb.

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

2) B pasgene "lMpuxoa™

a) gaTta peructpaumm JOKyMeHTa, MOATBEPKAAoLLEro NocTynneHue;

0) HOMep n gaTta AOKyMeHTa, nogTBepXaaloLwero NocTynneHne, HaumeHoBaH1e NOCTaBLLMKa;
B) obLuee KONMYEeCTBO NOCTYMMBLUNX PELLENTYPHbLIX GIAHKOB;

r) damunus, uHMUManbl UMEHU K OT4YecTBa (MocnegHee - NPy HanmuyuuM) M NOAMUCH OTBETCTBEHHOrO
MeANLMHCKOro paboTHUKA, NOMNy4YUBLLErO peLenTypHble 6raHku OT NOCTaBLLMKAE;

3) B pa3gene "Pacxoa™
a) Aarta Bblgaym peuenTypHbIX 6N1aHKoB;
©0) KONUYeCTBO BblAAHHBLIX PELLENTYPHBLIX GITAaHKOB;

B) chamunusa, nHMUManbel UMEHU U OTYecTBa (NocnegHee - MPU HanNMynKM) OTBETCTBEHHOrO MEAULIMHCKOrO
paboTHUKa, NONYYMBLLErO peLENnTypHble BnaHku;

F) noanncb OTBETCTBEHHOIO MeaNLUMHCKOIro paGOTHVIKa, nony4ymeLlero peuenTtypHbie GnaHku;

4) (*)aMVIﬂI/IFl, MHUynanbl UMeHn 1 oT4vecTBa (nocnep,Hee - npu HaJ'II/I‘-IVIl/I) M noanncb OTBETCTBEHHOIo
MeaNLNHCKOIro pa6OTHI/IKa, BblgaBLUEero peuenTtypHblie OGnaHku;

5) ocTaTok peuenTypHbIX Br1aHKOB.
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25. XXypHan ydeTa peuenTypHbix 6naHkoB ¢opm N 148-1/y-88 n N 148-1/y-04(n) copepxuT crneayowime
rpadobl:

1) Homep No nopsaaKy;

2) B pasgene "lMpuxog™

a) gata peructpaumm JOKYMeHTa, NoATBEPKAatoLLEero nocTynneHmne;

6) Homep ¥ gaTa AOKYMeHTa, NoATBepXXAatoLero nocTynneHne, HauMeHoOBaHMe NOCTaBLLMKE;
B) o6Llee KONMYeCcTBO NOCTYMMUBLLMX PeLLenTypHbIX GraHKoB;

r) cepmm 1 Homepa peuenTypHbiX 6NaHKoB;

[) KOnM4ecTBO peLenTypHbIX 6naHKoB No cepusim;

e) damunusa, MHUUManbl MMEeHW K oT4yecTBa (MOcCnegHee - NpW Hanmuyium) M MNOANUCL OTBETCTBEHHOrO
MeaMUMHCKOro paboTHUKa, NonyYmBLIEro peuenTypHble 6naHkn OT NOCTaBLLMKa;

3) B pasgene "Pacxoa™

a) Aarta Bblgaym peuenTypHbix 6naHKoB;

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

r) damunusg, nHuumansl MMEeHN n otyecTBa (MOcrnegHee - Mpy HanmuMyMm) OTBETCTBEHHONO MEeOULMHCKOro
paboTHMKa, MONyYMBLLEro peuenTypHble bnaHku;

D,) noanncb OTBETCTBEHHOIO MeANLMHCKOIo paGOTHI/IKa, nony4yumseLlero peuenTtypHblie OnaHku;

4) chamunusa, uHMUMANb UMEHU K OTYecTBa (NocnegHee - MPU HanMMyYMM) U MNOAMNUCH OTBETCTBEHHOMO
MeAMUUHCKOro paboTHUKA, BblAABLUEro peuenTypHble BnaHkuy;

5) ocTaTok peLenTypHbIX Br1aHKOB.

26. YdeT peuentoB, OMOPMIEHHLIX B (OpPMe 3MNEKTPOHHOrO AOKYMEHTa, OCYyLeCcTBnAeTcs B
rocygapcTBeHHOM MHOPMaUMOHHON cucTeMe B cdepe 34paBooxpaHeHus cybbekta Poccuiickon depepaumm
nocpeacTBOM BeeHWs eAMHOro peecTpa peuenToB, 0popMIIEHHbIX B (POPMe 3NIEKTPOHHbIX AOKYMEHTOB.

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

27. MeguumnHckue opraHusaumM nonyyawT HeobxoauMble peuenTypHble 6naHkM, 0odopMIeHHble
Tunorpadpckum cnocobom, Yepes TeppuTopmarnbHble opraHbl ynpaBneHns 34paBOOXPaHEHUEM WM opraHuM3aumu,
YMNOJSTHOMOYEHHbIE Ha 3TO OpraHaMu UCMOMNHUTENBHOW BriacTn cybbekToB Poccurickon ®egepaunn.

28. PeuenTypHble OnaHkM, noAanexawmne Yy4yeTy, XpaHATCS OTBETCTBEHHbIM JULOM, Ha3HaYeHHbIM
pykoBoauTENEM MEOMLUMHCKOW OpraHusaumn, B  3anMpaeMoM MeTannuyeckoMm wkady (cerde) unu
MEeTannMyeckom sLLuKe.

29. HauBmnayanbHbld NpegnpuHUMaTtenb, UMEKLWNA ULEH3NI0 Ha MeOULMHCKYI OeATeNbHOCTb, XpPaHUT
peuenTypHble OnaHkW, nognexaiwime yy4ety, B 3anMpaeMoM MeTannmMyeckom wkady (cende) nnn metannmyeckom
ALLNKeE.

30. MpoBepka COCTOAHMS XpaHeHusl, ydyeTa, (paKTUYECKOro HanvuMs U pacxoda peuenTypHbiX GraHKoBs,
noanexalumx y4eTy, OAUH pa3 B KBapTasl OCYLLECTBIAeTCS KOMUCCUEN, CO3AaHHOW B MeAULMHCKON opraHu3aumu.
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31. PeuenTypHble GnaHku, odopmnsiemble Ha OymMaKHOM HOcWUTene W noAsexaliMe y4yeTy, BblhaloTcs
MeAULIMHCKUM paboTHMKaM, UMEIOLLMM NMpaBo 0YOPMIIEHMS] PELLENTOB, MO PacnopsKEHWIO FaBHOIO Bpaya uim ero
3aMecTuTens.

I'IonyquHble peuenTypHblie OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeaUUUNHCKUMU paGOTHVIKaMI/I B
nomeLleHmnsx, obecneymBaroLLmnx Nx COXPaHHOCTb.

32. TlporpammHO-TEXHMYECKME CpPEACTBa [OCYAApPCTBEHHbIX WHAOPMAUMOHHBIX CcucTeM B  cdepe
3[4paBOOXpPaHEHUs, MEAMNLUHCKMX MHCPOPMALMOHHBIX CUCTEM MEANLIMHCKNX OpraHn3aunn obecnedmBaroT XpaHeHme
3NEKTPOHHbIX peuenTtoB, 0hOPMIIEHHbIX B (POPME 3NEKTPOHHbIX JOKYMEHTOB B T€YEHWE CPOKOB, YCTAHOBIEHHbIX
0N XpaHeHus peLenToB, OPOPMIIEHHbIX Ha COOTBETCTBYHOLMX (bopMax peuenTypHbiX GMaHKOB Ha BGymakHOM
HocuTene <10>.

<10> [lognyHkT 5.2.169 TllonoxeHnsas o MwuHuctepctBe (CobpaHue 3akoHogaTenbcTBa Poccuinckon
®epnepaumn, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

Mpunoxexne N 4

K npukady MyHucTepcTBa 34paBOOXpaHEHMs
Poccuinckon denepaunn

oT 24 Hos16pst 2021 1. N 1094H

®OPMA CIMEUNAITIBHOIO PELEENTYPHOIO BJTAHKA N 107/Y-HI

MwuHncTepcTBO 3apaBooxpaHeHus Poccuinckom Kog copmbl no OKY[
degepaumu MeauvumnHcKkas gokymeHTaums
®opma N 107/y-HIM,
yTBEpXAEHHasi NpUKa3oM
. MwvHucTepcTBa 3apaBoOXpaHeHmns
wramn meguunHCKoun OpraHM3aL|,V|V| Poccumnckom q)ep‘epaumm
oT 24.11.2021 N 1094H

PELIEMT

Cepus N

"t 20T

(maTa BbINMCKK peLenTa)

(B3pOCnbIN, OETCKUN - HYXXHOE NOAYEPKHYTb)

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

BospacTt

Cepusi 1 HoOMep nonuca o6s3aTenbHOro MegULMHCKOrO CTpaxoBaHMWs
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Homep megumumHcKon KapTbl

damunus, ums, oTHECTBO (MOCneaHee - NPU HanNU4Mm)
neyvailero Bpada (denbaluepa, akyLiepku)

] o LA PP

Moanvck 1 nnyHas neyatb Bpava
(noanuck enballepa, akyLepkn)

M.TT.

damunus, uMs, oT4ecTBO (NocrneaHee - NPV HanUYMM) U NOANMUCL YNOSTHOMOYEHHOTO Nua
MeULMHCKOW opraHmaaLmm

M.TT.

OTmeTka anTeyHow opraHu3auum ob oTnycke

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

M.TT.

Cpok gevicteus peuenta 15 gHen

Mpunoxexne N 5

K npukasy MuHucTepcTBa 30paBoOXpaHeHus
Poccunckon denepaunn

oT 24 Hos16pst 2021 r. N 1094H

NoPAOOK
M3roToBNEHUA, PACNPEOENEHUA, PETUCTPALUU, YHETA U XPAHEHUA
PELENTOB, COOEPXALUMUX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
I NCUXOTPOINHbLIX BELLECTB

I. Mopspok M3roToBneHus, pacnpeaeneHns cneymanbHbIX
peuenTypHbix 6naHkoB no c¢popme N 107/y-HI

1. OpraHusaumio M3roTOBMEHMS W pacnpeferneHus peuenTypHbix 6naHkoB no d¢opme N 107/y-HI
"CneumanbHbIl peuenTypHbii BnaHk" (ganee - cneuunanbHbli peuenTypHbIi 6naHk) ocyllecTensseT MMHUCTEPCTBO
3apaBooxpaHeHust Poccuiickon ®epepaumm (ganee - MnHucTepcTBso).

2. CneunanbHble peuenTypHble BriaHKn ABMASIOTCH 3alUULLEHHON nonurpaduyeckon npoaykumen yposHsa "B,
n3rotaBnMBaemon Ha bymare po3oBoro uBeTa pasmepoM 10 cm x 15 cM, OMKHbI UMETb CEPUIO U HOMEP, a TakKe
COOTBETCTBOBaTL TpeboBaHMAM, ykasaHHbIM B npuka3e MuHuctepctBa dmHaHcoB Poccunckon ®egepauun ot 29
ceHTsa6psa 2020 r. N 217H "O6 yTBepxaeHUn TexHudecknx TpeboBaHun 1 yCrioBMI U3rOTOBIIEHNS 3aLLMLLEHHOW OT
nogaenok nonurpadumyeckon npogykummn” (3apernctpmposaH MuHuctepcTBoM toctuumm Poccuinckon depepaunm
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16 HosBps 2020 r., pernctpaumoHHbin N 60930).

3. B uensax opraHusauum uW3roToBMneHUs W pacnpefeneHust crneumanbHbiX peLenTypHbiX OGrnaHKoB
MeOMLMHCKMEe OpraHusauumn, MMeroLLme nNpaBo OCYLECTBNATb Bblaady PeLEnToB Ha HapKoTUYeckue cpeactea unm
ncuxoTponHble BewlectBa cnucka |l lNMepeuHs u 3apernctpupoBaHHble B Poccuiickon depepauumm B KayecTse
NeKapCTBEHHbIX MNpenapaToB AN MEeAULMHCKOrO MNpUMMeEHeHus (ganee COOTBETCTBEHHO - MeauuuMHCcKas
opraHm3aums, HapKOTUYECKMI (MCUXOTPOMHBIN) NeKapCTBEHHbIV Npenapar), COCTaBMsAT 3a8BKN Ha peLenTypHble
GraHku.

4. B cpok oo 1 oktabps TekyLlero roga 3asBky MeOULUHCKMX OpraHM3auun Ha cneumanbHble peuenTypHble
BGnaHKkn NnpeacTaBnsOTCS:

1) MeaNUMHCKUMKU OopraHn3aunamm, HaxogAaAwnmMmmca B BEOEHUN cbep,epaanblx opraHoBs NCMOMHUTENBHOMN
B1actu, - B COOTBETCTBYHOLIMNE cbep,epaanble opraHbl NCMNOMHNTENBHOWN BNacTu;

2) MEeOVUMHCKMMMK OpraHu3auusamu, Haxogawmmuca B BedeHun cybbektoB Poccumnckon ®epepauuu,
MEOMLMHCKUMM  OpraHn3aumsiMMm MyHULMNAnbHOM W YacTHOW CUCTEM 30PaBOOXPaHEHMs - B Opradbl
UCnonHUTENsHOM BnacTnm cyobekToB Poccuiickon ®Pepepauum B cdepe oxpaHbl 300pPOBbS rpaxdaH, Ha
TEPPUTOPUMN KOTOPbIX OHWM PAacronoXeHbl (danee - opraHbl UCMOMHUTENBHOM BRactn cybbekToB Poccuickon
denepaumn).

5. B 3asBKe MeaMLUUNHCKOMN opraHunsauunmn Ha cneunarnbHble peluenTypHble GnaHkm YKa3blBaloTCA crnegytouine
cBedeHnA:

1) cBegeHus O MeAMLMHCKOM OpraHu3auuu, noAaaBlUel 3asBKy Ha cneumanbHble peuentypHble BnaHku
(nonHoe HanmeHOBaHMe, agpec MecTa HaxOXAeHNs);

2) KOJIM4eCTBO cneuunanbHbIX peuenTypHbIX OnaHkoB, n3pacxogoBaHHbIX MeONLMHCKON opraHmsau,MeVl Ha 1
AHBap4A npelecTBylolero roaa;

3) KOMMYeCcTBO cneumanbHbIX peuenTypHbIX O6riaHKoB, HeOoOXOAMMbIX MEAMLMHCKOMW OpraHuv3aummM Ha
cnegyowmn rog,.

3asBka  MeaWLUUHCKOM opraHmsaumm Ha  cneuuanbHble  peuenTypHble OGnaHku noanuncbiBaeTcA
pykoBoguTenem MeANLNHCKOMN opraHusauuu, KOTOprVI HeceT nepcoHasribHyH OTBETCTBEHHOCTbL  3a
000CHOBaHHOCTb 1 OOCTOBEPHOCTb yKa3aHHbIX cBeLEeHUN.

6. ®denepanbHble opraHbl WCMOMHUTENLHOW BNAacTM, B BeAEHWM KOTOPbIX HAXOOAATCA MeAuLMHCKue
opraHusaumu (ganee - cedeparnbHble opraHbl UCMOMHUTENBHOW BAcTU), M OpraHbl WUCMOMHUTENbHON BRacTu
cyobekToB Poccuiickoii Pedepauum Ha OCHOBaHMKU 3asiBOK MeOMUMHCKMX oOpraHusauuii Ha cneuumasbHble
peLenTypHble GrnaHku hopMUPYIOT CBOAHbLIE 3asiBKM Ha creuvarnbHble peuenTypHble GnaHku M B cpok Ao 1
Aekabps Tekylero roga npeactaBnsaoT Ux B MUHUCTEPCTRO.

7. B cBOOHOW 3asiBKe Ha creyumanbHble peLenTypHble 6raHku ykasbiBaloTCs criegyolne cBeaeHus:

1) cBedeHus o deaepanbHOM opraHe UCMONHUTENbHOW BNacTu (opraHe UCMONHUTENbHOM BriacTu cyGbekTa
Poccuiickoin degepaunun), npeacTaBMBLLIEM CBOAHYIO 3asiBKy Ha creuuanbHble peuenTypHble GnaHku (nonHoe
HanMeHoBaHWe, adpec MecTa HaXOXAeHUs);

2) KONMUYeCTBO cCreuunanbHbIX peuenTypHbix OnaHKoB, pacnpedeneHHblx deaepanbHbiM — OpraHoM
MCMNONMHUTENbHOW BriacTu (OpraHoM WCMONHUTENbHOW BriacTu cybbekta Poccunckon degepaumm) Ha 1 AHBaps
npeawecTBYOLLEro roga Mexay MeguumHCKUMU OpraHn3auusamMu;

3) KOnMWYecTBO crneuManbHblX  peuenTypHbix OnaHkoB, HeobxoAuMmbix  dedepanbHOMY — OpraHy
NCMNONMHUTENbHOW BnacTu (opraHy UCMOMHUTENbHOW BracTn cybobekta Poccuiickon Pepepaumm) Ha criefyrowmi
rog Ans pacnpegenexHvs mexay MegnunHCKUMN OpraHn3aunsiMu;

4) cBegeHuMs O NOABEOOMCTBEHHOW  OpraHusauuu, YnoriHOMOYEHHOW  defeparbHbIM — OpraHoMm
NCMNONMHUTENBbHOW BMNacTu (opraHom MCMONHUTENbLHON Bnactn cybbekta Poccuiickon Pepepaummn) ocylecTBnATb
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nony4eHne creumanbHbiX PeLenTypHbIX OraHkoB OT MWHMCTEPCTBA, UX XpaHEeHWe U Bblgavy MeauuMHCKUM
opraHusaumsim (MOfIHOE HaMMeHoBaHWe, agpec Mecta HaxoxaeHus, WHH/KMM, OKTMO opraHmsaumu,
dhaKkTMYeCKnA agpec NoCTaBkN).

8. Ha ocHoBaHWM nonyyeHHbIX CBOAHbIX 3asBOK Ha cneuuwanbHble peuenTypHble 6naHku MuHuUCTEpCcTBO
eXerofHo B cpok o 15 aHBapsa cneayoLlero roga hopMmmpyeT 1 yTBepxaaeT nnaH pacnpeaeneHms cneumarnbHbiX
peLenTypHbIX OMnaHKoB, B KOTOPOM OTpaxaeTcs rogoBas notpebHocTb Poccunckon depepauum B cneumanbHbIX
peuenTypHbIX bnaHkax (ganee - nnaH pacnpegeneHns MuHuctepcTea).

9. B nnaHe pacnpegenerHnss MUHUCTEPCTBA yKa3blBalOTCA CnefyoLmne cBeaeHus:
1) nopsiAkoBbIA HOMEP 3anucy;

2) HaumeHoBaHWe pedepanbHOro opraHa WCMOSHUTENbHOW BnacTh (opraHa MCMOSIHUTESIbHOW BRacTu
cyobekTa Poccuiickoit Pefepaunm), npeacTaBUBLIErO CBOAHYIO 3asiBKY Ha creLmanbHble peuenTypHble GrnaHku;

3) HeobxoamMmMoe KOnMYeCTBO CcrneLmanbHbIX peuenTypHbIX 6naHKoB.

10. HanpaeneHve creumanbHbiX peuenTypHbix 6raHkoB dedepanbHbiM opraHam UCTMONHUTENBHOW BRacTu,
opraHam ucronHuTenbHOM Bnactn cybbektoB Poccuiickoint Pepepauun ocywectensieTcs MuHMCTEpPCTBOM B
KONnu4ecTBe, NPeAyCMOTPEHHOM NNaHoM pacnpegeneHnss MuHucTepcTea.

11. MuHUCTEPCTBOM  [OMOMHUTENBHO K  KOMWYECTBY  CheuuanbHbIX  peuenTypHbiX  OnaHkos,
npeaycMOTPEHHOMY NriaHoM pacnpegeneHna MuHuctepctsa, (GOpMUMPYETCS Pe3epBHbIN 3anac cneuymarnbHbIX
peLenTypHbIX 61aHKoB B KONn4ecTBe, He npesbiwatowem 150 000 cneumanbHbIX peuenTypHbIX GraHKoB.

12. B cnyyae yBenuyeHus noTpebHOCTU B chneumanbHbiX peuenTypHbix bnaHkax degepanbHble OpraHbl
NCMNOMHUTENbHOW BRacTu (opraHbl UCMOMHUTENbHOW Brnactu cybbektoB Poccuinckon degepauun) HanpasnsawT B
MuHUCTEpPCTBO CBOAHbIE 3asBKM Ha [AOMOMHUTENbHOE KOMWYECTBO CheumnanbHbiX peuenTypHbiX 6naHkoB (c
0BOCHOBaHMEM yBenuYeHns NoTpebHOCTM B crneumanbHbIX peuenTypHbiXx 6naHkax), KoTopble npeaocTaBnsoTcs
MuHuCTEpCTBOM 13 pe3epBHOro 3anaca crneumanbHbIX peLenTypHbIX 6naHKoB.

13. ®PepepanbHble oOpraHbl WUCMOMHUTENBbHOW BracTu (opraHbl WCMOMHWUTENBHOW BMRactu CybbeKkToB
Poccuiickon ®enepauunn) pacnpegensoT NonyvyeHHble cneumanbHble peuenTypHble 6riaHku Mmexay MeauuUuHCKMMM
OopraHusaumMsiMm Ha OCHOBaHMM MNaHOB pacnpedeneHns, copMUPOBaHHLIX B COOTBETCTBMM C 3asiBKamu
MEeLMLMHCKMUX OpraHn3auni Ha crneLlmarnbHble peuenTypHble OnaHku.

Il. Mopsiaok perucTpauunm, yyeta u XxpaHeHUs crneymnanbHbIX
peuenTypHbIx 6naHkoB no ¢opme N 107/y-HIN

14. MuHucTepcTBO, MHble (bedepanbHble OpraHbl UCMOMHUTENbHOW BRactu M OpraHbl UCMOMHUTENbHOW
BracTn cybbektoB Poccuickon degepauuy OpraHusyloT XpaHeHWe cneumarnbHblIX peuenTypHbiXx GnaHkoB B
NOABEAOMCTBEHHBIX OpraHusauusix, YNONTHOMOYEHHbIX OCYLLECTBMATL MOMyYeHWe cneumarnbHbIX peuenTypHbIX
6naHkoB OoT MuHWCTEpCTBa, MX XpaHeHue U BblAayy MeOWMLUMHCKUM OpraHusauvam (ganee - ynoriHOMOYeHHas
opraHusaums).

15. B yMNONMHOMOYEHHOW OpraHu3auMmM W MeaULMHCKOM OpraHu3aumm, MnonydmBlLLEen cheunarnbHble
peuenTypHble 6rlaHKu, OpraHn3yeTcs perncTpaumsi, y4eT u XxpaHeHue crneLmarnbHbIX peuenTypHbIX GriaHKoB.

PerI/ICTpaLI,I/IFl, yy4eT N XpaHeHune pe3epBHOro 3anaca cneunaribHblX peuenTypHbIX ©naHkoB MI/IHMCTepCTBa
ocyLlecTBndeTCcA (bep,epaanblM rocynapCtBeHHbIM Ol0aKETHBIM ydypexgeHmem, HaxogdAwnmmcAa B BedeHUn
MI/IHI/ICTepCTBa (,u,anee COOTBETCTBEHHO - pe3epBHbIl7I 3anac, nooseaoMCTBEHHOE yqpe»(neHMe).

16. PaboTHMK, HasHa4YeHHbIN NPMKa3OM PYKOBOAUTENS YMNONHOMOYEHHOW opraHusauuun (ynorTHOMOYEHHOM
opraHusaumm, MOABEOOMCTBEHHOIO YYpeXAeHusl) OTBETCTBEHHbIM 3a pPErncTpaumio, XpaHeHue u  yyeT
crneumanbHbIX peuenTypHbiX OnaHkoB (ganee - OTBETCTBEHHbLIN pabOTHWK), HA OCHOBaHMU [OBEPEHHOCTW,
odopMneHHON B MopsiAke, YCTaHOBNEHHOM 3akoHoAdaTenbCTBOM Poccuiickon ®depepaumy (C  NOAMMUCHIO
pyKoBOAMTEMNS  YNOMHOMOYEHHOW  opraHu3auuu  (YNOfHOMOYEHHOW  opraHusaumn, noaBeJOMCTBEHHOro
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ydpexaeHusi), rnaBHoro OyxranTepa, 3aBepeHHbIX KPYrfow nedvaTblo), nofyyaeT chneuuanbHble peuenTypHble
GnaHkM M OCYyLIeCTBRSET BedeHMe >XypHana permctpauumM u yyeta cneumasnbHblX peuenTypHbIX GnaHKoB, K
koTopoMmy npuobuiaet oTo- 1 (Mnn) Buageomartepuansl, NOATBEpPXAalOWMe GakT oopMIeHNs peuenTypHbIX
6raHKOB Ha JOMY (NPW HaNM4um).

17. >KypHan peructpauum v ydyeta crneumanbHbIX peLenTypHbiX GraHKkoB AormkeH ObiTb MPOHYMEPOBaH,
MPOLIHYpOBaH, MWMETb Ha MocredHeil CcTpaHuue 3anucb, COoAepKallyld KOMMYEeCTBO CTpaHul, MosHoe
HanMeHOBaHWe YNONTHOMOYEHHOWM opraHM3aunn (MeaMUMHCKOW opraHn3aumm, noasedoMCTBEHHOMO YYpeXaeHus ), a
Takke CKpenseH Moanucbld PYKOBOAMTENS U NeyaTblo  YNOSIHOMOYEHHOW opraHusauun  (MeauuMHCKON
opraHusaumu, NoaBeaOMCTBEHHOIO YUYPEXAEHUS).

KypHan peructpauum n yyeta cneumanbHbIX peuenTypHbiX 6naHkoB pesepBHOro sanaca MuHucTepcTBa
CKpennsieTcs Takke noanucblo AMpekTopa (B criydyae ero oTCyTCTBMSA - 3amecTutens aupektopa) JenaptameHTa
perynvpoBaHus obpalleHusi nekapCTBEHHbIX CPeACTB U MeAauMUMHCKMX usgenui MuHucTepcTBa v nevaTblo
MuHucTepcTBa.

18. B XypHane perucrtpauumm M ydyeta creumanbHbiX peuenTypHbiXx GraHKoB yKasblBaloTCs crieaylolime
cBedeHus:

1) NOpPSAKOBLIN HOMEP 3anucuy;

2) npuxop cneumanbHbIX peuenTypHbIX 611aHKoB:

a) pekBu3nTbI 1 gaTa permctpaumm Nnpuxo4HOro AOKYMEHTa;

6) obLLee KonNMYecTBO MOCTYMMBLUMX CneumasnbHbIX peLenTypHbIX 6aHKoB;

B) cepvs U HOMep cneumanbHOro peuenTypHoro naHka;

r) KONMYECTBO cneumanbHblX peLenTypHbIX 6raHKoB NO KaXaon cepuw;

4) hamunus, nms, oT4ecTBO (NocregHee - Npu HaNMyYMK) 1 NOANUCb OTBETCTBEHHOIO paboTHUKA;
3) pacxop cneumanbHbIX peLenTypHbIX GriaHKOB:

a) AaTa BblAauu cneumasnbHbIX peuenTypHbIX 6raHKoB;

©) cepumn 1 HoMepa BblAaHHbIX CneLManbHbIX peLenTypHbIX 61aHKoB;

B) KONMM4YeCTBO BblAaHHbIX cheunarnbHbIX peuenTypHbIX OnaHKkoB C yKasaHnem B ckobkax KonumdecTBa
cneunanbHbIX peuenTypHbIX ©naHKoB, BblAaHHbIX ANs OCPOPMJ'IQHI/IH Ha OOMY;

r) hamumnua, ums, oT4eCTBO (NOocrneaHee - Mpy HanuuMM) M MOAMUCH Nuua, NONyYMBLUErO crneumnanbHble
peuenTypHble GraHku;

D,) KOJMM4eCTBO cneunanbHbIX peuenTypHbIX GnaHkKoB, O(bOpMJ'IeHHbIX Ha oMYy,

e) hamunns, UMs, OTY4eCTBO (nNocnegHee - NPy Hanuyuu) U nognucb nuua, oopMUBLLENO cneumanbHble
peLenTypHble 6naHkn Ha gomy;

4) chammnusi, UMsi, OTYECTBO (NocrneaHee - NPy HanM4Mmn) U NOANUCH OTBETCTBEHHOIO PaboTHMKa;
5) ocTaTok cneumarnbHbIX peLenTypHbIX 6naHKoB.

19. CneumanbHbIi peuenTypHbIn B6naHK SABASIETCS JOKYMEHTOM CTPOro OTYETHOCTM. 3anac crneumanbHbIX
peuenTypHbIX 6M1aHKOB B MEOMLIMHCKOWM OpraHvM3aLmy OOIMKEH XPaHUTbCA B CneuunasnbHbIX MOMeLLeHusx, cendax
UnNn B cneumanbHO M3rOTOBMEHHBLIX LWKadax, OOUTbIX OLMHKOBAHHBLIM XXENe3oM, C HaOeXHbIM BHYTPEHHUM WIu
HaBECHbIM 3aMKOM.
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MomeLleHusi, celdbl, WKagbl, B KOTOPbIX XPaHATCS CheuuanbHble peuenTypHble GrnaHku, OOMmKHbI ObiTb
3aKpbITbl Ha 3aMKWM W TMOCNe OKOHYaHMs paboTbl onevaTaHbl MevaTbio  YNONTHOMOYEHHOW opraHv3auum
(MeguuMHCKON opraHm3auumn) uinm onmoMonpoBaHsblI.

20. B meguumHCcKnx opraHusauusax 3anac cneuvanbHbIX peuenTypHbiX 6naHKoB He AOMKeH npeBbllaTh
rogoBsou NoTpebHoCTH.

21. PaspelwlaeTtcs BblgaBaTb MeOUUMHCKOMY pPabOTHUKY, MMEILLEMY MpaBO HasHayaTb HapKOTMYecKue
(NcMxoTponHble) NekapcTBEHHbIE NpenapaThl, eAMHOBPEMEHHO He Gonee ABaguaTv crneumanbHbIX peLenTypHbIX
O1aHKoB.

MeguumHckne pa6OTHVIKVI, BblMCbIBawLWne peuenTtbl Ha HapKoTU4YeCcKne (I'ICVIXOTpOI'IHbIe) JIeKapCTBEHHbIE
npenapartbl, Ha OCHOBaHUN MNMpuKa3a pykoBoauTend MeONLNHCKOM opraHunsauunm HecCyT JINYHYHO OTBETCTBEHHOCTb 3a
COXPaHHOCTb NOJIy4EeHHbIX cneunaribHbiX peuenTypHbIX OonaHkoB. CneuuanbHble peuenTtypHblie OnaHkun,
nony4yeHHble MeanunHCKUM pa6OTHl/IKOM, XpaHATCA nog 3aMKOM B ce|7|cbax, MeTannmyeckmnx IJJKa(*)aX nnn
MeTanMM4yeCcKux Alnkax.

22. B MeanuUMHCKOM opraHM3aumm co3gaeTcsa NOCTOAHHO OeNCTBYIOLWAsa KOMUCCUS, KOTopas He pexe 1 pasa
KBapTan (Mo peLleHni0 PYyKOBOAMTENS MEAMLMHCKON OpraHm3auum BO3MOXHO Yalle) OCYLLeCTBNSAEeT MNpOBepKy
COCTOAHUNA perncTtpaumnm n yvyeta cnedumanbHbIX peuenTypHbIX 6J'IaHKOB, B TOM 4Yucne nytem CBEPKU 3anucen
XypHamna permcTpaumm n yyeta crneuvanbHbIX peuenTypHbiX BnaHKoB, C DakTUYECKMM HanuumMem creumanbHbIX
peLenTypHbIX 6N1aHKOB, a TakkKe MPOBEPKY COCTOSHUS XpaHEHUS cneLmanbHbIX peLenTypHbIX Gr1aHKoB.

Mo pesynbTaTtam NPOBEPKU B XXypHane permctpaumu n yyeta cneymnanbHbiX peuenTypHbix 6naHkoB genaetcs
3annCb O pesynbTaTax npoBefeHUA CBEpPKU OaHHbIX, 3aKpenfeHHada noanuncaMm BcexX 4YN1eHOB KOoMuccuu, unm
co3gaeTcs cneumanbHbIf akT MPOBEPKN.

23. depepanbHble opraHbl WCMOSHUTENbBHOW BRACTM M OpraHbl WCMOSIHUTENbHON BracTu CyObekToB
Poccuiickoit ®epepaumn OCYLLECTBNSAOT KOHTPOSlb 3a OpraHu3auuMein peructpaumu, ydyeta U XpaHeHus
crneumarnbHbIX peLenTypHbIX 6r1aHKOB B YMOTHOMOYEHHbIX OpraHM3aumuax U MeanLMHCKUX opraHn3aumnsx.

24. Bblgaya cneumanbHbIX peuenTypHbix 6naHkoB M3 pesepBHOro 3anaca MuHucTepcTBa dhegepanbHbIM
opraHam WCMNOSIHUTENBHOM BMRACTU WM OpraHam WCMOMHUTENBHOM BnacTu cybbekTtoB Poccuiickon Pepepauuu
OCYLLECTBMSIETCS OTBETCTBEHHbIM PabOTHUKOM NOABEAOMCTBEHHOIO YYPEXAEHUS Ha OCHOBAaHUKM pelueHusi o6
OTNyCKe cneumarnbHbIX peLenTypHbIX OnaHKoB, OOPMIIEHHOrO B BMAE MMUCbMa, NOAMWCAHHOrO AUPEKTOPOM (B
crnyyae ero oTCyTCTBUSA - 3aMecTUTenem avpektopa) [lenaptameHTa perynupoBaHus obpalleHUs NieKapCTBEHHbIX
CcpeacTB U MeguUMHCKNX n3genun MuHuctepcTaa.

MpoBepka AesTenbHOCTU NOABEAOMCTBEHHOIO YUPEXOEHUS MO PErMCTPaLun, YYETY 1 XpaHEeHWIo Ppe3epBHOIO
3anaca ocyulectarnsieTcs [lenapTaMeHToOM perynupoBaHuns obGpalleHnsl NekapCTBEHHbIX CPEACTB U MeAULIMHCKUX
nsgenuii MuHucTepcTea 2 pasa B rog He nosgHee 20 yncna mMecsiLa, criegytoLlero 3a UCTEKLLUM NOMyrognem.

MpunoxexHne N 6

K npukady MuHUCTepcTBa 34paBOOXpaHEHMS
Poccunckon denepaunn

OT 24 Hos16psa 2021 1. N 1094H

NMPABUNA
O®OPMIIEHUA PELIENTOB, COAEPXALLUMUX HASHAYEHUE HAPKOTUYECKUX
CPEAOCTB UM NCUXOTPONHbLIX BEWECTB, B TOM YACJIE B ®OPME
QNEKTPOHHbIX QOKYMEHTOB

I. OcbopmneHue peuenta Ha 6ymMaxKHOM HocuTene
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1. Ha peuentypHbix GnaHkax dopmbl N 107/y-HI1 B neBomM BepxXHEM Yrry nNpoOCTaBnsAeTcsl LwwTamn
MEeOMULMHCKOW OpraHusaumn C yKkasaHMeMm ee MOfIHOro HavMeHOBaHudA, agpeca u TenedoHa C AaToW BbIMUCKM
(oaTon odopmneHus) peuenTa Ha NieKapCTBEHHbIN Npenapar.

PeuentypHble 6naHkun popmbl N 107/y-HI nsrotaBnuearoTcst UICKNOUYUTENBHO TUNOrpaddCkum cnocobom.

2. Ha peuenTypHbix GnaHkax, OdOpMIsieMblX WHAMBUAYaNbHbIMKW NpeanpUHUMaTEeNs MU, MMELLMMUA
JIMLEH3NI0O Ha MEOMLMHCKYI0 OesiTENlbHOCTb, B BEPXHEM JeBOM YIiy TunorpadckMm crnocobom wnm nyTem
MpoCTaBfeHNs WTamna JdorkeH ObiTb yKasaH agpec MHAMBUAYyanbHOTO NpeanpuHMMaTensi, Homep M aata
NMLEH3NN, HaUMEeHOBaHWe opraHa rocy4apCTBEHHON BNacTyW, BblAABLLErO MULIEH3NIO.

3. PeuentypHble 6naHkn cdopmbl N 107/y-HIT 3anonHsTCS MEeQUUUHCKMM PabOTHUKOM YepHUamn unm
LLIAPUKOBOW PYYKOM.

4. [JonyckaeTca odhopMreHne BCeX PEKBM3UTOB (3a MCKNOYeHWeM pekBuanta "lognunce nevauwlero spava
(mognuce benbawepa, akywepku)") peuenTtypHbix 6narHkos cdopmbl N 107/y-HI ¢ ncnonb3oBaHnem nevartaroLmx
YCTPONCTB.

5. B peuentypHoM 6naHke dopmbl N 107/y-HIM B cTpokax "®amunusi, umsi, 0T4eCTBO (nocriegHee - npu
HanMunn) naumeHTa" n "Bo3pacT” ykasblBaoTCA NOMHOCTbIO damMuUnunsg, NMsi, OTHECTBO (NocnegHee - Npy Hanm4mm)
nawumeHTa, ero Bo3pacT (KONMYECTBO MOJSHbIX NET).

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

1) B ctpoke "Cepusi n Homep nonuca o6s3aTENbHOr0 MEOULMHCKOrO CTpaxoBaHus" ykasblBaeTcsi HOMep
nonunca o6a3aTtenbHOro MEAULIMHCKOrO CTpaxoBaHUsA NaumMeHTa (npu Hanuymm);

2) B cTpoke "Homep meauuUMHCKOW KapTbl" yKasbiBaeTCcAa HOMep MeOMLMHCKOW KapTbl nauumeHTa,
nonyyawLwero MeguUMHCKYI0 MOMOLWb B amMOynaTopHbIX YCMOBMSX, WU uMcTopuM OONe3Hn nauueHTa,
BbINUCbIBAEMOI0 U3 MEAULIMHCKON OpraHn3aumm,;

3) B cTpoke "damunusa, ums, OTYECTBO (nNocrnegHee - MNpy HanuMuum) nevauwlero Bpada (cdenbaulepa,
akyLlwepkm)" ykasblBaeTCc NONHOCTbI0 hamMunus, UMs, OTY4ECTBO (NocnegHee - Npu Hanuuun) Bpada (denbawepa,
akyLlepku), BbiNUCcaBLUEero peuenT Ha HAapKOTUYECKMI (MCMXOTPONHBIN) NeKapCTBEHHbIV Npenapar.

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

1) HaumeHOBaHME feKapCTBEHHOro npenapata (MexayHapogHOoe HenaTeHTOBaHHOe HaumeHOBaHue,
rPynnMPOBOYHOE MWITM XUMUYECKOEe HamMeHOBaHue, TOpProBoe HauMMEHOBaHWEe) Ha JaTMHCKOM S3blke WNnn Ha
pycckoMm s3blke, hopma BbiMycka, O03MPOBKa, KONMMYECTBO (ykasbiBaeTCs MPOMNWUCHI0 Ha peuenTypHOM OnaHke
dopmbl N 107/y-HIT);

2) cnocob NpMMeEHeHWs NekapCTBEHHOrO npenaparta Ha rocydapcTBeHHOM A3blike Poccunckon ®eaepaunmn
UnNn Ha rocygapcTBeHHOM s3blke Poccuiickon ®efepaummn u rocygapCTBEHHOM A3blKe PECNYOIUK U MHBIX A3blKax
HapogoB Poccuiickon ®epnepaunn <1>,

<1> Yactb 1 crtatbum 15 3akoHa Poccuiickon ®egepaumm oT 25 oktabpsa 1991 r. N 1807-1 "O sasbikax
HapopoB Poccuiickon ®epepaummn” (nanee - 3akoH N 1807-1). (Begomoctu cbesga HapoaHblx genytatos PCOCP
n BepxosHoro Coseta PCO®CP, 1991, N 50, cT1. 1740).

8. lpu odopmneHnn peuenTypHbix 6OMnaHKOB 3anpeliaeTcd orpaHvumMBaTbCs OOWMMMK  yKazaHUSIMK,
Hanpumep, "BHyTpeHHee", "/3BecTHO".

9. lMpu odopmneHnn naumeHTy peuenTypHoro 6naHka dopmbl N 107/y-HIMT Ha HapkoTMyeckun
(NCMXOTPOMHBINA) NEeKapCTBEHHLIN MpenapaTt B paMkax OKa3aHWs MEeOULMHCKOW MOMOLLM Mpu onpeneneHHOM
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3aboneBaHnn Takoln peLenT 3aBepsieTcs:
1) nognucelo 1 NMYHOW NeyvaThio Bpadya NuMbo noanuceto genbaliepa (akywepku);

2) nevyaTtblo MEOULMHCKOW opraHusaumu, nubo CTPYKTYpHOro nogpasgeneHns MeauLUHCKOW opraHusaumu
"[lns peuenToB", KOTOpas NPOCTaBNSAETCSA NULIOM, YNONMHOMOYEHHbLIM pyKOBOAMTENeM MeAMLUHCKOW opraHusauum
C yKasaHueMm aMunumn, UMeHu, ot4yecTsa (nocneaHee - NPy HanM4mMmn) U NPOCTaBMEHUEM ero NUYHON NOANUCH.

B cnydyasax HeobxoaumoctTu odopmneHust peuenta Ha HaApKOTUYECKUN (NCUXOTPOMHbINA) NeKapCTBEHHbIN
npenapaTt Ha OOMY B paMKax OKa3aHusa nannuatMBHOW MeOMLIMHCKOW MOMOLLM AONyCKaeTcs npensapuTernbHoe
3aBepeHMe peuenTa LWTaMnoOM MeOULMHCKON opraHv3aluu, nevatbid MeAWLMHCKOM opraHusaumm nnbo
CTPYKTYPHOro noapasfeneHns MeauuuHcKon opraHmsaumu "[ns peuenToB", KOTOpas NpoOCTaBnseTca nuuoMm,
YMOSTHOMOYEHHbLIM PYKOBOAWUTENEM MEAMLUHCKON oOpraHv3aumu, C yKasaHueM damunni, KMMeHW, OT4yecTBa
(mocnegHee - Npy HanNUuMKU) 1 NPOCTAaBIIEHWEM €ro Nm4yHon nognucuy. MNMpu 3ToM B XypHane permctpaumm n yyeta
peLenTypHbIX 6r1aHKOB B COOTBETCTBUM C [MOpsiAKOM perncrpauun, y4eTa u XxpaHeHusl crneumarnbHbIX peuenTypHbIX
OnaHKOB Ha HapKOTMYECKME CpeacTBa MU MCUXOTPOMHblE BELLECTBA, YTBEPXKOEHHBIM HAaCTOALMUM MPUKa3oM,
JenaeTcs OTMETKa O ero Bbigaye ansg oopMrieHnss Ha oMY, a Takke OTMeTKa, yAOCTOBEPEHHas MOANUCHI0 Bpaya
nnbo denbawepa (akywepkun), odopMuBLLErO pelenTt, O ¢akTe ero odOopMIIEHUS, KOTOPbIA MOXET ObITb
AOMNONHUTENBHO NOATBEPXAEH POTO- 1 (MNK) BUAeomaTepuanamu.

B cTtpoke "OTmMeTka anTedHOW opraHu3aumMm o6 OTnycke" CTaBMTCA OTMEeTKa anTe4yHOW opraHusauum ob
OTMNYCKE HapKOTMYECKOTrO (MCMXOTPOMHOr0) feKapCTBEHHOrO npenapaTta (C yka3aHMeM HaumeHOBaHMs, KOnmMyecTBa
OTMNYLLLEHHOro HapKOTMYEeCKOro (NMCUXOTPOMHOro) NeKapCTBEHHOro MpenapaTta M gaTbl ero oTnycka), KoTopas
3aBepsieTcs noanucbio paboTHWKA anTeyHOW opraHu3aumu, OTMYCTUBLUErO0 HAapPKOTUYECKMIM (MCMXOTPOMHbIN)
nekapCTBEHHbIN npenapaT (C ykasaHvem ero damunvmm, UMeHW, oTyecTBa (NocrnegHee - Mpu Hanuyum), a Takke
Kpyrnom neyaTblo anTeyYHOW OpraHm3auum, B OTTUCKE KOTOPOW [OIPKHO ObiTb WOEHTMMULMPOBaAHO MOMHOE
HaMMeHOBaHWe anTeYHOW OpraHm3auun.

10. Ha ogHom peuenTtypHom 6naHke doopmbl N 107/y-HIT paspeluaeTcs ocylwecTBNsATb Ha3Ha4YeHne TOSbKO
O[JHOrO HaMMeHOBaHUS NekapCTBEHHOrO npenapara.

11. cnpaBneHus B peLente He AOMyCKalTCS.
Il. OcbopmneHue peuenta B hopMe 3NIEKTPOHHOIO AOKYMEHTa

12. Peuent B opme 9neKTPOHHOro [AOKYMEHTa, MOAMMCaAHHOIo YCUINEHHOW KBannuuMpOBaHHON
9NEKTPOHHOW MOANUCbIo, opMupyeTca MeauUMHCKUM paboTHUKOM, CBeOeHMS O KOTOPOM BHECEHbl B
denepanbHbIl perucTp MeguuMHCKMX paboTHMKOB <2>, a Takke NpW YCroBWMM perncrpauum meguumnHCKon
opraHusauum, B KOTOpon odopMnseTcs peuent, B deaepanbHOM peecTpe MeAWUMHCKUX opraHusauum <3>
€IMHON rocyaapCTBEHHON WHGOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXPaHEHUS U NOOKMNIOYEHUST Takow
MeOMULIMHCKOW OpraHmn3auun K rocygapCcTBEHHON MHGOPMAaLIMOHHOM cncTeMe B cdhepe 3apaBoOXpaHeHus cybbekTa
Poccunckon degepaumm <4>.

<2> Yactb 4 crtatbn 91.1 ®epgepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTtenbcTBa Poccuickon
®epnepauuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

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

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

13. Mo TpeboBaHWMIO NauneHTa WUNU ero 3aKOHHOro MpeacTaBuTens oOPMIISETCA IK3EeMMnsAp peuenTta B
dopmMe INEKTPOHHOrO AOKyMEHTa Ha BymMaxXHOM HocuTerne ¢ oTMeTKou "[yGrmkaTt anekTpoHHOro JOoKyMeHTa".
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