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3apeructpupoBaHo B MuHiocte Poccum 30 Hos16pst 2021 r. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKON ®EOEPALINU

NMPUKA3
oT 24 Hos16ps 2021 . N 1094H

OB YTBEPXXAEHUU NOPAOKA
HA3HAYEHWA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIEMTYPHbIX
BIAHKOB HA NNEKAPCTBEHHbIE NMPEMNAPATbI, MOPAOKA O®OPMIIEHUA
YKA3AHHbIX BJTAHKOB, UX YYETA U XPAHEHUA, ®OPM BJITAHKOB
PELIENTOB, COOEPXALUMX HASBHAYEHME HAPKOTUYECKUX CPEACTB
NN NCUXOTPONHDbIX BELLECTB, MOPAOKA UX U3TOTOBINEHUA,
PACMNPEOENEHUA, PETUCTPALIUU, YHETA U XPAHEHUA,
A TAKXE NMPABUI O®OPMIEHNA BIAHKOB PELIEMNTOB,
B TOM YMUCJIE B POPME IJIEKTPOHHbIX JOKYMEHTOB

B cooTtBeTcTBMM C nyHKTOM 16 YacTu 2 ctatbn 14 ®depepanbHoro 3akoHa ot 21 Hosi6psa 2011 r. N 323-93
"O6 ocHoOBax OxpaHbl 300poBbsi rpaxaaH B Poccuiickon ®Pepepaummn” (CobpaHune 3akoHogatenscTBa Poccurickon
®epepaumu, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2 cTaTbun 26 PefepanbHOro 3akoHa ot 8 aHBaps
1998 r. N 3-®3 "O HapKoTMYeckux CpeAcTBax M MCUMXOTPOMHbIX BewecTBax" (CobpaHve 3akoHogaTenbcTBa
Poccuinckon ®epepauun, 1998, N 2, ct. 219; 2017, N 31, cT. 4791), nognyHktamn 5.2.177, 5.2.178 n 5.2.179
nyHkta 5 [lonoxeHus o MwuHucTepcTBe 3apaBooxpaHeHuss Poccunckon degepaunn, YTBEPXKOEHHOMO
noctaHosrneHnem [lpaButenbctBa Poccunckon Pepepaumm ot 19 wumwoHa 2012 r. N 608 (CobGpanue
3akoHogartenbscTBa Poccuickon ®egepaumn, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, cT1. 8131;
2021, N 43, cT1. 7258), npukasbiBato:

1. YTBEPAUTD:
Mopsook Ha3HayYeHNsl NekapCTBEHHLIX NpenapaToB corfacHo npunoxenuo N 1;
opMbl peLlenTypHbIX Gr1AaHKOB Ha NleKapCTBEHHbIE NpenapaTbl CornacHo npunoxexuio N 2;

Mopsimok odopMneHnst peuenTypHbiX ONMaHKOB Ha NekapCTBEHHble MpenapaTtbl, UX y4eTa U XpaHeHus
cornacHo npunoxexuto N 3;

¢opmbl GNMaHKOB pPeELLENTOB, COOEPXALLUMX Ha3Ha4YeHWe HapKOTMYECKUMX CPenCcTB WIM  MCUXOTPOMHbLIX
BeLlllecTB, cornacHo npunoxeHuto N 4;

MopsiZoK M3roTOBMEHWUS, pachpederneHnsl, pernctpauuv, ydyeta M XpaHeHWsi peuenToB, CoaepKallmx
Ha3HaYeHne HapKOTUYECKNX CPEACTB MM MCUXOTPONMHbLIX BELECTB COrfacHo npunoxexuio N 5;

lMpaBuna odopmneHnss peuenToB, cogepXalmnx HasHayeHWe HapKOTUYMECKUX CPeACTB UMM MCUXOTPOMHbIX
BELLEeCTB, B TOM Yucne B hopme aNeKTPOHHbIX AOKYMEHTOB corflacHo npunoxeHuto N 6.

2. MpusHaTb yTpaTUBLLUMMU CUIY:

npukaz MwuHucTepcTBa 3gpaBooxpaHeHust Poccuickon ®epepauum ot 1 aerycta 2012 r. N 54H "O6
yTBEPXXAEHUN hopMbl BrTAaHKOB peLenToB, COAepXallMX Ha3Ha4YeHNe HapPKOTUYECKUX CPEACTB UMM NMCUXOTPOMHBLIX
BeLLeCTB, nopsiaka WX W3roTOBMEHUS, pacnpeferneHus, perncrpauum, ydeta M XpaHeHus, a Takke npaBun
odopmneHus” (3apernctpupoBaH MuHuctepctBom toctuumm Poccuinckon ®depepaumm 15 aerycra 2012 r.,
pernctpaunoHHbin N 25190);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuickon ®enepaumm ot 30 uioHa 2015 r. N 385H "O BHeceHumn
n3meHeHu B npuka3 MuHuctepcTBa 3gpaBooxpaHeHust Poccuiickon ®epepauum ot 1 aBrycta 2012 r. N 541 "O6
yTBEpXaeHun opmbl GrIaHKOB peLenToB, COAepXaliux HasHavYeHne HapKOTUYECKUX CPeACTB MMM MCUXOTPOMHbLIX
BELUECTB, Mopsaka WX W3roTOBMEHWs, pacnpedeneHvsi, peructpauuu, yyeta WM XpaHeHus, a Takke npaswi
odopmneHusa” (3apermctpupoBaH MwuHucTtepcTBoM toctnumm Poccuiickon ®egepaumm 27 Hosiopst 2015 r.,
perncTpaunoHHbin N 39868);

npuka3d MwuHucTepcTBa 3apaBooxpaHeHns Poccuinickon Pepepauum ot 21 anpens 2016 r. N 2540 "O
BHECEHMM N3MEHeHWI B Npuka3 MuHmncTepcTBa 3gpaBooxpaHeHus Poccuiickon ®enepaumm ot 20 gekabpsa 2012 r.
N 1175H "O0 yTBEpPXOEHUN NOpPSAKa Ha3HAYEeHUs] U BbIMMCbIBAHUS JNIEKAPCTBEHHbLIX MpenaparToB, a Takke dopm
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peLenTypHbIX 6NaHKoB Ha JNlekapCTBEHHbIE Npenaparbl, Nopsifka oOpPMIIEHUs yKa3aHHbIX GnaHKoB, UX yyeTa u
xpaHeHusa" n npunoxeHue N 2 k npukasy MuHuctepcTea 3gpaBooxpaHeHus Poccunckon depepaumm ot 1 aBrycra
2012 r. N 54H "O6 yTBepxaeHun hopmMbl GNaHKOB peLLenToB, coepXalux HasHavYeHNne HapKOTUYECKUX CPEACTB
WM MCUXOTPOMHbIX BELLEeCTB, MOpsdKka MX W3rOTOBMEHUS, pacnpedeneHusi, perncrpauum, ydyeta n xpaHeHus, a
Takke npaeun ogopmrieHus” (3apernctpmpoan MuHmnctepcTeom toctuumnm Poccuiickon ®epepaumm 18 nonsa 2016
r., permcTpaumoHHbin N 42887);

NYHKT 4 W3MEHEeHWN, KOTopble BHOCHATCSH B HeKoTopble npukasbl MuHUCTEpCTBa 34paBOOXpPaHEHUsd U
coumarnbHoro pa3sutust Poccuiickon @epgepaumm n MuHmuctepcTa 3gpaBooxpaHeHus Poccunckon ®egepaumm no
Bonpocam obpalleHns NeKkapCTBEHHbIX NpenapaToB, COAEepXaluMx HapKoTMYecKue cpeacTtsBa, MCUXOTPOMHbIE
BELeCTBA U WX NPEKYPCOPbl, U NEeKapCTBEHHbIX CPeacTB, MOANeXaliMx MpeaMeTHO-KONIMYECTBEHHOMY Y4YeTy,
YTBEPXXAEHHbIX Npuka3zoM MuHucTepcTBa 3apaBooxpaHennsa Poccunckon ®epepaumm ot 31 oktabps 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBoM tocTuumm Poccuiickon ®epepauum 9 sHeapst 2018 r., permctpaumnoHHbIN
N 49561);

npuka3z MwuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 11 gekabpst 2019 r. N 1021H "O
BHeCeHMM u3MeHeHun B npunoxeHns N 2 un 4 Kk npukasdy MuHUCTepcTBa 34paBooOxXpaHeHus Poccumnckon
®epepaumm ot 1 aBrycta 2012 r. N 54H "O6 yTBepxaeHUn chopMbl ONaHKOB peLenToB, CoAepKaLlMX Ha3HavYeHne
HapKOTUYECKMUX CPEeACTB UMM NMCUXOTPONHbLIX BELLECTB, NopsaKka UX U3roTOBMNEHWs, pacnpeaeneHns, permctpauuu,
yyeTa M XpaHeHus, a Takke npasun odopmreHus" (3apeructpupoBaH MuHUCTEpPCTBOM tocTULMKU Poccuiickon
depnepauum 28 aHsapsa 2020 r., pernctpaumoHHsin N 57293);

npukaz MuHucTepcTBa 3apaBooxpaHeHusi Poccuickon ®Pepepaumm ot 8 oktabpa 2020 r. N 1076H "O
BHECEHUN M3MeHeHMn B MOpsSAoOK perMctpaumu, ydyeta M XpaHeHust cneumanbHbIX peuenTypHbiXx 6naHKoB Ha
HapkoTU4ecKkMe CcpeacTBa MMM NCUMXOTPOMHbIE  BeLLeCTBa, YTBEPXKAEHHbIW npukazoMm  MwuHUcTepcTBa
3apaBooxpaHeHnss Poccuickon depepaumm ot 1 aerycta 2012 r. N 54nH" (3apeructpupoBaH MuHucTepcTBOM
tocTnumm Poccunckon ®epepaumm 13 Hos6psa 2020 r., pernctpaumoHHbin N 60898);

npukaz MuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickonn depepaumm ot 14 saHueaps 2019 r. N 4H "O6
YTBEPXKOEHMN Mopsgka Ha3Ha4yeHust JeKapCTBEHHbIX npenapatoB, OPM  peuenTypHbix 6GnaHkoB Ha
nekapcTBeHHbIe NpenapaTbl, nopsgka oopMIEHUs yka3aHHbIX 6NaHKoB, UX ydeTa u XxpaHeHns" (3apernctTpupoBaH
MwuHucTtepcTeoMm tocTuuum Poccuiickon ®epepauumn 26 mapta 2019 r., pernctpaumoHHbin N 54173);

npukaz MuHucTepcTBa 3gpaBooxpaHeHust Poccunckonn ®epepauum ot 11 gekabpsa 2019 r. N 10221 "O
BHECEeHUM M3MeHeHun B npuka3 MunHuctepcTtBa 3gpasooxpaHeHus Poccuiickon ®enepauun ot 14 aHsapsa 2019 r.
N 4H "O6 yTBepXOeHMn nopsiika HasHayYeHMs1 NeKapCTBEHHbIX MpenapaTtoB, POPM peuenTypHbIX GriaHKoB Ha
nekapcTBeHHble NpenapaTbl, nopsgka opopMeHUs yka3aHHbIX 6naHKoB, Ux ydeTa n xpaHeHns" (3apernctpupoBaH
MwuHncTepcTBoMm tocTuuum Poccuiickon ®epepauun 28 aHaps 2020 r., pernctpaumoHHbin N 57292);

npukaz MuHucTepcTBa 3apaBooxpaHeHusi Poccuickon ®Pepepaumm ot 8 oktabpa 2020 r. N 1075H "O
BHECEHUM W3MEHEeHWA B MOPSAOK Ha3HA4YeHUs1 FeKapCTBEHHbIX MpenapatoB, YTBEPKAEHHbIN MNPUKa3oMm
MwuHncTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauum ot 14 sHBapss 2019 r. N 4H" (3apernctpmpoBaH
MwuHncTepcTBoM tocTuumm Poccuiickon ®epepaunn 22 aekadbpsa 2020 r., permctpaumnoHHbii N 61695);

nyHKT 3.8 VIHCTpykumMM 0 nopsigke BbIMUCbIBAHUS NEKAapCTBEHHbIX MpenapaToB U 0DOPMIIEHNS PELIENTOB U
TpeboBaHW-HaKNaAHbIX, YTBEPXKAEHHON MpukazoM MuHUCTepcTBa 34paBOOXPaHEHUs] U COLUMAnbHOMO pasBUTUS
Poccuiickon ®epepaunm ot 12 dperpansa 2007 r. N 110 "O nopsigke HazHa4YeHUs1 N BbIMUCLIBAHWS JNIEKAPCTBEHHbIX
npenapaToB, WM34enuiA MeOWLMHCKOTO HasHa4YeHUs U Creuvanu3npoBaHHbIX MPOAYKTOB riedebHoro nutaHus"
(3apeructpupoBaH MuHuctepcteom toctuuum Poccunckon denepaumm 27 anpenst 2007 r., pernctpaumoHHbin N
9364);

npuka3d MuHMUCTEpPCTBa 34paBOOXPaAHEHUA U couunanbHoro passutua Poccunckon Pepepauumn ot 17 masi
2012 r. N 562H "O6 ytBepxgeHun [llopsigka oTnycka (OM3MYECKMM IMUaM JNEKapCTBEHHbIX NpenapaTtoB Ansi
MEOMLUMHCKOTO MPUMEHEHWS, COAepKaliMX KpoMe MarnblX KONUYECTB HapKOTMYECKMX CPeAcTB, MCUMXOTPOMHbIX
BEWECTB W UX MpPeKypcopoB Apyrve dapmakonornyeckme akTuBHble BellecTBa"  (3aperncTpuposaH
MuHuncTtepcTeoMm tocTuuum Poccuiickon ®enepauum 1 noHsa 2012 r., peructpaumoHHsin N 24438);

NyHKT 2 W3MEHEHWW, KOTOpble BHOCHATCS B HeKOoTOpble npukasbl MuHWCTEpCTBa 30paBOOXPaHEHUs W
coumanbHoro passutus Poccuiickon depepaunn, yTBEpXKOEHHbIX Npuka3zom MUHUCTepCTBa 3OpaBOOXPaHEHMS
Poccuiickon ®epepauun ot 10 moHa 2013 r. N 369H (3apernctpmpoaH MuHuctepcTBoM tocTuuumn Poccumnckon
®epnepaumm 15 nona 2013 r., peructpaumoHHsinn N 29064);

npuka3d MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon depepaumm ot 21 aerycta 2014 r. N 465H "O
BHECEHUM U3MEHEHWUI B MOPSAOK OTnycka M3MYecKMM Nuuam NekapCTBEHHbIX MpenapaToB AN MeULUHCKOro
NPUMEHEHMWS, codepXKalnx KpoOMe MarbiX KONMYECTB HAPKOTUYECKMX CPEACTB, MCUXOTPOMHLIX BELLECTB U WX
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NpeKkypcopoB [Apyrve apmMakonormyeckme akTuBHble BeLlecTBa, YTBEPXAEHHbI npukasoMm MwuHUCTepcTBa
34paBooOXpaHeHnMst M couunanbHoro passutusa Poccunckon depepauum ot 17 maa 2012 r. N 562H"
(3apeructpupoBaH MuHuctepcTBoM tocTuumm Poccuiickon Pepepaumm 10 ceHTsiopsa 2014 r., pernctpaumoHHbii N
34024);

NyHKT 1 W3MEHEeHW, KOTopble BHOCHATCSH B HeKOoTopble npukasbl MuHUCTEpCTBa 34paBOOXpPaHEHUd U
coumanbHoro passutua Poccunckon ®epepauuun n MuHuctepcTBa 3gpaBooxpaHeHusi Poccunckon depepaumu,
YTBEPXXOEHHbIX NpukazoM MuHUCTepcTBa 3apaBooxpaHeHns Poccunckon Pepepaumm ot 10 ceHTabpa 2015 . N
634H (3apeructpupoBaH MuHuctepctBom toctuumm  Poccuiickon  depepaumm 30 ceHTtabps 2015 .,
pernctpaunoHHbin N 39063);

NYHKT 3 W3MEHEHWN, KOTopble BHOCHATCSH B HeKOoTopble npukasbl MuHUCTEpCTBa 34paBOOXpPaHEHUd U
coumarnbHoro passutunst Poccuiickon @epgepaumm n MuHmuctepcTa 3gpaBooxpaHeHus Poccunckon ®egepaumm no
Bonpocam obpalleHns NeKkapCTBEHHbIX MNpenapaToB, COAEepXaluMx HapKoTMYecKkue cpeacTtsBa, MNCUXOTPOMHbIE
BELUECTBa M WX MPEKYPCOPOB, M FEKapCTBEHHbIX CPEACTB, Moasiexalimx npegMeTHO-KONMYECTBEHHOMY Y4YeTy,
YTBEPXKAEHHbIX NpukazoM MuHucTepcTBa 3apaBooxpaHenunsa Poccunckon ®epepaumm ot 31 oktabps 2017 r. N
882H (3apernctpmpoBaH MuHuctepcTBoM tocTuumm Poccuniickon ®epepauum 9 sHeapst 2018 r., permctpaumnoHHbIN
N 49561).

3. PeuentypHble 6naHkn cdopmbl N 107/y-HIN, n3roToBneHHble OO AHS BCTYMNIEHUS B CUMY HAcCTOSILLEro
npukasa, MoryT 6bITb Ucnonb3oBaHbl 4o 1 mapTta 2023 roga.

4. HacTtosawwmin npukas BcTynaeT B cuny ¢ 1 mapta 2022 r. n gencrteyet o 1 mapta 2028 r.

MwuHucTp
M.A.MYPALLKO

Mpunoxexue N 1

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccwiickon deaepaumm

oT 24 HosA6pst 2021 r. N 1094H

NOoPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
. O6wme nonoxeHust

1. HasHauyeHue nekapCTBEHHbIX MpenapaTtoB Ans MeAULUMHCKOro NpuMeHeHus (Oanee - nekapcTBEeHHble
npenapaTbl) OCYLLECTBMSETCA fevaliMMm BpadoMm, enballepomM, akylwepkon B Crnyyae BO3MOXEHUS Ha HUX
MOMHOMOYMI feyvallero Bpaya, Npyv OKa3aHMU MeOMLUMHCKOMW MOMOLWM B MEOMUUHCKMX OpraHmsauusax <1>, B
nopsigke, yCTaHOBMEHHOM npuka3zoM MuHUCTepcTBa 34paBOOXPaHEHUs M couumanbHOro passutna Poccumnckon
depepaumm ot 23 mapta 2012 r. N 2521 "O6 ytBepxaeHun lNopsiaka BO3NOXEHUA Ha denbaliepa, akylepky
pyKoBoauTenemM MeauLMHCKOM OpraHM3aumm npyu opraHn3aumvmn okasaHus NepBUYHON MEANKO-CaHUTAPHOW NOMOLLM
N CKOPOM MEOULMHCKON MOMOLLM OTAENbHbIX (PYHKUMMA neyawero Bpaya Mo HenocpeaCTBEHHOMY OKa3aHWIo
MEeOMLMHCKON MOMOLLM NauneHTy B nepuof HabnogeHus 3a HUM U ero fieyYeHns, B TOM YMCne MO Ha3HayYeHuo n
NPUMEHEHUIO NEKapCTBEHHbIX NpenapaToB, BKNOYas HAapKOTUYECKUE NeKapCTBEHHbIE NpenapaTthl U NCUXOTPOrHbIE
neKkapcTBeHHble npenapatbl” <2>, uHAMBMAYyanbHbIMU NPeanpUHUMAaTENSMU, OCYLLECTBASIOWUMN MEANLIMHCKYHO
OesTenbHOCTL (Oanee - MeguunHcKMe paboTHUKN).

<1> MyHkT 11 cTatbm 2 depepanbHoro 3akoHa oT 21 Hos6psa 2011 r. N 323-®3 "O6 ocHoBax oxpaHbl
340poBbs rpaxpaH B Poccuiickon ®epepaummn” (CobpaHue 3akoHopatenbctBa Poccunckon ®epepauun, 2011, N
48, c1. 6724, 2019, N 52, cT. 7796) (nanee - deageparnbHbii 3akoH N 323-03).

<2> Q3apeructpupoBaH MuHuctepctBom toctuuum Poccunckon &egepaumm 28 anpens 2012 r.,
pernctpaumorHHbin N 23971 ¢ U3MEHEHWsIMW, BHECEHHbIMW MpuKa3om MuHUCTEPCTBA 3OpaBOOXPAHEHUS
Poccuiickon ®egepauum ot 31 oktabpsa 2017 r. N 882H (3apeructpupoBaH MnHMCTEpCcTBOM HOCTULMK Poccumnckon
®epnepaumm 9 aHsaps 2018 r., peructpauymnoHHsin N 49561).
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MeauumnHCcKniA paboTHUK, 0POPMUBLLMIA PELIenT C HapylleHMeM HaCTOALLero nopsaaka, Wnu pykoBoaMTErb
MeOMLMHCKOW opraHusaumm obecrneunmsaloT CBOEBPeMeHHOe mnepeodopMieHne TpebyeMoro Ans nauueHTta
peuenTa.

2. CBegeHnss 0 HasHa4yeHHOM NIeKapCTBEHHOM nNpenapaTte (HaMMeHOBaHI/Ie NlekapCTBEeHHOro npenapara,
0031pPOBKa, crnocob BBeOeHUs U NMPUMEHEHNA, pPEeXMM [OO03NPOoBaHUA, MNPOAOITKUTENIbHOCTb Jle4YeHna W«
060CHOBaHWE Ha3Ha4YeHUs N1eKapCTBEHHOro rlpenapaTa) BHOCATCA MeOULUUNHCKAM pa6OTHI/IKOM B MeOMLUMNHCKYH
OOKYyMeHTauuto nauneHTa.

B cnyyasix, ykasaHHbIx B nyHkTax 8 - 11 Hactoswero lNopsigka, MeauumHCKuin paboTHUK, Ha3Ha4MBLUWA
NeKapCTBEHHLIN MpenapaTt, oopMAsieT Ha3HayYeHue JfeKkapCTBEHHbLIX MpenapaToB, B TOM 4UCrEe MOANEXaLmX
N3roTOBMEHNIO N OTNYCKY anTeyHbIMX OpraHu3auuMsamMun (ganee - nekapCcTBEHHblE NMpenapaTtbl MHAWBUOYaNbHOro
N3roTOBIEHUS), HA peLenTypHoM OnaHke, ohopMITIEHHOM Ha Oyma)kHOM HOCUTEne 3a CBOEW MOAMuChio (panee -
peuent Ha OymMaxHOM HocuTene), u (MnM) ¢ cornacus nauMeHTa WM ero 3akOHHOro npeacraBuTensa <3> Ha
peuentypHoM 6GnaHke B ¢hopmMe 3MEKTPOHHOIO AOKYMEHTA C UCMONIb30BAHWEM YCUITEHHOW KBanvduunupoBaHHON
3MEKTPOHHOW NOANNCY MeaMLMHCKOro paboTHMKa (ganee - peuenT B OpMe dMEKTPOHHOrO OKYMEHTA).

<3> TyHkT 2 cTtatbnm 20 PepepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHopaTenbcTBa Poccuiickom
®epepaumu, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

Peuent B ¢opmMe 3neKTpOHHOrO [OKYMEeHTa, COAEepXallui HasHa4YeHune HapKOTUYECKUMX CPeAcTB Wiv
NMCUXOTPOMHbIX BeELLECTB, MOAMUCHIBAETCA C UCMOMNb30BaHMEM YCUSIEHHOM KBanMdUUMPOBAHHOW 3MEKTPOHHOM
noanucu nevawlero Bpada unu denbawepa, akylwepku, Ha KOTOPbIX BO3MOXEeHbl OyHKLMKU fevallero Bpada, u
COOTBETCTBYHOLLEN MEOVNLIMHCKON OpraHu3aumm <4>.

<4> [yHKT 1 cTaTbM 26 PeaepanbHoro 3akoHa ot 8 aHBapst 1998 r. N 3-®3 "O HapKoTMYeCKnx cpeacTBax u
ncuxoTponHbix BewecTBax" (CobpaHue 3akoHopaTtenbcTBa Poccunckon depepaumm, 1998, N 2, ct. 219, 2017, N
31, cT. 4791) (panee - deagepanbHbit 3akoH N 3-03).

OdopmneHne peuentoB B OpME 3MEKTPOHHbIX [AOKYMEHTOB OCYLLECTBASETCA B Clyvae npuHATUA
YMNOSITHOMOYEHHBIM OpPraHoM MCMOSNTHUTENbHOW Bnactn cybbekta Poccuiickonn degepaumm B COOTBETCTBUM C
nyHkTomM 4 cTtatbn 6 ®egepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalleHun nekapcTBEHHbIX
cpenctB" <5> peleHnss 00 MCnonb3oBaHMM Ha TeppuTopum cybbekTa Poccunickon ®depepaumy Hapsgy C
peLuenTaMy Ha JeKapCTBEHHble npenapaTbl, OQOpMIEHHbIMM Ha OymMaXHOM HoOcuUTene, peuenToB Ha
neKkapcTBeHHble npenapatbl, CHOPMUPOBAHHBIX B (POPME 3NEKTPOHHbIX JOKYMEHTOB.

<5> CobpaHwue 3akoHogaTenbcTBa Poccuiickon depepaummn, 2010, N 16, cT. 1815, 2019, N 52, cT. 7793.

3. MNpn BbINUCKe NaLMeHTa U3 MEeOULUHCKOW OpraHu3auuu, B KOTOPOW eMy oOkasblBanacb MeauuuHcKas
MOMOLLb B CTaUMOHAPHLIX YCIOBMUSAX, MPU HEOBXOAMMOCTM NMPOOOSIKEHUS MPUEMa NeKapCTBEHHOro npenapaTa B
aMOynaTopHbIX YCNOBMAX [AHHOMY MauMEeHTy MO pPELUeHU0 PYKOBOAUTENS MEOULMHCKOM opraHusaumu
HasHa4valTca ¢ 0hOpMIIEHMEM peLenTa B (POPMe 3M1EKTPOHHOIO JOKYMEHTa U (unun) Ha GymaxHom HocuTene (3a
UCKMoYeHeM ohOpMIEHUsT PELLENTOB Ha NIEKapCTBEHHbIE NMpenaparthbl, nogrnexaiwime oTnycky 6ecnnaTtHo unm co
ckugkon) Nnnbo BblAaloTCH (NAUMEHTY UMK ero 3akOHHOMY NpeaCcTaBUTEN0) OOQHOBPEMEHHO C BbIMUCKOW M3 UCTOPUU
GonesHu nekapcTBeHHble npenaparbl, B TOM YMCIe HapKOTUYEeCKUe U NCMXOTPOMHbIE NEKAPCTBEHHbIE Npenaparhl,
BHeceHHble B cnuckn Il u Il nepevHs HapKoTUYeCKUX CpencTB, MCUXOTPOMHbLIX BELWEeCTB U UX MNPEeKypcopoB,
nognexawmx koHtponto B Poccuinckon depepaumn, yteepxaeHHoro lNMpaeutenbctBoMm Poccuiickon ®epepauun
<6> (manee - lNepe4eHb), CUNBHOAENCTBYIOLWME MEeKapCTBEHHbIE Mpenapatbl, Ha CPOK NMpvema nauneHTom Ao 5
OHen.

<6> TyHkT 2 ctatbn 2 depepanbHoro 3akoHa N 3-d3 (CobpaHume 3akoHogaTenbcTBa Poccuiickon
depepaumm, 1998, N 2, cT. 219; 2016, N 27, cT. 4238).

4. HasHayeHWe nekapCTBEHHbIX MpenapaTtoB NPV OKa3aHWM MEAULMHCKOM MOMOLWM B CTaLMOHAPHbIX
YCMOBUSIX MOXET OCYLLECTBMATLCA MOCPEACTBOM TpebGoBaHMI MEAUUMHCKOW OpraHv3auuyv, HanpasnsieMblX B
anTeyHble opraHM3aLun, SBNALLMECH CTPYKTYPHbIMU NoapasaeneHnsMn MeauUuHCKON opraHmsaumm. <7>
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<7> TllyHkt 54 ctatbm 4 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHum
nekapcTBeHHbIX cpeacTB" (CobpaHune 3akoHogatenbcTBa Poccunckon deapepaumm, 2010, N 16, cT. 1815; 2019, N
31, cT. 4456) (nanee - PegepanbHbivi 3akoH N 61-03).

5. HasHayeHMe neKkapCTBEHHbIX MpenapaToB  OCYLLECTBMNSETCA  MEOMUUHCKMM  paboTHMKOM  No
MeXOYyHapO4HOMY HemnaTeHTOBaHHOMY HaMMEHOBaHWIO, a MpuM €ero OTCYTCTBUMM - T[PYNMNMPOBOYHOMY WK
XUMWYECKOMY HauMeHOBaHMIO. B crnyyae OTCyTCTBUSI MEXOyHapOAHOrO HEenaTeHTOBAHHOIO HaMMEHOBaHUSA U
rPYNMNUPOBOYHOIO MITM XUMWYECKOrO HaMMEHOBAHUSA JIeKapCTBEHHOTO MpenapaTa nekapCTBEHHbI npenapart
HasHavyaeTcs MeaUUMHCKUM pabOTHMKOM MO TOProBOMY HaMMEHOBaHWto. Mpu HaNUuMM MeLUUUHCKMX NoKasaHWui
(vHOouBMAOyanbHas HEMNepeHOCMMOCTb, MO JKM3HEHHbIM MOKa3aHWsIM) MO pPELUEeHU0 BpayebHOM KoMMCCUM
MEOMLMHCKON opraHmsaumMm <8> OCyLeCTBNSAETCA HasHadeHne M OQOPMIIEHME Ha3HAYEHUS JNEeKapCTBEHHbIX
npenapaToB, He BXOAALMX B CTaHAApPTbl MEOAULMHCKOM MOMOLLM, pa3paboTaHHble B COOTBETCTBMM C MyHKTOM 14
ctatbn 37 depgepanbHoro 3akoHa N 323-03 <9>, unm He NpeayCMOTPEHHbIX COOTBETCTBYHOLLEN KITMHUYECKON
pekoMmeHgaumen, nmbo no TOProBbiM HauMeHoBaHMsM. PelweHne BpadebHOW KOMUCCUM MEeLULIMHCKON
opraHu3aumm uKcMpyeTcs B MEOULMHCKON JOKYMEHTaLUMK NaLMeHTa 1 B XXypHane BpavyebHoi KoMmuccum.

<8> lNpwukas MuHMCTEpPCTBa 30paBOOXPAHEHUS N coumanbHOro passutnsa Poccuinckon deaepaumm oT 5 masi
2012 r. N 502H "O6 yTBepxaeHuM nopsiaka CO3daHuMs U OeATenbHOCTU BpaydebHOM KOMUCCUM MEAULIMHCKOMN
opraHusaumn" (3apernctpmpoBaH MuHuctepctBoM toctuumm  Poccuinckon depepauum 9 wmoHsa 2012 r.,
pernctpaumoHHbin N 24516) c WM3MEHeHUs MW, BHECEHHbIMW Mpuka3oMm MuHUCTepCcTBa 3OpaBOOXpPaAHEHMS
Poccuiickon ®epepaumm ot 2 gekabps 2013 r. N 886H (3apernctpupoBaH MuHncTepctBoM tocTnumm Poccumnckon
®epepaumu 23 gekabpsa 2013 r., pernctpaumnoHHbii N 30714).

<9> CobpaHwue 3akoHogaTenbcTBa Poccuiickon depepaummn, 2011, N 48, cT. 6724.

Ecnu npn oOKasaHun nauueHTy MEOULMHCKON MOMOLMN B MEAMLMHCKOMN opraHmnsauum B CTaUuMOHAPHbIX
yCcrnosuAax no pelweHuno Bpa'-le6HOI7I KOMUCCUN OCYLUECTBIIAKTCA Ha3Ha4deHune un rnpumMeHeHune nekapCTtBeHHOro
npenaparta C KOHKPETHbIM TOProBbiM HauMMeHOBaHMEM, TO MNpU OKalaHun OaHHOMY NaUuUNEeHTY MeOnLMHCKON
noMoLwM B MHOM MEANLMNHCKOMN opraHn3auumm B CTaUMOHaApPHbLIX YCIIOBUAX, a TaKxe B aM6ynaTopr|x yCnoBuax
OCyLLeCTBNAEeTCA Ha3Ha4YeHne eMy nekapCTtBeHHOro npenapara C TeéMm e TOproebiM HauMeHOBaHNEM <10>.

<10> lNyHKT 2 noctaHoBnenusa MNpasutenbctBa Poccuinckon deapepaumm ot 30.06.2020 N 965 "O BHeceHuMn
nameHeHu B lNMpaBuna opMMpoBaHNS NEPeYHs NeKapCTBEHHbIX CPEACTB, 3aKyrnka KOTOPbIX OCYLLEeCTBNSEeTCH B
COOTBETCTBMU C MX TOProBbIMU HAUMEHOBaHUSMU, U O NPUMEHEHUN NEKapPCTBEHHbIX NpenapaTtoB C KOHKPETHbLIMU
ToproBbiMy HanmeHoBaHuAMKU" (CobpaHne 3akoHopaTenscTBa Poccuiickon ®epepaunn, 2020, N 28, cT. 4422).

6. HasHaueHne nekapcTBeHHOro npenapaTta B pelLente Ha BymMakHOM HocuTerne Wnu peuente B copme
3NIEKTPOHHOrO [JOKYyMeHTa odopMIisieTcss Ha WMMs MauueHTa, Ans KOTOPOro npefgHasHayeH JieKapCTBEeHHbIN
npenapar.

Peuent Ha BymaxxHoM HocuTene, opOpMIIeHHBbIN Ha peuentypHom 6naHke dopm N 107/y-HIM, N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), yTBEPXOEHHbLIX HACTOSALMM MNPUKaA3OM, MOXEeT OblTb MOMy4YeH NaumeHToOM, ero
3aKOHHbIM NPeACcTaBUTENEM WU NMLUOM, UMEKWMM O(QOPMIIEHHYI0O B COOTBETCTBUM C  IpaXdaHCKUM
3akoHogaTenbcTBoM Poccuiickon ®egepaumy AOBEPEHHOCTb OT MauMeHTa Ha MpaBoO MOJTyYeHMs Takoro peuenTa
(oanee - ynonmHOMOYEHHOE NLO).

MpeacTaBneHve OOBEPEHHOCTU He TpPebyeTcst B Criyyae MorydeHust pelenTa Ha fnekapcTBEHHbIM npenapar
Ans MHKypabenbHOro 60MbHOIO Ha 3aBepLUAlOLLEM 3Tane €ro >XM3HW NULOM, OCYLLECTBSIIOLMM YXO4 3a TakuM
NHKypabenbHbIM 6oMbHbIM. B Takom criydae mMeavuuHckuii paboTHMK BbigaeT nuuy, OCYLLECTBSOWEMY YXOf 3a
WHKypabenbHbIM OOMbHbIM, OOKYMEHT, NMOATBEPXAAlLWMIA MHKypabenbHOe cocTosiHne GOnbHOro, coaepXaliun
CBefieHns o nuue, KoTopoe ByaeT nonydaTb NekapcTBEHHbIE Mpenapatbl Mo peuenty (hamunus, UMs, OTYECTBO
(nocnegHee - Npu HanuMuun), BUA, cepusi 1 (UNM) HOMEpP OOKYMEHTA, YAOCTOBEPSIOLLErO NIMYHOCTL), 3aBEPEHHbIN
NMOANUCHIO M NeYaTbio AaHHOIO MeAMLMHCKOro paboTHMKA, a Takke neyaTbio MeanLMHCKOM OpraHnu3aumm.

[lokyMeHT, noaTeepxaatoLLmii MHKypabensHoe cocTosiHue 6OMbHOro, OCTaeTCs B anTeYHOW OpraHusaumu.

Peuent B dopMe 9NEKTPOHHOrO [AOKyMeHTa dOopMMUpyeTca C UCMOMNb30BaHMEM [OCyAapCTBEHHOMN
WHOPMaLUMOHHOM cucTeMbl B cdpepe 3apaBooxpaHeHust cybbekta Poccuiickon ®epepauuun, MeguLMHCKON
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MHOPMALMOHHON CUCTEMbBI MEQMLIMHCKON opraHu3aumm <11>.

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

dakT BblgauN peuenTta Ha J'IeKapCTBeHHbIIZ npenapar 3akOHHOMY npeacrtaBuTesnito UM yrnosIHOMOYEeHHOMY
nnuy (bI/IKCl/IpyeTCﬂ B MEANLNHCKOM LOOKyMeHTauuMn nayneHTa.

7. MepuumHckuM paboTHMKam 3anpeluaetcs odOpMISTe peuentbl MpPU  OTCYTCTBUM Yy MauueHTa
MEAULMHCKUX MOKa3aHWi; Ha Hes3aperucTpupoBaHHble reKkapcTBeHHble npenapatbl <12>; Ha NekapCTBEHHble
npenaparbl, KOTOpble B COOTBETCTBUW C WHCTPYKUMEN MO MEAMLMHCKOMY MPUMEHEHMWI0 npedHasHayeHbl Ans
NPUMEHEHMs TOMNbKO B MEAULIMHCKUX OpraHM3auusix; Ha HapKoTU4eckue cpefcTBa WM MNCUXOTPOMNHbIE BeLLEecTBa,
BHeceHHble B cnucok |l lMepeyHsi, 3aperMcTpupoBaHHble B KayecTBe JeKapCTBEHHbIX NpenapaToB, B LENsX
NpUMeHeHWs AN NeYeHns HapKoMaHUM.

<12> PeweHne CoBeTa EBpasumnckon akoHoMU4eckon kommccum ot 3 Hosibpsa 2016 r. N 78 "O lMpasunax
permcTpaumm M 9KCNepTU3bl NeKapCTBEHHbIX CPeacTB ANA MeOUUMHCKOro npuMeHeHus" (oduumanbHbIid cant
EBpasuiickoro akoHoMu4yeckoro cotoda http://www.eaeunion.org/, 21 Hos6psa 2016 r.). Ctates 13 PegepanbHoro
3akoHa N 61-9®3 (CobpaHue 3akoHopaTensctBa Poccuiickon ®enepauun, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

WuonBmayanbHbIM NpegnpyHUMaTensm, OCyLLeCTBASIOWMM MEQULMNHCKYIO AeATENbHOCTb, 4OMNOMHUTENBHO K
TpeboBaHVAM, ykasaHHbIM B ab3aue NepBOM HACTOSLLIEro MNyHKTa, 3anpellaetcsa odopMnsTb peuentbl Ha
HapKOTMYeCKMEe cpeacTBa M MCUXOTPOMHbIE BewecTBa, BHeceHHble B cnucku Il wn I TepedHs (panee -
HapPKOTUYECKME 1 NCUXOTPONHbIE NeKapCTBEHHbIE NpenapaTbl cnnckoB Il u Il MNepeyHs).

8. lpK Has3HayYeHUU HapPKOTUYECKUX U MCUXOTPOMHbLIX fleKapCTBEHHbIX npenapaToB cnucka |l MNepeyHs, 3a
UCKMIOYEHMEM FeKapCTBEHHbIX MNpenapaTtoB B BuAe TpaHcAepMarbHbIX TepaneBTUYECKUX CUCTEM U
nekapcTBEHHbIX MpenapaToB, coAepXalmx HapKoTU4eckoe CpeacTBO B COYMETaHUW C aHTaroHMCTOM OMMOWMAOHbIX
peuenTopoB, peLenTbl Ha ByMaxXHOM HocuTene 0opMISIOTCA Ha peuenTypHoM 6naHke dgpopmbl N 107/y-HIT.

9. PeuenTypHbii 6naHk oopmbl N 148-1/y-88 odhopmniseTcs npy HasHa4YeHWK:

1) HapkoTMyeckux W© MCUXOTPOMHbIX JleKapCTBEHHbIX npenapatoB cnucka Il TlMepeyna B Buae
TpaHcaepMarbHbIX TepaneBTUYECKMX CUCTEM, HapKOTMYECKUX rekapCTBeHHbIX npenapatoB cnucka Il MNepeyns,
cofepXalmnx HapkoTUYecKkoe CPeACcTBO B COYETaHWMM C aHTArOHUCTOM OMMOMOHBIX PELEenTOpOB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnncka Il NepeyHs;

2) KOMBVHMPOBaHHbIX NTEKAPCTBEHHBIX NpernapaToB, CoAepKaLLux:

a) KoevH unu ero conu (B nepecyeTe Ha YMCToe BeLLEeCTBO) B konuyectse 0 20 Mr BkAUYMTENBLHO (Ha 1
003y TBepaow nekapcTBeHHon hopmbl) unu B konudectse Ao 200 mr BknounTtensHo (Ha 100 mn nnn 100 r xuakown
neKapCcTBEHHOW hOpMbl 45151 BHYTPEHHErO NPUMEHEHWUS);

0) nceBpgoadedpuHa ruapoxnopug B konuvectse, npesbiwatowem 30 mr, n go 60 mMr BknouMTENBLHO (Ha 1
003y TBEpAOoW NekapcTBEHHOW POPMbI);

B) ncesaoadenpuHa ruapoxnopu B konuuyectse, npesbiwatowem 30 mr, u go 60 Mr BKMOYUTENBHO B
coyeTaHUM C OeKkcTpomMeTopdaHoM ruapobpommaoM B KomnmyecTBe, npeBblwakowem 10 mr, n go 30 wmr
BKMOUUTENBLHO (Ha 1 403y TBepaomn NnekapCcTBEHHON hOpPMBbI);

r) ekctpomeTopdaHa rmgpobpomug B konuydectee Ao 200 mr BknoumTensHo (Ha 100 mn nnm 100 r xnagkon
nexkapcTBeHHOW popMbl ANst BHYTPEHHEro NpUMeHeHns);

) acbegpuHa rmpgpoxnopua B konuyectae, npesbiwatoem 100 mr, u go 300 Mr BknouutensHo (Ha 100 mn
unu 100 r Xnakon nekapcTBeHHON POPMbI 1151 BHYTPEHHErO NPUMEHEHUS);

e) adheapuHa rugpoxrnopug B konudectBe o 50 mr BknountenbHo (Ha 1 o3y TBEpPAOW NEKapCTBEHHOM
hopMbI);
X) deHunnponaHonaMmMH B KONMYECTBE A0 75 Mr BKMOUMTENBHO (HAa 1 [03y TBEPOOW IeKapCTBEHHOW

dopmbl) unm go 300 mr BkntoumTenbHO (Ha 100 mn unu 100 r Xngkon nekapcTBeHHOM POPMbI OJ151 BHYTPEHHETO
NPUMEHEHMS);
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3) eHobapbutan B konmyectBe 00 15 Mr BKIIOUUTENBHO B COYETAHMM C KOLEVMHOM (MW €ero Consammu)
He3aBUCKMMO OT Konu4yecTsa (Ha 1 4o3y TBepaou nekapCTBEHHON hOpMblI);

n) geHobapbutan B konmnyectse Ao 20 Mr BKHOYUTENBHO B coveTaHuMM C adheapuHOM MapOoXSiopuaom
He3aBMCMMO OT Konu4decTBa (Ha 1 403y TBepAoM NieKapCTBEHHON hOpMbl);

K) xnopauasenokcug B konvyectse, npesbiwatowem 10 mr, n go 20 Mr BknouMTENbHO (Ha 1 003y TBEpPAOMH
neKapCcTBEHHOW hopMbl);

3) nekapcTBEHHbIX NpenapatoB MHAMBMAYaNbHOrO M3rOTOBMEHUS, COAepXKalluMX HapKOTU4eckoe CpeacTBO
UM NCMXOTponHoe BellecTBo cnucka Il MNMepeyHs, n gpyrne cdapmakosiormyeckme akTuBHbIe BellecTBa B 403e, He
npeBbiLlLaloLLel BbICLUYHO PasoBylo 403y, M NPW YCIOBMM, YTO 9TOT KOMOWMHMPOBAHHbLIM NeKapCTBEHHbIV npenapar
He ABNSeTCA HapKOTUYECKUM UMK NCUXOTPOMNHBIM NeKapCTBEHHbIM NpenapaTom cnvcka |l MNepeyHs;

4) nekapCTBEHHbIX NPenapaToB, BKMHOYEHHbIX B MEPEYeHb JIEKAPCTBEHHBLIX CPEACTB ANS MELUUMHCKOro
NPUMEHEHWS, MoAnexalmx npeaMeTHO-KONIMYECTBEHHOMY Y4YeTy (Oanee - JieKapCTBEHHble npenaparbl,
BKITOUYEHHbIE B nepeyeHb KY) <13>.

<13> TlopnyHkT 5.2.171(1) nyHkta 5 noctaHoBneHus [lpasutensctBa Poccunckon ®epepaummn ot
19.06.2012 N 608 "O6 ytBepxxaeHun lMonoxeHns o MuHUCTepcTBe 3apaBooxpaHeHus Poccuiickon ®epepauun”
(nanee - NMonoxeHne o Munnctepctee) (CobpaHue 3akoHopaTenbcTBa Poccunckon ®epepauun, 2012, N 26, cT.
3526; 2013, N 16, ct. 1970).

10. PeuentypHbii ©OnaHk ¢opmbl N 148-1/y-04(n) odopmMnsieTcs Npyv  Ha3HAYEHUN JEeKapCTBEHHbIX
npenapaToB rpaxgaHam, MMEKLWMM MpaBo Ha OecnnaTHoe MornyyYeHne JeKkapCTBEHHbIX MpenapaToB WMu
Nnony4YeHne NekapCcTBEHHbIX NPenapaToB CO CKULKOW.

11. PeuenTypHbin 6nanHk doopmbl N 107-1/y opopmnsieTca npu Ha3HaYeHUN:;
1) nekapCcTBEHHbIX NPeNapaToB, HE YKka3aHHbIX B NyHKTax 8, 9 HacToswero MNopsaka;
2) KOMOUHMPOBAHHbIX NEKAPCTBEHHbIX NpenapaToB, coaepKaLuunx:

a) dprotamnHa rmapoTtapTpart B Konln4ectBe A0 5 Mr BKNHOYUTENBHO (Ha 1 nogsy TBepp,OI7I J‘IEKapCTBEHHOVI
hopmbl);

0) adegpuHa rugpoxnopug B konmdectBe Ao 100 mr BkntountensHo (Ha 100 mn unu 100 r xuakon
nekapcTBeHHOW popMbl ANst BHYTPEHHEro NpUMEHeHns);

B) nceBgoadhedpvHa rmgpoxnopua B KonmyectBe, He npesblwatowem 30 mr (Ha 1 go3y TBepaon
nekapcTBeHHOW popMbl);

r) nceegoadedpuHa ruapoxropug B KonvdecTBe, He npeBblwawwem 30 Mr, B coveTaHun C
aekctpomeTopdaHomM rmgpobpomMuaom B KonudectBe, npesbiwatowiem 10 mr, n go 30 Mr BknoumTenbHoO (Ha 1
003y TBEpAOoW NeKkapcTBEHHOW POPMBbI);

) oekctpomeTopdaHa rugpobpomuma B konmyecTse, npesbiwatowem 10 mr, n go 30 mMr BKMOUNTENBHO (Ha 1
003y TBEPAOW NIeKAapCTBEHHOW (POPMbI);

e) deHobapbuTan B KonunyecTtee, npesbiwatowem 20 mr, n go 50 mr BknounTenbHo (Ha 1 go3y TBepaowm
neKapCcTBEHHOW hopMbl);

X) dpeHobapbuTtan B konmyectBe 40 20 Mr BKIHOUUTENBHO B COYETAHMM C SProTaMMHOM MAPOTaApPTPaTOM
He3aBMCMMO OT Konn4decTBa (Ha 1 403y TBepaoM NiekapCTBEHHON hOpMbl);

3) xnopauasenokcug B konudectse Ao 10 Mr BknoumTenbHO (Ha 1 403y TBEpAOW NekapcTBEHHOW (hOPMbI).

12. I'IpM Ha3Ha4YeHUn NeKapCTBeHHOro npenaparta nHanenayanbHOro N3roToBreHnA B peuenTte Ha 6yMa)KHOM
HocuTene u (I/IJ'IVI) peuente B (bopme ONEKTPOHHOIro AOOKyMeHTa HaMMeHOBaHUA J1€KapCTBEHHbIX CpeacTB
(BeLLI,eCTB), BKIMOYEHHbIX B MepevyeHb MKy, YKa3blBalOTCA B Ha4dane peuenta, 3arteMm - BCe OcCTalibHble
MHIpeaneHTbI.

13. MNpun Ha3Ha4yeHUM NekapCTBEHHOrO npenaparta B peuente Ha BymaxHOM HocuTene u (Mnu) peuente B
opmMe IMEeKTPOHHOro [AOKYMeHTa 3anpellaeTcs MnpeBblllaTb KONMUYECTBO HApPKOTUYECKUX CPeacTB  unu
NMCUXOTPOMHbLIX BELLECTB, KOTOPOE MOXET ObiTb BbIMMCAHO B OOHOM peLenTe, ycTaHoBNeHHoe npunoxeHnem N 1 k
HacTosweMmy Mopsaky, 3a UCKITKOYEHMEM CIyYaeB, Yka3aHHbIX B NyHKTax 15 n 24 Hactosawero MNopsgka.
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14. Tlpn HasHa4yeHUM nNEKapCTBEHHbIX MpenapaToB, BKIYEHHbIX B nepedeHb [1KY, posa KoOTopbIX
npeBbilIaeT BbICLUMA OLHOKPATHLIA MpUeM, MeOULMHCKUA paboTHWK 0603HavaeT [03y STOro JfiekapCTBEHHOrO
npenapaTta B peuente Ha OymMaXHOM HOCUTEre MPOMNUCbI0 C MPOCTaBIEHNEM BOCKNMLATENBHOMO 3Haka U (Mnm)
npocTaBnsieT BOCKNMUATEmNbHbIN 3HaK Npy oopMreHmmn peuenta B hopme 3MEKTPOHHOro AOKYMEHTa.

15. KonnyecTtBo HasHa4eHHbIX NeKapCTBEHHLIX MpenapaToB, BKIIOYEHHbIX B nepeveHb MKY, npu okasanum
naumeHTaMm, HY>XOalLWuMca B ANUTENbHOM feYeHnn, NepBUYHON MeOMKO-CaHUTapHOW NOMOLUM U NannuaTuBHON
MeOULMHCKON NOMOLLN MOXET ObITb YBENUYEHO C YYETOM KITMHUYECKUX PEKOMEHAAUMI He bornee Yem B 2 pasa no
CPaBHEHMIO C KONMYECTBOM HapPKOTUYECKUX CPEACTB MITM NCUXOTPOMHLIX BELLECTB, KOTOPOE MOXET ObITb BbIMMCAHO
B OOHOM peLienTe, ycTaHOBMNEeHHbIM npunoxeHveM N 1 k HacToswemy MNopagky.

B cniyyasix, npegycMoTpeHHbIX ab3alemM nepBbiM HACTOSILLLErO NMyHKTa, Ha peLenTax Ha OymaXHOM HocuTene
npomnssoguTca Hagnucb "lNo cneumanbHOMY Has3HayeHwWo", OTAEeNbHO 3aBepeHHasi NoAMNMCbId MeaULIMHCKOro
paboTHMKA W nedvaTblo MeOuUMHCKOM opraHuM3auuu "[Ons peuentoB”, Ha peuentax B opMe 3NEKTPOHHOro
OOKyMeHTa npousBoauTca oTmeTka "o chneumanbHOMY HasHavyeHu" C MpOCTaBfieHUEM  YCUIEHHOWM
KBanMUUMPOBaHHOW 3MIEKTPOHHOW MOAMUCY MEOULMHCKOrO paboTHUKA.

16. CocTaB nekapcTBEHHOroO npenapaTta, fiekapcTBeHHas hopmMa 1 obpalleHne MeanumMHCKOro paboTHMKa K
dhapmareBTMHeckoMy paboTHUKY 06 OTMyCKe NekapCTBEHHOro npenaparta Ha GymakHOM HocuTene oopMNATCA
Ha NaTMHCKOM WM PYCCKOM si3blke B POAMTENBHOM Majexe, 3a UcKyYeHnem odopMieHust peLentoB B oopme
9NEKTPOHHOIO JOKYMEHTA, OCYLLECTBSIEMOro Ha PYCCKOM SA3bIKE.

Mpu odopmneHmmn peLenTypHbIX BNaHKoB AOMYCKaeTCa MCNoNb30BaHWe cokpaleHuin (npunoxeHue N 2 k
HacTosLwemy MNopsaky).

Mpy Ha3Ha4YeHUW NeKapCcTBEHHOro npenapaTta He AoMnyckaeTcs COKpalleHWe HauMeHOBaHWIN UHIPEAMEHTOB,
COCTaBNSOLMX JIeKapCTBEeHHbIA Mpenapart, He MO3BOMALMX YCTAaHOBUTb, KakoWM WMMEHHO IeKapCTBEHHbIi
npenapar HasHayeH.

17. Cnocob NnpUMEHEeHNA NneKapCTBEeHHOro npenaparta obo3Ha4vaeTcs ¢ YKa3aHnem nytmn BBeeHUd, 003bl,
YacTOThbl, BpEMEHU Nnpmnema OTHOCUTESTIbHO CHa (yTpOM, Ha H0'~Ib) n ero AnnTenbHOCTN, a AnA NneKapCTBEeHHbIX
npenaparos, B3aI/IMO,D,eIZCTByPOLLI,I/IX C nuuien, - BpeMeHN nx yn0Tpe6neH|/|ﬂ OTHOCUTENbHO NpnemMa nuLin (JJ,O enbl,
BO BpeMA eabl, nocre e,D,bI).

18. Tpyn HeoOGXOOUMOCTM HEMELNEHHOrO WM CPOYHOrO (B TevyeHWe [AByx paboumx [Hen) oTnycka
NeKapCTBEHHOroO MpenapaTta NauMeHTy B BEPXHEM 4acTu peuenta Ha OymMaxHOM HocuTene MpoCcTaBmsioTCs
0603Ha4eHus "cito" (cpoyHo) unm "statim" (HemegneHHo). AHanornyHble 0603HAYEHUS NPOCTABMSIOTCA B BUAE
OTMETOK Npu opopMeHnn peuenTta B POpMe INEeKTPOHHOTO AOKYMEHTA.

19. Mpu odopMneHun HasHayYeHMs TOTOBOrO JIEKAPCTBEHHOrO Mnpenapata B pelente Ha OymaxHoM
HocuTene unu peuente B OpMe 3MEKTPOHHOIO AOKYMEHTa KONMMYeCcTBO OEeNCTBYHOLUMX BELeCTB yKasbiBaeTcs B
COOTBETCTBMU C UHCTPYKLMEN MO MEONLIMHCKOMY NMPUMEHEHWIO NeKapCTBEHHOro npenapara. [JonycTtnmo ykasbiBaTb
OO03MPOBKY FEeKapCTBEHHbIX MNpenapaTtoB CUCTEMHONO Aencteus (ana pes3opbTMBHOro npuema) B TBepAbiX
nekapcTBeHHbIX opmax (Hanpumep, TabneTku, MOPOLLKKW, Kancymnbl) Kak cogepXaHue OOHOro MMM HECKOSbKMX
OEVCTBYIOLLMX BeLLeCcTB B eAuHMUax maccbl (B rpammax, mMunnurpammax). [JonycTumo ykasbiBaTb OO3UPOBKY
NeKkapCcTBEHHbIX NpenapaToB CUCTEMHOrO AeNCTBUSA (4N9 pe3opOTUBHOIO NPUMEHEHNS) B XUAKUX NEKAaPCTBEHHbIX
dopmax (Hanpvumep, pacTBOpbl, CyCNeH3nn) Kak CoAepKaHne O4HOTO UMM HECKOMNbKNX OENCTBYIOLIMX BELECTB B
eQMHULAaxX maccbl Ha eguvHuuy obbema (Hanpumep, MUNIUrpaMM/MUNNUANTP) C ykaszaHuem obuiero obbema
nexkapcTBeHHOW opMbl.

Mpn ohopmMneHnn HasHavYeHUs NEKAapCTBEHHOrO NpenapaTta MHAMBUAYANIbHOIO U3roTOBSIEHNST B peLenTe Ha
GymaxkHoOM HocuTene unu peuente B ¢opMe 3NEKTPOHHOTO [OKYMEHTa KONMUYECTBO TBEPObIX M CbIMyYnx
dhapmaLeBTMYECKMX CyOCTaHUMi ykasbiBaeTcsa B rpammax (0,001; 0,5; 1,0), Xugkmx - B MUNnunuTpax, rpaMmmax u
Kannsx.

20. PeuenTbl Ha BymaxHOM HocuTene, B hOpMe ANEKTPOHHOIO AOKYMEHTa, 0DOPMIIEHHbIE HA PELENTYPHOM
6naHke cpopmbl N 148-1/y-88 1 npegHasHadeHHble NS OTNycka NekapCTBEHHbIX MpPenapaToB, NPeayCMOTPEHHbIX
noanyHktamu 1 - 3 nyHkTa 9 HacTodwero MNopsaka, AencTBUTENbHLI B TedeHue 15 aHen co aHA opopMneHuns.

21. PeuenTbl Ha ByMaXHOM HocuTerne, B oOpMe 3NEKTPOHHOIO JOKYMEHTA, 0hOPMITEHHbIE HA PELIENTYPHOM
6navke dopmbl N 148-1/y-04(n) M npegHa3HadeHHble ANS OTMyCKa NeKapCTBEHHbIX NpernapaToB rpaxgaHam,
ykasaHHbIM B nyHkTe 10 HacTtosiwero lNMopsgka, AoenctBuTtensHbl B TedeHne 30 AHen co OHA odopmneHus, 3a
UcKnioYeHneM crnyvyaeB odopMreHus peLenTta B COOTBETCTBMU ¢ nyHkTamu 38 n 39 HacTosuero lMopsagka, npu
KOTOpbIX OH AENCTBUTENEH B TedeHne 15 gHen co gHsa ohopMIieHms.
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22. PeuenTbl Ha ByMaXHOM HocuTerne, B oOpMe 3NIEKTPOHHOIO AOKYMEHTa, 0hOPMITEHHbIE HA PELIENTYPHOM
6naHke dopmbl N 148-1/y-04(n) n npegHasHavyeHHble AN OTNycka NeKapCTBEHHbIX MpenapaToB rpaxaaHam,
OOCTUMLUMM MEeHCUMOHHOro BO3pacTa, MHBanNugam nepBOW rpynnbl, AeTaAM-MHBaNWaam, a Takke rpaxaaHam,
CTpajarLwum XpoHUYeCknMn 3abonesaHmsamm, Tpebyowmnmmn AnMTeNnbHOro KYpCoBOro Nie4eHns, 4ENCTBUTENbHbI B
TeyeHne 90 aHer co OHA opOpMIIEHUS, 3a UCKMIOYEHMEM Cry4vaeB, yKka3aHHbIX B nMyHkTax 38 u 39 HacTosero
Mopsigka, Npu KOTOPbIX OH AEUCTBUTENEH B TedeHne 15 gHen co gHa odhopMIeHus.

[nsa neyeHust XpoHU4YecKnx 3aboneBaHWiA yKaszaHHbIM KaTeropusiMm rpaxkgaH nekapCTBEHHble npenapartbl ©
odhopMrieHMeM peLenToB Ha BymaxkHOM HocuTene wnu peuentoB B OPME 3MEKTPOHHOTO AOKYMEHTa MOryT
Ha3HayaTbCs Ha Kypc neyeHus ao 180 gHen.

23. PeuenTbl Ha BymaxHoOM HocuTene, B hOpMe ANEKTPOHHOTO AOKYMEHTa, 0DOpPMIIEHHbIE HA PELENTYPHOM
6naHke dopmbl N 107-1/y n npegHasHa4YeHHble ONS OTMyCKa NEeKapCTBEHHbIX MPenapaToB, NPeayCMOTPEHHbIX
nyHkToM 11 HacToswero MNopsaaka, AencTBUTENbHbI B TedeHue 60 aHelr co AHA 0opMIIeHuns.

[Mpn Ha3HavyeHUM roToBbIX NEKapCTBEHHbLIX MpenapaTtoB U NekapCTBEHHLIX NpenapaToB WHAWBMAYaNbLHOro
N3roTOBIEHNS NauueHTam ¢ 3aboneBaHUAMN, TPEDYIOLWLMMM ONTMTENBHONO KYpPCOBOTrO NIeYeHmsl, C 0DOpMIIEHMEM Ha
peuenTypHoM 6OnaHvke dopmbl N 107-1/y peuenta Ha OyMaxHOM HocuTene wnu B OPME 3IEKTPOHHOMO
JOKyMeHTa ycTaHaBnMBaeTCcs CpoK AeNCTBUS peLenTa B npegenax 4o O4HOro roga.

B cny4ae ycTtaHoOBNeHus cpoka OencTBUs peLienTa B npefenax 4o OHOro roga B peuente nNpoun3BoauTcs
Hagnucb: "Tlo cneunansHOMy HasHaveHuto", obo3HavYaeTca CPOK AEWCTBUS peuenTta U NepuoamMyHoCTb OTnycka
NneKapCTBEHHbIX MpenapaTtoB U3 anTeyYHOW OopraHusaumm unu MHAMBUAYyanbHbIM NpeanpuHMMaTteneM, UMeLMM
NUUEH3N0 Ha papmaLeBTUYECKY0 AesaTenbHOCTb <14> (exeHedenbHO, €eXeMeCsA4YHO U WHble nepuoabl).
JononHnTenbHO 3TO yka3aHue 3aBepseTcsl MOANMUCHI0 MeAMUMHCKOrO paboTHMKA, a Takke nevyaTbto MeauLMHCKON
opraHusauum "[nsa peuentoB" (ans peuenta Ha OymMakHOM HOcCUTENe) WM YCUNEHHOW KBannduLMpOBaAHHOM
3NEKTPOHHOW MOANUCBHI0 MEAULMHCKOro paboTHWKa U nuua, YnOSTHOMOYEHHOro 3aBepsiTb AOKYMEHTbl OT MMEHM
MeOnUMHCKOWM opraHu3auum (ons peuenta B OpMe 3NEKTPOHHOTO AOKYMEHTa).

<14> TyHkT 47 vactn 1 ctatbn 12 ®epepansHoro 3akoHa ot 4 mad 2011 r. N 99-03 "O nuueH3mpoBaHum
OTOenbHbIX BMOOB AeaTenbHocT" (nanee - PepepanbHbii 3akoH N 99-03) (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®egepaumm, 2011, N 19, cT. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha NnekapcTBeHHble npenapaThbl, BKMoYeHHble B nepedeHb [MKY, ons neyeHuss naumMeHToB C
XPOHMYECKMMM 3aboneBaHnsa MM MOryT 0OpMISATLCSA Ha Kypc neveHms go 60 gHen.

B cnyuae, korga Kypc neyenus coctaBnseT 6onee 30 gHeW, OOMOMHUTENbHO B peulenTax Ha BGymakHOM
HocuTene npoussBoamTca Hagnucb "o cneuwanbHOMY HasHa4vyeHu", 3aBepeHHas MOAMUCHI0 MeOULIMHCKOro
paboTHMKA W nevaTblo MeOULMHCKOM opraHu3auumn "[ns peuentoB”, Ha peuentax B (hopMe 3NEKTPOHHOrO
JOKyMeHTa npousBoaumtca oTmeTka "lMo cheumanbHOMY HasHayeHu" C  MNpOoCTaBNEHMEM  YCUIEHHOM
KBanNnUUUPOBAHHOW 3MEKTPOHHOM MOAMMCUM MeAULMHCKOro paboTHMKa W nvua, YMNONTHOMOYEHHOro 3aBepsATb
OOKYMEHTbI OT UMEHU MEeANLIMHCKON OpraHun3aLmu.

25. Peuent Ha GymaxHoOM HocuTene B hOpME SFIEKTPOHHOrO AOKYMEHTa, OGOPMIIEHHbIN C HapyLUEHUEM
YCTaHOBMEHHbIX HacToAwum Nopsgkom TpeboBaHMIN, cHMTaeTCs HEAENCTBUTENbHbIM.

Il. HazHayeHWe NeKkapCcTBeHHbIX NpPenapaToB NP OKasaHUN
MeAVLMHCKOM NOMOLLY B CTaLMOHapPHbIX YCIOBUSIX

26. Npwn okasaHUN NauUMEeHTy MeaULIMHCKOM NOMOLUM B CTALUOHAPHbIX YCIOBUSIX Ha3HayYeHe NnekapcTBEHHbIX
npenapaTtoB npoussogutcsa 6e3 oopmneHns peuenta MeaUUMHCKUM paboTHUKOM eOMHONIMYHO, 3a UCKITHYEHNEM
cny4vaeB, yka3aHHbIX B NyHKTe 27 HacToswwero [Nopsaka.

27. CornacoBaHWe HasHayeHWsl NeKapCTBEHHbIX MpenapaTtoB C 3aBedylolWuM  OTAeNeHWeM  Unu
OTBETCTBEHHbIM [OEXYPHbIM BpadYom nubo ApyrMM JIMUOM, YMOSHOMOYEHHBIM MPUKA30M [NaBHOrO Bpava
MEAVLMHCKOW OpraHusaumun, a Takke, Mpu HanvMyuu, ¢ BpavyoM - KIMHWYECKUM chapMakorioroM Heobxooumo B
cryyasix:

1) OAHOBPEMEHHOIo0 Ha3Ha4YeHnA NATHN N bonee leKapCTBEeHHbIX npenapaTtoB OAHOMY NaUUEHTY;

2) HasHayeHus1 NeKapCTBEHHbIX MpenapaTtoB, He BXOASAWMX B NepeyYeHb >XU3HEHHO HeobXoauMbIX W
BaXKHEWLLUX NeKapCTBEHHbIX NpenapaTtoB <15>, Npy HETUMUYHOM TedeHUM 3aboneBaHus, HanM4YMn OCNOXHEHWIA
OCHOBHOro 3aGonesaHus U (MNKN) COMyTCTBYIOLWIMX 3a6oNeBaHuin, Npu HasHayeHUK JIeKapCTBEHHbLIX Npenaparos,
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0COBGEHHOCTM B3aMMOLENCTBUS 1 COBMECTUMOCTH KOTOPbIX COMacHO MHCTPYKUNAM MO UX NPUMEHEHNIO NPUBOLAAT K
CHWXEHUo Sd)(beKTI/IBHOCTI/I n 6e3onacHoCTn d)apmaKOTepanvwl n (MJ'II/I) COo34akT NnoTeHunanbHyO OonacHOCTb A5A
XU3HU N 300p0OBbA NauneHTa.

<15> Yactn 1 cratbm 60 PepepanbHoro 3akoHa N 61-O3 (CobpaHue 3akoHopatenbcTBa Poccuiickon
®epgepaumu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbIX Chny4adx Ha3Ha4eHue nekapCTBEeHHbIX npenapaTtoB d)I/IKCI/IpyETCﬂ B MeaMLMHCKON
OOKyMeHTauuMn nadumeHta Un 3aBepAeTcda noanncbo MeguunHCKOro pa6OTHI/IKa M 3aBefywulero oTaerieHnem
(OTBeTCTBeHHOFO OEXYPHOro Bpava unm gpyroro yrnojiHOMO4YeHHOro J'II/ILI,a).

28. MeguumHckMn  pabOTHMK  MeOWMUMHCKOM  opraHu3aumm (ee  CTPYKTYpHOro noapasgeneHus),
pacronoXXeHHON B CEeNbCKOM HaCeneHHOM MYHKTe, OCYLLECTBNSAET Ha3HayeHwe nekapCTBEHHbIX NpenapaTtoB B
crnyyasix, ykasaHHbIX B NyHKTax 27 un 29 Hactoswwero Nopsaka, e AMHONNYHO.

29. Tlo pelueHWo Bpa4yebHOM KOMMUCCUM NauMeHTaM npu oKasaHMM MM MeOULMHCKON MoMoLluM B
CTaLMOHapHbIX YCMNOBUSAX Ha3HA4yalOTCA feKkapCTBeHHble npenapartbl, He BKMOYEHHble B MNepeyeHb XU3HEHHO
HeOOXOOMMbIX W BaXXHEWLUMX JIEKAPCTBEHHbLIX MNpenapaTtoB, B Criydyae MX 3aMeHbl M3-3a WHAMBUAOYanbHOW
HEeNnepeHOCUMOCTU, MO XKNZHEHHbIM NOKa3aHUSIM.

PelweHne BpayvebHOM KoMMCCUWM OUKCUPYETCA B MEAWMLMHCKOW [OKYMEHTAUUW naumeHTa U >KypHane
Bpa4YebHoM kKoMUCCUu.

30. B cny4dadax obcnepoBaHMst M neveHust rpaxgaHnmHa B CTaUMOHAPHbIX YCNOBUAX B paMKax
npenocrtaBiieHna MeguUuMHCKUX ycecnyr Ha BO3ME3QHOM OCHOBE 3a CYeT NUYHbIX cpencTtBs rpaxgaH, cpencts
ropnand4ecknx nuyg, M UHbIX CpeactB Ha OCHOBaHWMWM p[gorosopa, B TOM 4ucne [gorosopa D,O6DOBOJ'IbHOFO
MeONLIMHCKOIo CTpaxoBaHUA <16>, eMy MoryTt OblTb Ha3Ha4eHbI NleKapCTBeHHbI€ MpenapaTtbl, HE BXogdullne B
nepevyeHb >XWU3HEHHO HEoOOXOOMMBIX W  BaXKHEMLUMX NNeKapCTBEHHbIX nMpenapaTtoB, ecrin KUX Ha3HadeHune WU
npumMmeHeHune 06ycnosneHo MeaULUMHCKMMU NOoKa3aHNAMW.

<16> TocTtaHoBneHune [paBuTensctBa Poccuiickon ®epepaumm oT 4 oktabpss 2012 r. N 1006 "O6
yTBepxaeHun [MpaBun npefoctaBneHns MeAULMHCKAMW — OpraHusaumaMm  nnatHbiX  MeauUMHCKUMX — ycnyr"
(CobpaHue 3akoHopaTenscTBa Poccunckon Pepepaumm, 2012, N 41, c1. 5628).

lll. HazHauyeHue nNekapcTBEHHbLIX NpenapaToB NPU oKasaHUU
nepBUYHON MeAUKO-CaHUTAPHOM NOMOLLU, CKOPON MeAULIMHCKOMN
MOMOLLM U NanNfIMaTUBHOMN MeAULIMHCKOM NOMOLLU

31. lMpn okazaHMM NEepPBUYHON MEOMKO-CAaHUTAPHOW MOMOLUM M NannMaTUBHOM MEAULMHCKOMA MOMOLLM B
aMOynaTopHbIX YCNOBUSX Ha3Ha4YeHWe NeKapCTBEHHbIX NMPenapaToB OCYLLECTBMASETCA MEANLMHCKAM PabOTHUKOM
B Crny4asx TUMUYHOTrO TeveHns 3aboneBaHnsa NaLMeHTa UCXoasa N3 TSHKECTU U XapakTepa 3aboneBaHus.

32. HasHaueHue nekapCTBEHHbIX NpenapaToB Mo peLleHnto BpavyebHOM KOMUCCUM NMPU OKa3aHUM NepBUYHON
MeOMKO-CaHUTapHOW NOMOLLM, MannaTMBHON MEeANLIMHCKOM MOMOLUM B amBynaTOpHbIX YCIOBUSAX NPOM3BOAMTCS B
cny4vasx:

1) OQHOBPEMEHHOIO Has3Ha4YeHWUsi OAHOMY MauMeHTY MATU U Goree feKapCTBEHHbIX NMpenapaToB B TeYeHUe
O[HMWX CYTOK UK CBbILLE AeCATU HAMMEHOBaHWUI B Te4YeHWe TpuauaTv oHew;

2) Ha3Ha4eHWs NekapCTBEHHBIX NPenapaToB NPW HETUMNYHOM TeYEHUN 3ab0NeBaHNst, HANMMYUN OCIIOXKHEHUN
OCHOBHOro 3aboneBanunsa 1 (MnNn) conyTCTBYHOLWMX 3aboneBaHnii, NpyM Has3Ha4YeHUM NEKAPCTBEHHbIX MpenapaTtos,
0COBEHHOCTUN B3aMMOAENCTBMS U COBMECTUMOCTU KOTOPbLIX COMMacHO MHCTPYKUMAM MO UX MPUMEHEHMIO NMPUBOASAT K
CHWKEHMIO 3P EKTUBHOCTU U 6E30NaCHOCTM NedYeHnst naumeHTa u (Mnn) co3garT NoTeHUManbHY ONacHOCTb AN
XU3HU N 300POBbS NALMEHTA;

3) NepBMYHOIO Ha3HaYeHWs NauMEeHTY HAPKOTUYECKMX U NCUXOTPOMHbIX NIEKAPCTBEHHbIX MpenapaToB CN1CKOB
Il n Il MMepe4yHs (B criyyae NPUHSATUS PYKOBOAUTENEM MEOULMHCKON OpraHM3auumn pelieHust o HeobxogmmocTm
COrnacoBaHus Ha3Ha4YeHUs! TakMX fiekapCTBEHHbIX NpenapaToB ¢ BpayebHON koMuccren).

33. lNoBTOpHOE HasHayeHne HapKOTUYECKUX W MCUXOTPOMHLIX SIeKapCTBEHHbIX npenapaTtoB cnuckos Il v I
MMepeyHsa npom3BOAMTCA MEOULUHCKMM pabOTHMKOM CaMOCTOATENbHO MW eauHOnMYHO 6e3 yyactusa BpadebHowm
KOMUCCUM NauUMEeHTaM C BblpaXXeHHbIM GONeBLIM CUHOPOMOM f060ro reHesa, HapyLleHWEM CHa, CyOOPOXKHbIMU

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Jluet 10



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

COCTOAHUAMU, TPEBOXHbIMU paCCTpOVICTBaMM, (*)O6MF|MI/I, NCNXOMOTOPHbIM 3036y>|<p,eH|/|eM.

34. I'Ipvl OKa3aHuun CKOpOIZ MeANLMHCKOW MOMOLLM NeKapCTBeHHbIE MNMpenapaTtbl Ha3Ha4YarTCA MeAULIMHCKUM
pa6OTHl/IKOM Bbl€34HOWN 6p|/|rap,b| CKOpOVI nomouin, MegnunHCKUm pa60THMKOM MeANLMHCKOM opraHusauunmn npwu
OKasaHMM MEeOULMHCKOM MOMOLLN rpaxgaHam npu 3aboneBaHNsX, HeCYaCTHbIX cny4dadax, TpaBMax, OTpaBliEHUAX U
OPYIrnX COCTOAHUAX, Tpe6yrou.|,|/|x CpPOYHOro MeaANLMHCKOIro BMeLlaTenbCcTBa.

IV. HaszHayeHuMe neKapCTBeHHbIX NpenapaToB rpaxxaaHam,
MMeloLMM NpaBo Ha GecnnaTHoe NoslyYeHue JfieKapCTBeHHbIX
npenapaToB UK Nosly4YeHe NeKapcTBeHHbIX NpenapaTos
CO CKUAKOW, NPU OKa3aHUU NepBUYHOMN
Me AUKO-CaHUTapHOM NOMOLLU

35. lMpn okaszaHUM NepBUYHON MELMKO-CaHUTaAPHOW MOMOLLM Ha3HavyeHue MeOUUMHCKMM paboTHWKOM Ha
OCHOBE KIMHWYECKUX pEeKoOMeHJauuh M C y4eToM CTaHO4apTOB MEAMUMHCKOW Momowm <17> nekapCTBEHHbIX
npenapaToB, OTNyckaemblx OecnnaTtHO Wnu CO CKMOKOW, rpaxgaHam, vMelowuMm npaBo Ha obecneyeHuve
rnekapCTBEeHHbIMM npenapataMmum 3a cuyeT cpeacTB OloXKeTHbIX accurHoBaHun denepanbHoro 6Grogxeta wu
GrogxeToB cybbekToB Poccuiickon ®eaepaunu, ocyllecTBnsieTcsd Ha peuenTtypHoMm 6naHke N 148-1/y-04(n).

<17> Cratbs 37 ®epnepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTtenbctBa Poccuickon deagepaumm,
2011, N 48, cT. 6724; 2021, N 27, c1. 5186).

Mpu odhopmneHun peuenta Ha 6naHke opmbl N 148-1/y-04(n) Ha ByMakHOM HocuTene odopMnsTCs ABa
3K3eMnnspa, OAUH M3 KOTOPbIX OCTaeTcs B anTeYHOW opraHmsauuu, BTOPOW - B MEOUUUHCKOW [AOKYMeHTaLumu
nauueHTa.

36. I'IpaBo Ha3Ha4vaTb J1IeKapCTBEeHHbIE NnpenapaTthbl rpaxgaHam, MMerLnM npaBo Ha becnnartHoe nony4yeHue
NeKkapCTBEHHbIX npenapaTtoB Ui nosy4vyeHune niekapCTBeHHbIX npenapaToB CO CKMOKOWN, TaKkke UMEIOT:

1) MeguumHckne paboTHUKKM, paboTatoLLme B MeAULIMHCKON OpraHn3auny no COBMeCTUTENbCTBY (B Npeaenax
CBOEW KOMMeTEeHLMN);

2) meguuMHCKMe pabOTHMKM CTaUMOHAPHLIX OpraHM3auuMi CcouManbHOrO OGCIYXMBaHUS MpU  HanMyum
NULEH3MN Ha OCYLLECTBMEeHMEe MeOWULMHCKON OeATenbHOocTM <18>, npedycMmaTpuBalollei BbiNofiHeHWe paboT
(oka3aHuve ycnyr) Nno okasaHuio NepBMYHON MeQUKO-CaHUTAPHON NMOMOLLM B amBynaTopHbIX YCNOBUAX (HE3aBUCMMO
OT BeJOMCTBEHHOW NPUHAANEXHOCTH);

<18> TyHkT 46 yactm 1 ctatbn 12 depepanbHoro 3akoHa N 99-®3 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon degepaumm, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) MeguumHckue pabOTHUKM MELMLMHCKMX OpraHm3auui, OKasbiBaloWMX NEPBUYHYIO MEAMKO-CAHUTapPHYHO
nomMoLlb, NOABEeAOMCTBEHHbIX dedeparnbHbIM OpraHaM MCMOSIHUTENbHOM BRacTU UMM opraHaMm WUCMOSTHUTENbHOM
BnacTtu cyobektoB Poccuiickon Pepepaumy;

4) nHaonBuayanbHble npeanpuHuMartenum, ocyuecrtenarume MeanumHCKyro O0eATerlbHOCTb U BKIMKOYEHHbIE B
peectp MeaULNHCKUX opraHmsau,wh, OocyLlecTBnArWNX OeATENIbHOCTbL B ccbepe 00s13aTENBHOIO MEeaULIMHCKOrO
CTpaxoBaHu4.

37. I'Ipvl Ha3Ha4YeHn NneKapCTBeHHbIX npenapaTtoB rpaxgaHam, MMerLinmMm npaBo Ha becnnartHoe nony4yeHue
NeKapCTBEHHbIX npenapaTtoB Ui nony4vyeHune JnekapCTBeHHbIX npenapartoB CO cKngkown, B peuenTe yka3biBaeTCA
HOMEpP Teﬂe(bOHa, no KOTOpOMYy pa6OTHI/IK anTeyHon opraHunsauunmn npu HeobxoQMMOCTU MOXeT cornacoBaTb C
MeanLMHCKNM paGOTHI/IKOM 3aMeHYy NeKkapCTBEHHOIO npenapara.

38. HasHaueHue HapKoTUYecKUX W MCUXOTPOMHbIX JeKapCTBEHHbLIX npenapatoB cnucka Il lMepeyna (3a
WCKIMIOYEHMEM TEKAPCTBEHHbIX MpenapaToB B BuAe TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, a Takke
NeKapCTBEHHbIX MpenapaToB, COAepPXaluuX HapKOTMYECKOe CPeACcTBO B COMETAHUM C aHTarOHUCTOM OMUOWAHBLIX
peLenTopoB) rpaxaaHam, WUMeKLWUM npaBo Ha OGecnnaTtHoe MOoNyyYeHWe IeKapCTBEHHbIX MpenapaTtoB Wnn
Nofy4YeHnst NEeKapCTBEHHLIX MNPENapaTtoB CO CKUOKOMW, OCYLLECTBMSIETCS Ha peuenTypHoMm OnaHke dopmbl N
107/y-HIT, kK KOTOPOMY AOMONTHUTENBHO OhopMNAETCs peLenT Ha pelenTypHom 6naHke gpopmbl N 148-1/y-04(n) (B
OBYX 3K3eMnnspax npy ohopmMieHmn Ha ByMaxxHOM HocuTene).

39. HasHauveHune HapPKOTUYECKUX U MCUXOTPOMNHBLIX JNTEKAPCTBEHHbIX MpenapaTtoB CNUCKa Il I'IepeqHﬂ B BUae

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Jver 11



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

TpaHcaepMarbHbIX TepaneBTUYECKMX CUCTEM, HApKOTMYECKMX JflekapCTBEHHbIX npenapatoB cnucka Il Mepeyns,
cofepXalinmx HapKOTUYEeCKOEe CPEACTBO B COYETAHWM C aHTArOHMCTOM OMUOMOHbLIX PELIENTOPOB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaToB cnucka Il NepeyHs, nekapcTBEHHbIX NpenapaToB, BKMAYEHHbIX B nepedeHb [MKY,
cogepxawmxcsa B nognyHkte 2 nyHkta 11 HacTtoswero [lopsgka, npegHasHayeHHble ONA NeYeHust rpaxaad,
nmelLwmux npaBo Ha OGecnnaTtHoe MOMyyYeHVe neKapCTBEHHbIX MpenapaTtoB WM MOSTyYeHWEe JeKapCTBEHHbIX
npenapaToB CO CKMOKOW, OCYLLECTBISAETCA Ha peuenTypHbix 6rnaHkax doopm N 107-1/y u N 148-1/y-88, k koTOpbIM
OOMNONHNTENBbHO 0POPMIISIETCS peuenT Ha peuenTypHom GraHke dopmbl N 148-1/y-04(n) (B ABYX 3K3emnnsdpax
npy ocopMreHnn Ha ByMakHOM HocuTene).

KOJIMYECTBO

Mpunoxexue N 1
K Mopsagky HasHayeHus

rieKapCTBEHHbIX Mpenaparos,

yTBEPKAEHHOMY MPUKa3oM

MuHMCTEpCTBa 3ApaBOOXpPaHeHNs

Poccwiickon deaepaumm

oT 24 Hos6pst 2021 r. N 1094H

HAPKOTUYECKUX CPELOCTB UMK NCUXOTPOMNHbLIX BELLECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAHOM PELIENTE

N MexayHapoaHoe HenaTeHToBaHHoe dopma BbInycka u Konnuyectso
n/n HanMeHOBaHME HAPKOTMYECKOro n [03MpoBKa
NCUXOTPOMNHOrO SIEKAPCTBEHHOIO
npenapaTa
1. BynpeHopduH + HanokcoH TabneTkn 60 TabneTok
cybnuHreaneHble 0,2 Mr + | (ynakoBka, kpaTtHas N
0,2 mr 20)
2. BynpeHopduH PactBop Ans uHbekumn, 30 amnyn
0,3 mr/mn 1 mn (wnpuu-To6mkoB)
3. BynpeHopduH TpaHcaepmanbHbIn
nnacTbipb
35 mkr/vac 20 nnacTbipen
52,5 mkr/uac 10 nnacTbipen
70 mkr/vac 5 nnactbipen
4. MopduH PactBop aAns nHbekumn, 20 amnyn
pacTBOp AN NOLAKOXHOro (LINPUL-TIOBUKOB)
BBeaeHus 10 mr/mn 1 mn
5. KogewH + MopduH + HockanuH + PactBop Ans NogKoXHOro
ManaBepwuH + TebauH BBEJEHUS
0,72+5,75+2,7+0,36 + 20 amavs
0,05 mr/mn 1 mn y
1,44 +115+54+0,72 +
0,1 mr/mn 1 Mn
6. TpumenepungmH Tabnetkn 25 mr 50 TabneTok
7. TpumenepungmH PactBop Ansa nHbekuun 20 amnyn
10 mrfmn 1 mn (wnpuvu-TOOMKOB)
20 mr/mn 1 Mn put

[ata neyaTtn: 16.04.2025

Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)
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Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

8. MopduH TabneTtku (kancynbl) 180 TabneTok
NPOJSIOHIMPOBaHHOIO (kancyn)
aencreus 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopdmH TabneTkn
5 wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannu gns npnema
BHYTpb 20 mr/mn 20 Mn 4 cpnakona
11. MopdumH PacTtBop ansa npuema
BHYTPb (MOHOA,03bl)
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
NPOMOHIMPOBAHHOIO
nencTemd
5mr+25wmr 100 TabneTok
10 Mmr+ 5 wmr 60 Tabnetok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 TabneTok
13. | MponvonnndernnaTokcuaTunnnnepuanH | Tabnetkn sawevHble 20 50 TabneTok
Mmr
14. deHTaHun MnacTbipb
12,5 mkr/uyac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnacTtbipen
75 mkr/vac 10 nnacTeipen
100 mkr/yac 10 nnacTeipen
15. deHTaHun Cnpeit HasanbHbIN

dnakoH 50 mkr/go3a

2,0 mn (10 po3)
3,2 mn (20 pos)
5,0 mn (40 go3)

dnakoH 100 mkr/gosa
2,0 mn (10 goa3)
3,2 mn (20 go3)
5,0 mn (40 go3)

®dnakoH 200 mkr/gosa

24 dnakoHa
12 donakoHoB
6 doriakoHoB

12 donakoHoB
6 drakoHoB
3 conakoHa

[ata neyaTtn: 16.04.2025

Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)

Jnet 13



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

2,0 mn (10 goa3) 12 donakoHoB
3,2 mn (20 go3) 6 doriakoHoB
5,0 mn (40 go3) 3 donakoHa

MpunoxeHne N 2

Kk MNMopsigky HazHaveHust
nekapCcTBEHHbIX NpenapaTos,
YyTBEPXXOEHHOMY NPUKA30M
MuHUCTepCcTBa 34paBOOXpPaHEHS
Poccuiickon denepalimm

oT 24 HosA6pst 2021 r. N 1094H

CnpaBo4Ho
PEKOMEHOOBAHHbIE K UCTTOJIb3OBAHUIO COKPALLEHUA
NMPU OPOPMIIEHUU PELIENTOB
N CokpalieHne lNonHoe HanucaHne MepeBog
n/n
1. aa ana no, MOPOBHY
2. ac., acid. acidum Kkucnota
3. aer. aerozolum a’po3orib
4. amp. ampulla amnyna
5. aqg. aqua BOda
6. aq. purif. aqua purificata BOAa ouvuLLeHHas
7. but. butyrum Macno (Teepaoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CINOXHbI
10. D. Da (Detur, Dentur) Bbigan (MycTb BblgaHo, MNyctb 6yget
BblOaHO)
11. D.S. Da, Signa Detur, Signetur Beinait, o6osHave Mycts Oyner
BblgaHo, O6o3Ha4yeHo
12. D.t.d. Da (Dentur) tales doses Beipat (Tycto 6;’533/; Bbifiakb!) Takne
13. dil. dilutus pa3BefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Paspgenu Ha paBHble YacTu
15. emuls. emulsio 3aMynbecus
16. extr. extractum 3KCTPAaKT, BbITAXKA
[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust) Jlver 14



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

17. in enem. in enemas B MUKPOKIIM3Max
18. F. Fiat (fiant) MycTb obpasyeTtca (obpa3syroTcs)
19. gran. granulum rpaHyIbl
20. gt., gtt gutta, guttae Kanns, kannm
21. gtt. peror. guttae peroralis Kannu gng npuema BHYTPb
22. inf. infusum HacTon
23. in amp. in ampullis B amnynax
24. in tab. in tab(u)lettis B TabneTkax
25. | in tab. prolong. in tab(u)lettis prolongatis B Ta6neLKljéB%gg§<zc;t|w:'wOBaHHb'M
. B TabneTkax ¢ NPOSIOHIMPOBaHHbBIM
2. | M tab(.)ggolong, in tab(u)lettis prolongatis obductis BbICBOOOXOEHMEM, MOKPLITbIX
' obonoykon
27. in tubul. in tubulis B ToBuKax
28. lin. linimentum AVHUMEHT
29. lig. liquor XNOKOCTb
30. lot. lotion nocbLoH
31. m. pil. massa pilularum nunonsHas macca
32. membr. bucc. membranulae buccales NNEeHKN 3aLleyHble
33. M. Misce, Misceatur (MycTb (Scxl?;irnemam)
34. mixt. mixtura MUKCTypa
35. N. numero YMCNOM
36. ol. oleum Macno (>kugkoe)
37. past. pasta nacrta
38. pil. pilula, pilulae NUNIONSA, MU
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus OCaXXaEHHbI
41. pulv. pulvis NMOPOLLOK
42. g.s. quantum satis CKOJIbKO MOTpedyeTcs, CKOMbKO HaJo
43. r., rad. radix KOpeHb
44. Rp. Recipe Bosbmu

[ata neyaTtn: 16.04.2025

Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)




Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

45, Rep. Repete, Repetatur MoeTopu ([NycTb ByaeT NOBTOPEHO)
46. rhiz. rhizoma KOpHeBuLLE

47. S. Signa, Signetur 0603';%12523;2;3 yAeT
48. sem. semen cems

49. simpl. simplex npocromn

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. spr. nas. spray nasale crnpen HasanbHbIN

54. supp. suppositorium cBeyva, CynnosnTopum
55. susp. suspensio CyCneH3us, B3BECb

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTouKa

58. tubulis tubulis TIOOUKM

59. STT Systema Therapeutica Transcutanea Tep;zasiﬁ?a%r::gma;ema
60. ung. unguentum Ma3sb

61. vitr. vitrurn CKMsiHKa

MpunoxeHue N 2

K npukady MnHucTepcTBa 3apaBoOXpaHeHus
Poccwiickon deaepaumm

oT 24 HosA6pst 2021 r. N 1094H

®OPMA PELIENTYPHOI'O BNAHKA N 107-1/Y

MwuHucTepcTBO 34paBooxpaHeHust Poccuinckon
depepauymm

Koa dopmbl no OKY[Q
Kog yupexagennsa no OKIMNO

MeOuumHckas AoKyMeHTaLus

HanmeHoBaHue (wTamn)
MeIMLMHCKOW OpraHmn3aumm

HanmeHoBaHwve (LTamn) nHaAMBMAyansHoOro
npeanpuHMmaTens (ykasatb agpec, Homep U

dopma N 107-1/y

YTBEpPXKOEHa npuka3om
MuHucTepcTBa 3apaBOOXpaHEHMs
Poccuiickon denepavmu

OT 24 Hos10psa 2021 1. N 1094H

[ata neyaTtn: 16.04.2025
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Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

Oarty nMueH3nu, HaMMeHOBaHWe opraHa
rocygapCTBEHHON BMNacTu, BblAaBLUEro
NULEH3NIO)

PELENT
(B3pOCnbIf, 4ETCKUN - HY)KHOE MOAYEPKHYTL)
" 20T

damnnus, nHuumanbsl UMeHU N oTyecTBa (NocrnegHee - NPy HanMunm)
nauueHTa

[aTa poxgeHus

damunns, nHuumansl UMeHU 1 oTyecTBa (NocrneaHee - NPy HanuMyunm)
nevallero Bpaya (henbaliepa, akyLepku)

py6.|kon.| Rp.

MNMognuck M.IM.

1 neyaTb fevallero Bpava
(noanuck denbalepa, akyLepkn)

PeuenTt melicTBUTeJieH B TeueHue 60 mHer, mo 1 rToma (

(HyXHOE MNOOUEPKHYTH)

(ykazarb

KOJIMUECTBO IOHEM)

O6opoTHas cTopoHa

OTmeTKa 0 HasHa4YeHUN NeKapcTBEHHOTO
npenapaTa no peLLeHnio BpadeBHON KOMUCCUN

MpuroTtoBun Mposepun

OtnycTtun

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)

Tner 17



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

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

MwuHMCTEpPCTBO 34paBooxXpaHeHnst Poccuickon Kog chopmbl no OKY/[] 3108805
depnepaumm MeanunHckas AOKyMeHTaLms
®dopma N 148-1/y-88
HavnmeHoBaHue (Lwutamn) YTBEPXKOEHA NPUKaA3oM
MEANLIMHCKON opraHusauum MuHucTepcTBa 30paBoOXpaHeHus

Poccuiickon ®enepaumu
OT 24 Hos16psa 2021 1. N 1094H

HanmeHoBaHwve (LTamn) nHaAMBMAyansHoOro
npeanpuHMmMaTens

(ykasaTb agpec, HOMep 1 AaTy nUueH3uu,
HaumeHOBaHVe opraHa rocyaapcTBeHHOW
BMacTy, BblAABLLETO NINLIEH3MIO)

oo | ][] L) LML L L) L L

PELENT "t 20 T
(oaTa ocbopMneHus-peLenTa)

(B3pocnbli, OETCKUI - HYXXHOE NOAYEPKHYTH)

damunus, nHmumnansl UMEHN N oT4yecTBa (nocne,u,Hee - npu Ha.I'IW-IMVI)
nauneHTa

[aTa poxgeHus

Agpec mecTta xutenbctBa unu N MeOuUMHCKOW KapTbl amMBynaTopHOro nauueHTa, Mony4YalroLlero
MEOULIMHCKYHO NMoMoLLb B ambynaTopHbIX YCIoBUAX

damunus, nHuumanbsl UMeHU N oTyecTBa (NocrneagHee - NPy HanMunn)
nevaulero Bpada (dpenbalwepa, akyLwepku)

MNognuck 1 nevyaTb Nevallero Bpaya M.IM.
(noanuck denbaluepa, akyLepKn)

PeuenT genictButeneH B TeyeHne 15 gHen

O60opoTHast cTopoHa

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)

Jnct 18



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

OTmeTKa 0 HasHa4YeHUN NeKapcTBEHHOTO
npenapaTa no peLeHnio BpadeBHON KOMUCCUN

MpuroTtoBun Mposepun Otnyctun

®OPMA PELIENTYPHOIO BJTAHKA N 148-1/Y-04(I1)

MuHUCTEPCTBO 34paBoOOXpaHEHNSA YTBEPXOEHA
Poccuiickon depgepaumm npukasom MuHucTepcTBa
MECTO 34paBOOXpaHeHns
AN WTPY Ap b

Poccuiickon ®epepatmm
OT 24 Hos16ps 2021 1. N
1094H

XKO[OA <*>

LLUramn
Koa

MeOVLMHCKOW opraHu3aumm

LLramn
Kon

nHanBunayanbHOro npeanpuHuMaTena

Kog copmbl no OKY[ 3108805

®opma N 148-1/y-04(n)

Kon Koo Ho3onornyeckomn M CTOYHUK (brHaHCKMpOBaHMS:
KaTteropuu dopwmbl (no MKB) (nog4epKHyTh)
rpaxgaH % onnaTbl:
1. PegepanbHbin GogxeT (nooyepkHyTb)
2. bropxeT cybbekTa Poccuiickon
depepaumm

3. MyHuumnanbHbIn GrogxeT
1. BecnnatHo

2. 50%
3. nHon %

PELIEMT  Cepusa N [ata ocdopmneHus: 20 .

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust)

Jnet 19



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

damunusa, vHMUManbl MMeHM U oTyecTBa (MocneaHee - npwu
Hanuyuun) nauneHTa Hata poxaeHus

CHUNC

N nonuca
obsa3aTenbHOro
MeaNLUHCKOro
CTpaxoBaHus:

Homep mMeOnuUMHCKON KapTbl NAUMeEHTa, Nonyyatowero MeauLMHCKYo NMoMOLLb B aMBynaTopHbIX
yCrOBUSIX

damnnus, nHuumanbsl UMeHU N oTyecTBa (NocrnegHee - NPy HanMunn)
nevatlero Bpada (denbalepa, akyLwepku)

Py0. Kon. R ittt —eete e e e e e e e ————————raaaeeaaeeaaananreas
528 0o SRR
ST o0 = PSP PRSPPI

Mognuck 1 nevaTh Nevallero Bpaya M.

(noanuck denballepa, akyLepkn)

Peuent gencrteuteneH B Tedenne 15 gHen, 30 gHen, 90 gHen (Hy»)XKHOE NOOYEPKHYTb)

------------------- (BanonHsaeTca cneumanncTom anTeyHON OpraHn3aLUN) -------------------
OTnywieHo no peuenTy: Toprosoe HanMeHOBaHWe 1 403UPOBKa:
Oata otnycka: "__ " 20 . KonuyecTgo:

MpuroTtosun: Mposepun: Otnyctun:

(NMMHKUA oTpbiBa)

Kopeluok peuenTypHoro 6naHka Cnocob npMmMeHeHust:

HalMeHOBaHME MpoaomKNTENBHOCTL OHel

nekapcTBEHHOro npenapara:

[oaunpoBska: KonnyecTtBo NpMemMoB B €Hb: pa3

Ha 1 npuewm: en.

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust) Jlver 20



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust) Tuet 20(1)



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

<*> B cny4yae W3roTtoBnNeHWs peuenTypHOro OnaHka C WUCMNONb30BAHMEM KOMMBIOTEPHbIX
TEXHOMOTNMA.

O60opoTHast cTopoHa

OTmeTKa 0 Ha3HaYeHUM NeKkapcTBEHHOro
npenapara no peLleHuio BpadebHo komuccum

Mpurotosun Mposepun Otnyctun

MpunoxeHne N 3

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon denepalmm

oT 24 Hos16ps 2021 r. N 1094H

NOPAOOK
O®OPMIIEHUA PELENTYPHbLIX BTIAHKOB HA NIEKAPCTBEHHbIE NPEMAPATDI,
NX YYETA U XPAHEHUA

I. ObopmneHue peuenTta Ha 6ymaxHOM HocuTerne

1. Ha peuenTypHbix 6naHkax ¢gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n1) B NEBOM BEPXHEM Yrny
NpOCTaBMSsIETCS WTaMn MeAULUHCKON OpraHn3aumm ¢ yKasaHuemM ee HaunMeHoBaHus!, agpeca u TenedoHa ¢ gaTon
BbINUCKK (OaTon ohopMIieHns) peLenTta Ha nekapcTBeHHbIN npenapart.

HononHutensHo Ha peuentypHoMm 6naHke d¢opmbl N 148-1/y-04(n1) npoctaensieTca Kog MeLMLMHCKON
opraHusauum B cootBeTcTBUM ¢ OCHOBHBIM rOCY4apCTBEHHbBIM PErMCTPaLMOHHBIM HOMepoMm (danee - OMPH).

Cepusi peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BkntoyaeT kog cybbekta Poccuiickon depepaumm,
COOTBETCTBYIOLLMI OBYM nepBbIM umdpam O6wepoccuiickoro knaccudukartopa 00bekToB
agMVHUCTPaTMBHO-TEppUTOPManbHoro aenexus (ganee - OKATO).

Paspelwaetca uarotaBnuBath peuenTtypHble GnaHkm dopmbl N 107-1/y n cdopmbl N 148-1/y-04(n) c
MOMOLLLbK KOMMbIOTEPHBLIX TEXHOMOMUIA.

PeuentypHble 6naHkn dopmbl dopmbl N 148-1/y-88 unarotaBnmBaloTCA MCKMIHUYUTENBHO TUMNOrpadiCKnm
cnocobom.

2. Ha peuenTtypHbix 6GnaHkax, 0dQOPMIAEMbIX WHAMBMAOYANbHBIMA NpeanpuHUMaTensMu, WUMeLLMMA
JIMUEH3MI0O Ha MEeAVLMHCKYIO [AesTeNlbHOCTb, B BEPXHEM JIeBOM Yriy TunorpadckuM crnocobom unm nytem
MPOCTaBMEHNA LWTamna AOMKeH ObiTb ykasaH agpec MHAMBMAOyanbHOro npeanpuHUMaTens, HoMep M Aata
JIMUEH3MUN, HAUMEHOBaHNE OpraHa rocy4apCTBEHHON BNacTy, BblAABLLENO JIMLEH3MIO.

3. PeuentypHble 6naHkn copm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHATCA MEAMLMHCKAM
pabOTHUKOM YEPHUAMUN UIN LLIAPUKOBOW PYYKOW.

4. NlonyckaeTcs ohopMIieHne BCeX PEeKBU3UTOB (3a UckniodeHneM peksusuta "lloanuck nevailero Bpava
(nognuck denbpliepa, akywepku") peuentypHbix 6naHkoB dopmbl hopmbl N 107-1/y, dpopmbl N 148-1/y-88 n
dopmbl N 148-1/y-04(11) ¢ ucnonb3oBaHNEM NevaTaloLmX YCTPONCTB.

[ata nevatu: 16.04.2025 Cuctema KoHcynbTaHTlIntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluMpeHHas Bepcust) Jver 21



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

5. OhopmneHmne peuentypHbix 6naHkoB opmbl N 148-1/y-04(n) BkntoYaeT ungpoBoe KoanpoBaHue.
LindbpoBoe koamMpoBaHMe ykazaHHbIX peLenTypHbIX 6r1aHKOB BKIOYaET:

1) kog meguumnHckon opranmsaumm (OFPH) unu kog nHanesmayansHoro npeanpuHuMaTens B COOTBETCTBMM C
OCHOBHbLIM TOCY4apCTBEHHbIM pPernMcTpalMoHHbIM HOMEPOM WHAMBMAYaANbHOrO npeanpuHUMartens (nanee -
OIrPHWUIT), npocTtaBnseMbIin Npy N3roTOBEHUN PELLENTYPHbIX BI1aHKOB;

2) Kop, KaTeropum rpaxxgaH, MMerLLMX NpaBo Ha NoflyYeHNe NIEKAPCTBEHHbLIX NpenapaToB B COOTBETCTBUN CO
ctatben 6.1 ®enepanbHoro 3akoHa ot 17 mona 1999 r. N 178-®3 "O rocygapCTBEHHON coumanbHOM nomoiym”
<1>, 1 Kog Ho3ornorn4eckon copmbl No MexayHapogHOW CTaTUCTUYECKON Knaccudmkaumm 6onesHen n npobnem,
cBsi3aHHbIX co 3gopoBbemM (10-11 nepecmoTp) (aanee - MKB), 3anonHsieMble feyalumMm BpayoM NyTeM 3aHECEeHUs
KaXKgon umdppbl B NyCTble S4ENKKU, NP 3TOM TOYKa NPOCTaBAAETCA B OTAENbHON SYENnKe;

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

3) oTmeTKy 06 MCTOYHUKe hbmHaHcuMpoBaHus (denepanbHbin OromkeT [1], GopkeT cybbekta Poccumckon
depepaumu [2], MyHMumMnanbHbin 6ogxeT [3]) u npoueHTe onnatel peuenTa (6ecnnatHo [1], 50% [2], nHon % [3]);

4) WTPUX-KOA - OOMNOMHUTENbHbIA PEKBU3UT (B Cry4yae M3roTOBIEHUS HA Tepputopumn cybbekTa Poccuinckon
depepaumm peuentypHoro 6naHka ¢ MCrnonb30BaHMEM KOMMbIOTEPHBIX TEXHOIOTUR).

6. B peuenTtypHbix 6naHkax doopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpacde "®amunus, uHmumnansl
UMEHU 1 oTYecTBa (NocnegHee - Npu Hannyun) nauueHTa" ykasblBaloTca amMunns, MHUUmMansl UMEHU U OTYeCTBa
(nocnegHee - npu HaNM4MKM) NauMeHTa.

7. B peuentypHbix 6rnaHkax popm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpacde "[ata poxgeHna"
yKa3sblBaeTCs AaTa poXAeHUs naumeHTa (4Mcno, Mecsl, rof).

HononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 n hopmbl N 107-1/y ans neten B Bo3pacte
0o 1 roga B rpadge "[ata poxaeHus" ykasblBaeTCsl KONMYECTBO NOMHbIX MECSLIEB.

8. B peuenTypHbix GnaHkax copmbl N 148-1/y-04(n) B rpadax "CHWUJIC" n "N nonuca obasatenbHOro
MEeAMLIMHCKOro CTpaxoBaHUA" yKa3blBalOTCH CTPaxoBOW HOMEP WUHAUBMAyarbHOrO NULEBOro CHeTa rpaxaaHuHa B
MeHcnoHHoM doHae Poccuickon ®egepauum (CHWJIC) (npu Hanuumm) M HOMep nonmca 00A3aTenbHOro
MeOMLIMHCKOro CTpaxoBaHWs.

9. B peuenTypHbix GnaHkax c¢opmbl N 148-1/y-88 B rpacde "Agpec MecTa XuTenbcTtBa WM HoMep
MEeOULUMHCKON KapThbl NauueHTa, nosyyarLwero MegMUUHCKY0 NoMoLlb B amBynaTopHbIX yCnoBusx”, ykasbiBaeTcst
MOYTOBbLIA agpec MecTa XuTenbctea (MecTa npebbiBaHMs nnu Mecta (hakTUYECKOro NMPOXUBAHWUS) NauueHTa unm
HOMep MeOMUMHCKON KapTbl NauMeHTa, Nomny4vatoLLero MeanUMHCKYH NOMOLLL B aMOynaTopHbIX YCOBUSAX <2>.

<2> lNpwuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon ®Pepepaumm ot 15 nekabpsa 2014 r. N 834H "O6
YTBEPXKAEHUM  YHUPULMPOBAHHBIX (POPM  MEAMLMHCKONW [AOKYMEHTaUWUW, WCMNOMNb3yeMblX B  MeOULMHCKUX
opraHm3aumusix, OkasblBaloLLMX MEAULIMHCKYIO MOMOLLL B aMOynaToOPHLIX YCOBUSIX, U NMOPSAKOB MO MX 3arnOfHEeHNO"
(nanee - Mpukas N 834H) (3apeructpupoBaH MuHucTepcTBoM tocTuummn Poccunckon ®epepaumm 20 cespans
2015 r., pernctpaunoHHbin N 36160) ¢ nsSMeHeHMsAMM, BHECEHHBLIMU MpuKa3amMu MuHUCTepCcTBa 34paBooXpaHeHust
Poccuiickon ®epepauumn ot 9 anBapa 2018 r. N 2 (3apeructpupoBaH MuHucTepcTBOM tocTuLmnm Poccumnckomn
depepaumm 4 anpens 2018 r., pernctpaumoHHbin N 50614), ot 2 Hos16pst 2020 r. N 1186H (3aperncTpmpoBaH
MwuHucTepcTBoM tocTuumnm Poccuiickon ®epepauun 27 Hosbpsa 2020 r., permctpauyunoHHbii N 61121).

YKasaHMe W agpeca MecTa XMTenbCTBa W HOMepa MEAMUMHCKOW KapTbl MauueHTa, noryvaloLlero
MEOMLMHCKYH MOMOLLb B aMBynaTopHbIX YCINOBUSAX, He SABNSETCSA OLUNMOKOWN.

B peuentypHbix GnaHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeaMUMHCKOM KapTbl MaUMEHTa,
nony4varoLLero MeauUMHCKY0 MoMoLLb B ambynaTopHbIX YCrnoBusx" ykasblBaeTCs HOMEpP MeOULMHCKOM KapTbl
nauueHTa, nony4vatoLiero MeanLUMHCKYo MOMOLLb B aMOynaTOpHbIX YCIOBUSIX <3>.

<3> lNpuka3s N 834H.

10. B rpade "®amunusa, vHUUManbl UMEHM u oT4yecTBa (MocrnegHee - MpUM HanuMyuK) fedallero Bpada

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Ilver 22



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

(dbenbpwepa, akywepkn)" peuenTypHbix 6naHkoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) ykasbiBatoTcs
MOMHOCTBK (baMunus, UHUUMaNbI MUMEHW, oT4yecTBa (nocregHee - MpuU HanMyuM) MeAULMHCKOro paboTHMKa,
Ha3Ha4YMBLLEro NekapCTBeHHbIe NpenapaTtbl U opopMUBLLETO peLienT.

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

1) HauMmeHoBaHWe nfeKkapCTBEHHOro mnpenapaTta (MexayHapoaHoe HenaTeHTOBaHHOe HauMeHOBaHue,
rpyrnnUpOBOYHOE UMM XMMMUYECKOe HauMeHOBaHWe, TOpProBoe HaMMEHOBaHWE) Ha MaTUHCKOM $A3blke WM Ha
pycckoM 3bike, hopma BbliMycka, LO3MPOBKA, KONMMYECTBO (yKkasblBAaeTCs MPOMUCHbI0 Ha peuenTypHOM OrnaHke
cdopmbl N 107/y-HIT);

2) cnocob nNpMMeHeHWst NekapCTBEHHOIO npenaparta Ha rocyapCcTBeHHOM s3blke Poccuiickon Penepaumm
UNn Ha rocygapcTBeEHHOM s3blke Poccuickon Pepepaumm n rocygapCTtBEHHOM sidblke pecnyOnuvK v MHbIX A3blKax
HapopoB Poccuiickon ®enepaunm <4>.

<4> Yactb 1 crtatbm 15 3akoHa Poccuiickon ®epepaummn ot 25 oktsops 1991 r. N 1807-1 "O a3blkax
HapogoB Poccuiickon ®epepaunn” (nanee - 3akoH N 1807-1). (Begomoctn cbesga HapogHbix genytatos PCOCP
n BepxoBHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTenbcTBa Poccuiickon depepauun,
1998, N 31, cT. 3804).

KoHcynbTaHTlntoc: npumevaHue.
Hymepaums nyHKTOB AaHa B COOTBETCTBUM C ODULMAnbHbIM TEKCTOM JOKYMEHTa.

13. Tpn ocopmneHnn peuenTypHbIX ONaHKOB 3anpeLlaeTcs OrpaHuYMBaTbLCS OOWMMKU  yKa3aHWUSIMU,
Hanpumep, "BHyTpeHHee", "N3BeCcTHO".

14. PeuenTt, oopMneHHbIn Ha peuentypHom GrnaHke cdoopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
NoAnucbIBaeTCsl MeAMULUHCKMM paboTHMKOM M 3aBEPSETCS €ro neyarbto.

Peuent, odopmneHHbin Ha peuentypHom OnaHke d¢opmbl N 148-1/y-88 u cdopmbl N 148-1/y-04(n),
JONOSTHUTENBHO 3aBepseTCa NeYyaTbio MeaULMHCKON opraHn3auumn "Onsa peuenTtoB”.

Ina peuenTta, odoopMneHHoro Ha peuentypHom 6nanke doopmbl N 107-1/y, Hannuue nevatun "[Onsa peuentoB”
He siBnsieTcs 06s13aTenbHbIM.

15. Ha ogHom peuentypHom 6GnaHke dcopmbl N 148-1/y-88 n cdopmbl N 148-1/y-04(n) paspelsaertcs
OCYLLECTBMNATb Ha3Ha4YeHNe TONbKO OLHOr0 HaUMEHOBAHWS IEKapCTBEHHOTO Npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspeluaeTcsi OCyLLECTBNATbL Ha3HaA4YeHWe TOmbKO
O[HOTO HavMEHOBaHWsi NeKapCTBEHHOro npenapara, oTHocswerocsa no ATX K aHTMNCUXOTUYECKMM CpeacTBam
(kog NO5A), aHkcnonutunkam (kog NO5SB), cHoTBOpHBIM U cepaTuBHbIM cpeacTBam (kog NO5C), aHTugenpeccaHTam
(kog NOBA) 1 He nognexawero NPeaMeTHO-KONIMYECTBEHHOMY YYeTY, U 0O TPEX HAaVMEHOBAHWUIN JNIEKAPCTBEHHbIX
npenapaToB - ANsl UHbIX NeKapCTBEHHbIX NpenapaToB, He OTHECEHHbIX K BbilLeyka3aHHbiM ATX.

16. VcnpaBneHusi B peuenTe He JonycKalTcs.

17. Mpu odopmneHmn peuLenTypHbix 6naHkoB copm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NnekapcTBEHHbIE NpenapaTbl, Ha3Ha4YeHHbIE NO peLleHno BpadeOHoM koMuccum, Ha 00opoTe peuenTypHoro bnaHka
CTaBUTCA cneunanbHas oTmeTka (Lwtamnm).

18. Ha peuentypHom 6GnaHke c¢opmbl N 148-1/y-04(n) BHM3Y MMeeTCA INMHWUS OTpbIBa, pasgensitoLlias
peLenTypHbIN BnaHK 1 KOPELLOK.

KOpeLIJOK OT peuenTta, O(*)OpMJ'IEHHOFO Ha YyKa3aHHOM peuenTtypHOM OnaHke, BbloaeTcs nauneHTy (ero
3aKOHHOMY Flpeﬂ,CTaBI/ITeJ'IPO) B anTe4Houn opraHn3auun, Ha Kopellke p[genaeTcA OTMeTKa O HaMMeHOBaHUu
NekapCTBEHHOro npenapara, 4O3UpoBKe, Konn4yecrtsee, cnocobe NPUMEHEHUA.

1. OchopmneHue perenTta B hopMe 3NEeKTPOHHOIro AOKyMeHTa

19. Peuent B ¢OpMe 3MEeKTPOHHOIO [OKYMEHTA, MNOAMUCAHHOIO YCUITEHHOW KBanvduunupoBaHHON
3NIEKTPOHHOW MOANUCBID, (POPMUPYETCA MEOULMHCKMM paboTHMKOM, CBeOeHWss O KOTOPOM BHECEHbl B
denepanbHbIl PErMCTP MEeOULUHCKMX paboTHMKOB <5>, a TakkKke Npu YCNoBUWM perncTpaumm MeguLMHCKON
opraHusaumm, B KOTOpoOW odopMmngaeTcsa peuenTt, B deaepanbHOM peecTpe MeOULUHCKMX opraHusauum <6>
€VHON rocyAapCTBEHHON WHGOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXpaHEeHUs W MOAKIIOYEHUS Takou
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MeOULUMHCKON OpraHn3aummn K rocygapcTBEHHON MHPOPMaLMOHHON cucTeme B chepe 34paBOOXpaHEHUs cyObekTa
Poccuiickon depepaumm <7>.

<5> Yactb 4 cratbn 91.1 degepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbcTBa Poccuiickon
denepaumu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbn 91.1 ®egepanbHoro 3akoHa N 323-03 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724; 2020, N 29, cT1. 4516).

<7> Crtatbn 91 n 91.1 ®depepanpHoro 3akoHa N 323-®3 (CobGpaHme 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724).

20. TMpwn odhopmneHnn peuenta B OpMe 3IMEKTPOHHOrO [OKYMEHTa Ha FeKapCTBEHHble npenapaThl,
ykasaHHble B nyHkTax 9 u 11 lNopsaka HaszHayeHWs NekapCTBEHHbIX NpenapaToB, YTBEPXOEHHOro HacTosALUM
NPUKa3oM, 1 OTrNycKaemble 3a NOSIHY CTOMMOCTb, 3aMnONHATCA cneayoLwmne pekBU3nUThbI:

1) kog cybbekTa Poccuickon ®enepaumm no OKATO, onpenenstoLlmii rocygapCTBEHHYI0 MHPOPMALIMOHHYHO
cuctemy B cdepe 3gpaBooxpaHeHus cybbekta Poccuiickon Pepepaumu, B KOTOPOW COPMMPOBaH peLent B
hopme 3NEeKTPOHHOro AOKYMEHTA;

2) HauMeHOBaHME MEOMLMHCKOW opraHv3auuu, agpec, TenedoH unn damunus, MHULManbl MMEHU W
oTyecTBa (MocrnegHee - nNpU  HanmWuMM) WMHAMBMAYANbHOIO MpeanpuHUMaTens, WMEKLWEro JMUEH3NI0 Ha
MeOMLMHCKYI0 AeaTeNbHOCTb, ero agpec;

3) OIFPH iopuanyeckoro nuua (MeguvumHckon opranmsauumn) wunu  OFPHUM  uHguBmayanbHoOro
npeanpuHMMaTens;

4) paTta ochopmneHus peuenTta (ykasbiBaeTcs YNCIO, MecsiL, ron);

5) pata okoHuaHusi gencteBusa peuenta (popmmpyetcs rocygapCTBEHHOM MHEAOPMALMOHHOM CUCTEMON B
cdepe 3gpaBooxpaHeHns cybbekTa Poccunckon degepauumn B COOTBETCTBMM CO CpOKaMKn OENCTBUSA peuenTtoB: 15
aHen, 30 gHen, 60 gHen, 90 gHewn, o 1 roga);

6) yHuKanbHbIn HOMep peuenTta (QopMUPYETCs FOCYLapCTBEHHOW MHG(OPMAaLUMOHHOM cucTemMon B cdepe
3apaBooxpaHeHnst cybbekTa Poccuinckon Pepepaumm n obecneumBaeT OAHO3HAYHYO MOEHTUMMKALMIO peLenTa B
dopme aneKTpoHHOro gokymeHTta B codetaHmm ¢ OKATO, OMPH nnn OrPHANM);

7) oTmeTkm "cito" (cpouHo) mnm "statim" (HemeaneHHo) Npu HeOGXOAMMOCTU CPOYHOIO UMW HEMEANEHHOro
OTnycka nekapcTBEHHOro npenapara nauveHTy;

8) agpec nauuveHTa (ykasblBaeTCsA MOYTOBLIA afpec MecTa XWTenbcTBa (MecTa npebbiBaHMSA unn mecTa
hakTU4ecKkoro npoXxuBaHWs) C ykasaHMEM MHOEKCA, HAaUMEHOBaHWsA Kpasi, obnacTtu, pecnybnuku, aBTOHOMHOIO
oKpyra n uHoro cybwekta Poccuiickon depepauum, HAUMEHOBAHWS HAaCENEHHOrO MyHKTa, HAMMEHOBaHUsST ynuvubl
(npocnekTa, nepeyrka, npoesaa), Homepa foMa (C yka3aHMeM Koprnyca, Npu Hanu4Mm), Homepa KBapTupbl);

9) HOMep 3NEKTPOHHON MEeOULMHCKOW KapTbl NauueHTa B rocyaapCTBEHHOW MHOPMALMOHHOW cucTteme B
cdepe 3gpaBooxpaHeHus cyobekTta Poccunckon ®egepauum;

10) damunus, nms, oT4ecTBo (NocrneaHee - Npu HanUuMn) NauneHTa NoNHOCTbIo;

11) paTta poxaeHunsa nauueHTa (ykasbiBaeTcs YMCNoO, Mecsl, roa), ans geten oo 1 roga AONOMAHUTENbBHO
yKa3blBaeTCsl KONUYECTBO MOMHbIX MECALEB;

12) hamunusa, mHMUManbl MMEHM U OoT4vecTBa (MocnegHee - NpU HanMMuMM) MEOULMHCKOro paboTHMKa
MOMHOCTbIO;

13) HaMmeHOBaHMEe neKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHOe HauMeHOBaHue,
rPYNNMPOBOYHOE WM XMMUYECKOEe HauMeHOBaHWe, TOProBOE HaMMEHOBaHWE), O03upoBKa, hopMa BbIMycKa,
KONMYeCTBO (BCE MO3MLIMM YKa3blBaKOTCA HA PYCCKOM SA3bIKE);

14) cnocob npuMeHeHNs NekapCTBEHHOrO npenaparta Ha rocygapcTBeHHOM sA3blke Poccunckon depepauun
UM Ha rocygapcTBeHHOM s3blke Poccuiickon ®epepauum 1 rocyaapCTBEHHOM sA3blke pecnybnmk U MHbIX S3blkax
HapogoB Poccuiickon ®epgepaunn <8>;

<8> Yactb 1 ctatbu 15 3akoHa N 1807-1 (Begomoctn cbesga HapogHbix genytatoB PCOCP n BepxoBHoro
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Coseta PC®CP, 1991, N 50, ct. 1740; CobpaHue 3akoHogaTtenbcTBa Poccunckon Pepepaumm, 1998, N 31, cT.
3804).

15) [OKyMEHT, NoATBEPXKAAKLWMIA Ha3HAYeHWEe JEeKapCTBEHHOro Mnpenapara Mo peLlleHnio BpayvebHomn
KOMUCCUM MEeOULIMHCKOWM OpraHnsauuu;

16) oTMeTKa 0 HasHayeHUW NeKapcTBEHHOro npenaparta Mo pelleHuo BpadyeBGHON KOMUCCUMN MeaULIMHCKOM
opraHusauMuM B Cny4asX, ykasaHHblX B absaue BTOpoM nyHkTa 6 [Mopsioka HasHauyeHUs nekapCTBEHHbIX
npenapartoB, yTBEPXAEHHOIO HACTOSALMM NMPUKa30M;

17) OTMETKa O cneunanbHOM Ha3Ha4YeHUn NiekapCTBEHHOIO Mnpenaparta (3aHOJ'IHF|eTCF| B ChnyYdadXx, yKa3aHHbIX
B NYHKTax 15n24 I'Iopﬂ,u,Ka Ha3Ha4dYeHuna nekapCTBeHHbIX npenapartos, yTBepPXAEHHOIo HaCToALNM I'IpMKa3OM);

18) oTmeTka O creuManbHOM HasHA4YeHWM TeKapCTBEHHOro Mnpenaparta nauueHTy c 3aboneBaHueM,
TpebyLlWmMM ONUTENBHOrO KypCOBOrO NeyeHus (3anonHseTcs B crydae, ykasaHHOM B nyHkTe 23 [lopsagka
Ha3HaAYeHUsl JNIeKapCTBEHHbIX MpenapaToB, YTBEPXKOEHHOro HacTosLWMM MpUKasoM) C  NpoCTaBleHUeM
NeproanMYHOCTU OTMYyCKa NeKapCTBEHHOro npenapaTa;

19) npu odopmneHun peuenta B dopMe SNEKTPOHHOTO [OKYMEHTa Ha neKkapCcTBeHHble npenaparsbl,
ykasaHHble B noAnyHkTax 2 - 5 nyHkta 9 u nyHkTe 11 [Nopsigka HasHayeHUs NekapCTBEHHbIX Mpenaparos,
YTBEPXXAEHHOIO HACTOALLMM NPUKa3oM, rpaxgaHam, MMEIOLLIMM NpaBo Ha GecnnaTHoe MoryyeHne nekapcTBEHHbIX
npenapaTtoB WM MOJNlyYeHUE JEeKApCTBEHHbIX MpenapaTtoB CO  CKUAKOMW, 3anoSiHSITCS  PEKBUSUTDI,
npeayCcMOTPeEHHbIe NoAnyHKTaMu 1 - 18 HacTosILLEro NyHKTa, a Takke criedyolme pekBUsUTbI:

a) kateropusi rpaxaaH, MMeLLMX NpaBo Ha MoJlyYeHUE NEKAPCTBEHHLIX NpPenapaTtoB B COOTBETCTBUM CO
ctatben 6.1 ®egepanbHoro 3akoHa ot 17 mona 1999 r. N 178-®3 "O rocygapCTBEHHOW coumanbHOM nomoLym"”
<9>;

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 1999, N 29, ct. 3699; 2020, N 52, cT. 8577.

©) kog Hosonornyeckorn opmbl No MKB;

B) UCTOYHMK puHaHcupoBaHus (1 - doegepanbHbin BogxeT, 2 - GogxeT cybbekTa Poccuiickon ®egepauum,
3 - MyHMLMNanbHbIN BlomKeT);

r) pasamep onnartbl (1 - 6ecnnatHo, 2 - 50%, 3 - nHon %);

) CTpaxoBOW HOMEpP MHAMBUAYASIbHOIO NULEBOro cdeTa rpaxgaHuHa B lNMeHcnoHHoM doHae Poccunckon
depepaumm (npu Hanuumn) (CHUIIC);

€) Homep nonmca 065a3aTenbHOro MeANLIMHCKOrO CTPpaxoBaHUs.

21. lMpwn npocTaBneHnn OTMETKW, yKasdaHHOW B nognyHkte 16 nyHkta 20 Hactosiwero lMopsgka, peuenT B
dopMe 9NEKTPOHHOro [OKYMEHTa MOAMUCHLIBAETCS YCUMEHHOW KBannuUUMPOBAHHOM 3SIEKTPOHHOM MOAMNUCHI0
npeacegaTens wUnu cekpetaps BpayebHON KOMUCCUWM MEOMLMHCKOWM OpraHu3auuun, npyu npocTaBfeHunM OTMETOK,
yKasaHHbIX B nognyHktax 17 m 18 nyHkta 20 Hactosiwero lMopsigka, - YCUNEHHbIMW KBannuuMpoBaHHbLIMM
3MNEKTPOHHBIMW NOAMNMCAMMW COOTBETCTBYIOLUNX MEANLMHCKNX PabOTHMKOB.

22. Mo TpeboBaHMIO NauueHTa UK ero 3akOHHOro MpeacTaBUTENs 0POPMIISETCA SK3EMMAp peuenta B
dhopme 3MEKTPOHHOrO OKYMEHTa Ha ByMakHOM HocuTene ¢ oTmeTkon "[ybnukaTt aneKTpoOHHOro AOKyMeHTa".

lll. YyeT peuenTypHbIX 6r1aHKOB (32 UCKIOYeHUEM peLenTypPHbIX
6naHkoB no coopme N 107/y-HIM "CneumnanbHbM peuenTypHbIM 6r1aHK")

23. Yyet peuentypHbix 6naHkoB cdpopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), narotaBnMBaembix
Tunorpadpckum crnocobom (ganee - peuenTypHble OnaHku, noanexaiime y4veTy), OCYLUEeCTBRSIeTCA B XypHanax
yyeTa, NPOHYMEPOBaHHbIX, NMPOLUHYPOBaAHHbLIX U CKPEMNMEHHbIX MOANNCHI0 PYKOBOAUTENS U NeYaTbio MeANLMHCKON
opraHuMsaumMm wunuv MNOANUCHI0 MHAMBMAYaNbHOrO MNpeanpuHMMaTens, UMEIOLEero MULEH3NI0 Ha MeOMLIMHCKYHO
AeATenbHOCTb.

24 . )KypHan y4eTa peLenTtypHbix 6naHkoB chopmbl N 107-1/y cogepxuT crnegytoime rpadbl:
1) Homep no nopsaaky;

2) B pasgene "lMpuxoa™

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Ilver 25



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

a) pata perucrtpaumm JOKyMeHTa, NoATBEPXKAAOLLErO NOCTYNNEHWE;
6) HoOMep 1 JaTa 4OKYMEHTa, NOATBEPXKAAIOLLErO NOCTYNNEHNE, HAUMEHOBAHWE NOCTAaBLLMKA;
B) o6Liee KonmMYecTBO NOCTYNMBLUNX peLenTypHbIX 6NaHKoB;

F) (*)aMI/IJ'IMFl, MHUUnanbl UMeHn un oT4yecTBa (nocne,u,Hee - npun HaJ'II/I‘-II/II/I) M noanmcb OTBETCTBEHHOIO
MeanLIMHCKOIro pa6OTHMKa, nony4ymeLlero peuenTtypHblie OnaHKu OT NOCTaBLUUKA;

3) B pa3gene "Pacxoa":
a) gaTta Bblgayv peLenTypHbIX Gr1aHKoB;
©0) KONMM4YecTBO Bbl4aHHbIX peLenTypHbIX 61aHKOoB;

B) chamunusa, nHuumMansl UMEHM U OTYecTBa (MocregHee - MpU HanuyuM) OTBETCTBEHHOMO MEeAMLMHCKOro
paboTHMKA, NONYyYMBLLETO peLenTypHble 6naHKu;

F) noanmncb OTBETCTBEHHOIo MeaAnLIMHCKOro pa6OTHI/IKa, nony4ymeLlero peuenTtypHble OnaHku;

4) d)aMMJ'II/Iﬂ, MHUgnanbl MUMEHM M OT4HecCTBa (nocnep,Hee - npun HaJ'II/I‘-II/II/I) M noanncb OTBETCTBEHHOIo
MeanLIMHCKOIro pa6OTHMKa, BblaaBLUEero peuenTtypHbie GnaHku;

5) ocTtaTok peLenTypHbIX Gr1aHKOB.

25. XypHan y4yeTta peuenTypHbix 6raHkoB dopm N 148-1/y-88 u N 148-1/y-04(n) copoepxuT crneayoLime
rpadobl:

1) HoOmMep No NopsaKy;

2) B pasgene "lMpuxoa™

a) gaTta peructpaumm JOKYMEHTa, NOATBEPXKAAIOLEro NOCTYNIEHNE;

6) HoMep ¥ faTa JOKYMeHTa, noATBepXAatoLwero NocTynyeHne, HaMMeHOBaHWE NOCTaBLLMKa;

B) o6Liee KonM4ecTBO NOCTYNMBLUNX peLenTypHbIX 6N1aHKoB;

r) cepum 1 Homepa peuenTypHbIX 6naHKoB;

[) KONMYECTBO peLenTypHbIX BTaHKOB MO cepusiv;

e) d)aMVU'II/Iﬂ, MHUgnanbl MMEHM M OT4HecCTBa (nocnep,Hee - npun HaJ'II/I‘-II/II/I) M noanncb OTBETCTBEHHOIo
MeanLIMHCKOIro pa6OTHMKa, nony4ymeLlero peuenTtypHblie OnaHKu OT NOCTaBLUUKA;

3) B pasgene "Pacxoa":

a) AaTta Bblgayv peLenTypHbIX Gr1aHKoB;

©) cepuun n Homepa BbIgAHHbBIX PELLENTYPHbLIX O1aHKOB;
B) KONIMYECTBO BblAAHHbIX peLenTypHbIX 6aHKoB;

F) cbamvmvm, MHUUnanbl MMeHn n oT4yecTBa (nocne,u,Hee - npu Haﬂl/l‘-ll/ll/l) OTBETCTBEHHOIO MEANLIMHCKOIo
pa6OTHMKa, nony4yumsLlero peuenTtypHble OnaHku;

,D,) noanmcb oTBETCTBEHHOIO MeaAULIMHCKOIo pa6OTHl/IKa, nony4yumseLlero peuenTtypHble OnaHku;

4) d)aMMJ'II/Iﬂ, MHUgnanbl MMEHM M OT4HeCTBa (nocnep,Hee - npun HaJ'II/I‘-II/II/I) M noanncb OTBETCTBEHHOIo
MeauLIMHCKOIro pa6OTHMKa, BblAaBLUEero peuenTtypHbie GnaHku;

5) ocTtaTok peuenTypHbiX 6naHKoB.

26. VYdeT peuentoB, OQOPMSIEHHLIX B QOPME SNEKTPOHHOIO [AOKYMEHTa, OCYLIEeCTBNseTCcaS B
rocyapCTBEHHON WH(OPMALUMOHHON CUCTEME B cdepe 3apaBooXpaHeHus cybbekta Poccunckon depepauun
NnocpeacTBOM Be4eHWs eQnHOro peecTtpa peuenTtoB, 0hOPMIIEHHbIX B (POpME 3NEKTPOHHbLIX JOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 65TAHKOB (32 UCKIMIOYEHUEM pPeLeNnTYPHbIX
6naHkoB no coopme N 107/y-HIM "CneumnanbHbM peuenTypHbIM 6r1aHK")

27. MeanuunHckme opraHusauun nony4varT HeobxoauMble peuenTypHble OnaHku, Od)OpMJ'IeHHbIe
TMﬂOFpa(bCKI/IM crnocobom, 4yepe3 TeppuTtopurarnbHble OpraHbl ynpaBneHna 34paBOOXpPaHEHMEM Unn opraHn3auuu,
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YNOJSIHOMOY€HHblI€ Ha 3TO OpraHamu MCMNONHUTENbHOW BNacTn Cy6'beKTOB Poccunckon Cbep,epau,mw.

28. PeuentypHble OnaHku, noanexawme YyyeTy, XpaHATCS OTBETCTBEHHbIM JIMLOM, Ha3HA4YeHHbIM
pykoBOAMTENEM MEOULUHCKOW opraHusauum, B  3anMpaemMoM MeTannuMyeckom wkady (cendpe) wnu
MeTarnnmMyeckoMm sLLmke.

29. NngusmnayansHbl npegnpuHMMaTtesib, UMELWUN NNLEH3NI0 Ha MEOULMHCKYIO AeATENbHOCTb, XpaHUT
peLenTypHble GraHkK, nognexaiume yyeTy, B 3anMpaemMom MeTannmyeckom Lwkady (cende) unu metaninyeckom
ALLNKE.

30. lMpoBepka COCTOSHMSA XpaHeHWsl, y4yeTa, (PaKTUYECKOro Hanmums M pacxoga peuenTypHbiX OnaHKoB,
noanexatimx yyety, o4uH pa3 B KBapTan OCyLLEeCTBSeTC KOMUCCUEN, CO34aHHON B MEQULMHCKOW OpraHu3aummn.

31. PeuenTypHble GnaHku, odopmrisiemble Ha OymMalkHOM HocuTere W noasiexailiue y4veTy, BblAaroTcs
MEAULMHCKUM paboTHMKaM, MMEetoLLMM npaBo 0hopMIIEHNS PELIeNnTOB, MO PACMOPSHKEHMIO TMIaBHOMO Bpaya Ui ero
3aMecTuUTens.

MonyyeHHble peuenTypHble GraHkuM Ha GyMakHbIX HOCUTENSIX XPaHATCS MEeOWUUMHCKMMKU paboTHUMKamu B
nomelLLeHusIX, 06ecrnevmBaroLLMX UX COXPaHHOCTb.

32. [lporpamMMHO-TEXHUYECKME CpeAcTBa rOCyAapCTBEHHbIX WH(OPMaUMOHHBIX cucTeM B  cdepe
3[4paBOOXpPaHEHUSA, MEANLIMHCKUX MHADOPMALIMOHHBIX CUCTEM MEOULMHCKUX OpraHu3aumin obecnednBatoT XpaHeHne
3NEKTPOHHbIX peLenToB, 0POPMIIEHHBLIX B (DOPME 3NIEKTPOHHBLIX JOKYMEHTOB B TEYEHWE CPOKOB, YCTAHOBIEHHbIX
ONS XpaHeHust peuenToB, ODOPMIIEHHbIX Ha COOTBETCTBYHOLLMX POpMax peuenTypHbiX GraHkoB Ha OymakHOM
HocuTene <10>.

<10> T[lognyHkTt 5.2.169 T[lonoxeHus o MwuHuctepctBe (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2012, N 26, cT. 3526; 2021, N 43, cT. 7258).

MpunoxeHue N 4

K npukady MnHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon denepalimm

oT 24 HosA6pst 2021 r. N 1094H

®OPMA CIMEUMANBHOIO PELENTYPHOIO BJTAHKA N 107/Y-HI1

MwuHucTepcTBO 34paBooxpaHeHust Poccuinckom Kopg chopmbl no OKY[
denepaumm MeamumHcKkas oKyMeHTaums
®dopma N 107/y-HI1,
yTBEpXOeHHasa Npukasom
5 MuHucTepcTBa 3apaBOOXpaHeHs
wramn MeanunHCKoOn opraHmnsaunum Poccurickon d)ep‘epau‘mm
oT 24.11.2021 N 1094H

PELIENT

Cepus N

" 20 T
(oaTa BbiNMUCKM peLenTa)

(B3pOCnbIf, LETCKUN - HY)KHOE MOAYEPKHYTh)
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damnnus, nmsi, oT4eCTBO (MOcnegHee - Npu HanU4Mm)
nauueHTa

Bospact

Cepl/lﬂ M HOMEp nonuca 006s13aTEeNbHOro MeAMLMHCKOro CTpaxoBaHuA

Homep megmumHckon kapTbl

damunug, nms, oT4ecTBO (NocnegHee - NpU HanNU4MK)
nevallero Bpaya (dhenbalepa, akyLepku)

0 PPN

Moanucb 1 NYHas neyaTtb Bpaya
(noanuck denbalepa, akyLepkn)

M.I.

damunus, nus, oT4ECTBO (nocnep,Hee - npu HaJ'II/I‘-II/II/I) n noanncb yrnosIHOMOYEeHHOro nuua
MeanLUMHCKON opraHusauunmn

M.I.

OTmeTKa anTeyHomn opraHm3auum ob oTnycke

damnnus, nmsi, oT4eCTBO (MOcnegHee - Npu HanNU4MKn) N NOANUCL paboTHMKA anNTeYHOW OpraHn3auun

M.T.

Cpok genictBus peuenTta 15 gHen

MpunoxeHne N 5

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon denepalmm

oT 24 Hos16psa 2021 r. N 1094H

NOoPAOOK
M3roTOBNEHUA, PACMNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA
PELEENTOB, COOEPXXALWMUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
UIN NCUXOTPOIMNHDbIX BELLECTB

|. Mopsinok usroTorneHus, pacnpeaeneHus cneumanbHbIX
peuenTypHbX 6naHkoB no copme N 107/y-HI

1. OpraHusauuio M3roTOBMEHMS W pacnpeeneHus peuenTypHbix OnadkoB no c¢dopme N 107/y-HI
"CneumanbHblii peLenTypHbI 6naHk" (ganee - cneuunanbHbI peLenTypHbIv 6naHk) ocywecTtenseT MuHMcTepcTBO
3apaBooxpaHeHus Poccuiickon Pepepaumm (aanee - MUHUCTEPCTBO).

2. CneuuaneHble pelenTypHble GraHku ABNSIOTCA 3alluULLEeHHON nonurpadMyeckon Npoaykumen ypoeHs "B,

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Jlver 28



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
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n3roTaBnmMBaeMon Ha Bymare po3oBoro ueTa pasmepom 10 cm x 15 cM, OMKHBI UMETL CEPUI0 U HOMED, a TaKke
cooTBeTCTBOBaTb TpeboBaHMsIM, yKazaHHbIM B npukade MuHuctepctea dmHaHcoB Poccuiickon ®epepaummn ot 29
ceHTs6psa 2020 r. N 217H "O6 yTBepxaeHUn TexHu4ecknx TpeboBaHWi 1 yCIOBUIA N3rOTOBIEHNS 3aLLMLLEHHON OT
noagenok nonvrpaduyeckon npoaykumm" (3apernctpuposaH MuHuctepcTBoMm toctuumm Poccuniickon depepauun
16 Hos6pst 2020 r., pernctpaumoHHbin N 60930).

3. B uensx opraHusauuMuM W3roTOBMEHMS W pacnpedeneHus crneumanbHbiX pPeuenTypHbIX GraHkoB
MeaMLMHCKMEe opraHM3auuu, nMetoLlMe nNpaBo OCYLLEeCTBNAThL Bbldady peuenToB Ha HapKoTUYecKne cpeacTBa unu
ncuxoTponHble BewecTBa cnucka Il lNMepedHs n 3apernctpupoBaHHble B Poccuiickon depepaumm B KavecTse
NeKapCcTBEHHbIX NpenapaTtoB ANd  MeOWUMHCKOrO MNPUMEHEHUs (ganee COOTBETCTBEHHO - MeauuMHCKas
opraHm3aumnsi, HApKOTUYECKMI (MCMXOTPOMHBIN) NeKapCTBEHHbIN NpenapaT), COCTaBMAT 3asBKM Ha peLenTypHble
OGnaHku.

4. B cpok o 1 oKTAOpsA Tekyllero roga 3asBKiM MeOULMHCKMX opraHu3auuii Ha cneumarnbHble peLenTypHble
GnaHku NpeacTaBnsATCS:

1) MEAVMUUHCKUMW OpraHusaumsmMun, HaxoOsaWMMUCA B BedeHuM deaeparnbHbIX OpraHoB WUCMONHUTENbLHON
BMacTu, - B COOTBETCTBYIOLNE deaepanbHble opraHbl UCMONHUTENBHOW BNacTy;

2) MeOVMUMHCKUMW OpraHm3auusiMm, Haxogswmmucs B BefeHunM cybobekTtoB Poccuiickon ®epepaumum,
MEOVLUMHCKUMU  OpraHm3aumsiMym  MyHUUMNANbHOW W YacTHOW CUCTEM 3[paBOOXPaHeHWss - B Opradbl
NCNONMHUTENBHOM Bnactn cybbektoB Poccuinckon depepaumm B cdepe OxpaHbl 300pOBbS paxdaH, Ha
TEPPUTOPUN KOTOPBLIX OHWM PacMoOSIOXKEHbI (Oanee - opraHbl UCMOSNTHUTENBHOM BRacTn cybbekToB Poccuiickon
depepauunm).

5. B 3asBke MeOWLIMHCKOWM opraHusauuy Ha crneuuanbHble pelenTypHble GrnaHku ykasbiBaloTcs criegyolme
cBeAeHus:

1) cBedeHuss 0 MeAWLMHCKOW opraHv3auuv, nodaBlUelr 3asBKy Ha creuunarnbHble peuenTypHble GraHku
(nonHoe HaumMeHoBaHWe, agpec MecTa HaxoXaeHus);

2) KOINMM4eCTBO crneunalbHbIX peuenTypHbIX ©OnaHkoB, n3pacxogoBaHHbIX MeONLMHCKON opraHmsauMeﬁ Ha 1
AHBaApPA npeawecTeyoLllero roga,

3) KOnMYecTBO crneumanbHbliX pPeLenTypHbiX OnaHKoB, HEOOXOAMMBIX MEOWLMHCKOW OpraHmsauumn Ha
cnefyowunm rog.

3asBka  MeauUUHCKOMN opraHunsauunmn Ha cneuunarnbHble peuenTypHble OnaHku noanncbiBaeTcA
pykoBoautenem MeONLMHCKOMN opraHm3auuu, KOTOprI7I HeceT nepcoHaribHyH OTBETCTBEHHOCTb  3a
0B6OCHOBaHHOCTL U 0OCTOBEPHOCTb YKa3aHHbIX CcBEeOEeHUN.

6. CDe/J,epaanble opraHbl WCMONHUTENbLHON BNacTn, B BEAEHUU KOTOPbIX HaxoaATCA MeaunuunHCKne
opraHunsauun (/J,anee - cbe,qepaanble OpraHbl NCMONHUTENBbHON BJ'IaCTI/I), N opraHbl NCMOSHUTENBbHON BracTn
Cy6'beKTOB Poccuiickon <Dep,epau,ww Ha OCHOBaHMMN 3adABOK MeOULIMHCKUX OpFaHI/I3aLI,Ml7I Ha cneunarnbHble
peuenTtypHble OnaHku (bOpMMpyPOT CBOOHbIE 3adBKM Ha cneunarnbHble peuenTypHble OnaHkM 1 B CpoK oo 1
p,eKa6pﬂ TeKyllero roga npeancrtaBnaroT Ux B MI/IHMCTepCTBO.

7. B cBOgHOM 3asiBKe Ha crieunarnbHble peuenTtypHble OnaHku YKa3blBalOTCA crneayrwume ceeaeHus:

1) cBegeHnst o bepepanbHOM OpraHe MUCMOSTHUTENBHOW BNAcTK (OpraHe MCMOMHUTENbHOW BriacTh cybbekTa
Poccuiickon ®epepauun), npeactaBuMBLUEM CBOAHYH 3asiBKy Ha cheuuvanbHble peuenTypHble 6naHku (nonmHoe
HavMeHOBaHWe, agpec MecTa HaxoXaeHus);

2) KONMMYEeCTBO creumanbHbIX peuenTypHbix OnaHKoB, pacnpegeneHHbx degepanbHbiM - OpraHom
NCMNONHUTENBHOW Brnactu (OpraHoM UcronHUMTEeNbHOW Bnactu cybvekta Poccuiickon ®epepauun) Ha 1 siHBaps
npeaLecTByoLero roaa Mexay MeauunuHCKUMn opraHmsaLmsamu;

3) KOmMyecTBO creumanbHbIX  peuenTypHbiX  6naHkoB, HeobxoauMmbix  dedepanbHOMY — opraHy
NCMONHMUTENBHON BracTu (opraHy WMCMofHMTENbHOW Bnactu cybbekta Poccunckon Pegepaummn) Ha crnegyroLimn
rog Ans pacnpeaeneHns mexagy MeauunmHCKMMM opraHnsaumamu;

4) cBegeHua O NOOBEOOMCTBEHHOW  OpraHu3auum,  YrnosfIHOMOYEHHOW  hedepanbHbIM  OpraHoM
NCMNOMHUTENBHOW BNacTu (OpraHoM WMCMNONMHUTENbLHOW Bnactu cybbekta Poccuickonn ®enepauun) ocyecTBnATb
nonyyYyeHne cneumanbHbIX peuenTypHbiX OnaHkoB OT MUHUCTEpPCTBA, MX XpaHeHWe W Bblgady MeAULIMHCKAM
opraHusaumsam (NonHoe HaumeHoBaHue, agpec Mecta HaxoxaeHus, WHH/KMM, OKTMO opraHusauumum,
dhakTnyeckui agpec nocTasBku).
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8. Ha ocHoBaHMM MOy4YeHHbIX CBOAHLIX 3asiBOK Ha crneuuarnbHble peuentypHble 6raHkM MuHUCTEpPCTBO
eXerofHo B cpok Ao 15 sHBaps creaytolero roga opMupyeT 1 yTBepXKaaeT nnaH pacnpeneneHuns cneumnanbHbIX
peuenTypHbIX GnaHKoB, B KOTOPOM OTpakaeTca rogosasi noTpebHocTb Poccuiickoit ®egepaumn B cneumanbHbiX
peuenTypHbIX GnaHkax (ganee - nnaH pacnpenenexHns MuHMcTepcTBa).

9. B nnaHe pacnpegeneHms MUHUCTepCcTBa yKasblBalOTCA crieayrolime cBeeHus:
1) NopsiAKoOBbLI HOMEP 3anucy;

2) HaumeHoBaHue pedepanbHOro OpraHa MWCMOMHUTENbHOW BNacTu (opraHa WMCNOSIHUTENBHOW BRacTu
cybbekTa Poccwuiickon depepaumm), NpeacTaBMBLLETO CBOOHYHO 3a8BKY Ha crieumarnbHble peuenTypHble OnaHkuy;

3) HeobxoaMMoe KONMYecTBO creLmnanbHbIX peLenTypHbIX GraHKoB.

10. HanpaBneHme cneumarnbHbIX peuenTypHbIX OnaHkoB d)e,u,epaanblM opraHam NCMONHUTENbHON BRacTy,
opraHam MCNONHUTENbHON BRacTn Cy6beKTOB Poccurickon CDep,epau,MM OCyLlecCTBIdeTCA MI/IHMCTepCTBOM B
Konn4yecTse, npeayCMoTpeHHOM MiiaHOM pacnpenerneHus MI/IHI/ICTepCTBa.

11.  MWHUCTEPCTBOM  [OMOMHMTENbHO K  KONMYECTBY  creumarnbHbiX — peuenTypHbiX  GnaHKos,
npedycMOTpPeHHOMY NnaHoMm pacnpegenenuss MuHucTepcTBa, (POpMUPYETCA pes3epBHbI 3anac crneumanbHbIX
peuenTypHbIX GnaHKoB B KOnnyecTse, He npesbiliatollem 150 000 crneumanbHbIX peLenTypHbIX 6riaHKoB.

12. B cnyyae yBenuyeHuss NOTpeOHOCTU B cheumnanbHbiX peuenTypHbiX GnaHkax depeparnbHble OpraHbl
NCMNOMNHUTENBHOW BNacTh (OpraHbl UCMOMHUTENBHOW BnacTu cyobekToB Poccuiickon Pepepaumm) HanpaBnswoT B
MWHUCTEPCTBO CBOAHbIE 3asBKM Ha [OOMONHUTENLHOE KONIMYECTBO CreumanbHbIX peuenTypHbiX OGnaHkoB (c
0B6OCHOBaHMEM YBENUYEHUS NOTPEBOHOCTU B crneuumanbHbIX peLenTypHbIX GraHkax), KoTopble NpPesoCcTaBnsAlTCA
MWHMCTEPCTBOM M3 pe3epBHOro 3anaca crneumnanbHbIX peuenTypHbIX 611aHKoB.

13. ®epepanbHble oOpraHbl WUCMOMHUTENBHOW Bractu (OpraHbl MCMOJNIHUTENBHOW BNAcT CyObLEKTOB
Poccuiickon ®enepaummn) pacnpegenstoT NolydeHHble cneunanbHble peLenTypHble OnaHkn Mexay MeauuMHCKUMN
OpraHu3aumMsMm Ha OCHOBaHMM MNaHOB pacnpedenenns, copMUMpPOBaHHLIX B COOTBETCTBUM C 3asiBKAMM
MEeAMLIMHCKUX OpraHn3aumi Ha crneumarnbHble peLenTypHble OnaHku.

Il. Mopsipok perucTpauun, yyeta U XpaHeHUs1 cneumanbHbIX
peuenTypHbX 6naHkoB no copme N 107/y-HI

14. MuHnCTepcTBO, WHble deaeparnbHble OpraHbl UCMOMHUTENBHOW BRAcTU W OpraHbl WUCMOMHUTESbHOWN
Bnactn cybwvektoB Poccuiickorn Pepepaumm opraHu3ylOT XpaHeHWe cneuuanbHbIX peuenTypHbiX OnaHKoB B
NnoABEeAOMCTBEHHbIX OpraHM3auusx, YNOMHOMOYEHHbIX OCYLWEeCTBNATb MOMyvYeHue chneuunanbHbIX peuenTypHbIX
6naHkoB OT MwuHWCTEpPCTBA, UX XpaHEHME M Bblaady MeOUUMHCKUM OpraHvM3auusiM (ganee - ynorHOMOYeHHas
opraHusaums).

15. B ynonHomoquHoM opraHmnsauunm wu MeANLMHCKOM opraHm3auuu, I'IOJ'Iy‘-II/IBLIJeIZ cneumnarnbHblie
peuenTtypHble BGnaHkm, OpraHndyeTcd permctpaumns, ydet n XxpaHeHne cneumarnbHbIX peuenTypHbIX GnaHKoB.

PeFVICTpaLI,Mﬂ, y4qyeT U XpaHeHue pe3epBHOro 3anaca cneuunanbHbIX peuenTypHbIX OnaHkoB MI/IHI/ICTepCTBa
ocyLlecTBndeTcA d)ep,epaanblM rocynapCrtBeHHbIM OloaKeTHbIM yyqypexageHmem, Haxogdwmmca B BeOeHUN
MI/IHI/ICTepCTBa (p,anee COOTBETCTBEHHO - pe3epBHb||71 3anac, nogsegomMmcTBeHHoe yqpe>|<,1:|,eHv|e).

16. PaboTHMK, Has3HaYeHHLIN NPUKa3OM PYKOBOAMTENS YMOHOMOYEHHOW OpraHmM3auun (ynorTHOMOYEHHOM
opraHusauun, noABEAOMCTBEHHOIMO YYpexaeHusd) OTBETCTBEHHbIM 3a perncrpaumio, XpaHeHne wun y4yet
cneumarnbHbiX peuenTypHbiXx OnaHKOB (danee - OTBETCTBEHHbI pabOTHWMK), HA OCHOBaHWM [OBEPEHHOCTH,
oopMreHHON B MoOpsiike, YCTaAHOBMEHHOM 3akoHofdaTenbCcTBOM Poccunckon ®defepauumn (C  NoanUChIO
pyKOBOAUTENS  YNONTHOMOYEHHOW  opraHu3aumMuM  (YNONMHOMOYEHHOW  opraHu3auuu, NoABe4OMCTBEHHOrO
yupexgeHusl), rmaBHoro Oyxrantepa, 3aBepeHHbIX KPYINoW neyatblo), MonyyaeT crneuuanbHble peuenTypHble
OGraHkM M OCyllecTBNsieT BedeHMe XypHana perucrpaumm u ydeTa chneumanbHbiX peuenTypHbiX OraHkoB, K
koTopomy npuobwaetr ¢oto- n (Mnu) Bugeomartepuansl, NOATBEPXKAaKOWME (akT O0POopMIeHns peLenTypHbIX
OnaHKoB Ha JOMY (MpY HaNU4MKn).

17. XKypHan peructpauum v y4yeta cneumanbHbiX peuenTypHbiX GraHkoB AoimkeH ObiTb MPOHYMEpOBaH,
MPOLUHYPOBaH, MMETb Ha MOCMeAHEeNn CTpaHuLe 3anucb, COAEpPXKallyld KOMMYECTBO CTpaHul, MOoSiHoe
HanMeHOoBaHWe YNOTHOMOYEHHON opraHM3auun (MeaMUMHCKON opraHv3aunm, NoaABeAOMCTBEHHOMO yUpeXaeHns), a
TaKKe CKpensieH TOAMUCbIO PYKOBOAWUTENS W MeyaTblo  YNONTHOMOYEHHOW opraHusaumMn  (MeguLMHCKON
opraHu3aumm, NoABegOMCTBEHHOIO YYPEXAEeHMS ).

XKypHan peructpauum 1 ydeTa cneumanbHbiX peuenTypHbiX GraHKoB pesepBHOro 3amnaca MwuHucTepcTBa
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CKpennseTca Takke NOANUCbI0 AMpekTopa (B criydyae ero OTCYTCTBMS - 3aMecTuTens ampektopa) [denaptameHTa
perynupoBaHusi obpalleHns nekapCTBEHHbIX CPEACTB M MeOUUMHCKUX u3genuin MuHucTepcTBa M nevartbio
MwuHucTepcTBa.

18. B XypHane peruncrtpaumm m ydeta cneumarbHblX peuenTypHbIX OnaHkoB YKa3blBalOTCA cneayroume
cBeaeHnA:

1) nopsiAkoBbIV HOMEp 3anucy;

2) npuxod cneumanbHbIX peuenTypHbIX 61aHKoB:

a) peKBU3NTbI 1 gaTta peructpaumm NnpuxoaHoro JOKYMEHTa;

©) obLlee KoNMYeCTBO NOCTYMMBLUUX CNeLManbHbIX PeELENnTYPHbLIX GrTaHKOB;

B) cepusi U HOMep CneLmarnbHOro peLenTypHoro 6naHka;

r) KONMYECTBO crneumarnbHbIX PeLenTypHbIX GITaHKOB MO KaXX4on cepuu;

) bamunus, umsi, oT4eCTBO (MocnegHee - Npu HanM4uKn) 1 NOANUCL OTBETCTBEHHOIO PabOTHUKA;
3) pacxopg crneumarnbHbIX peLenTypHbIX OraHKoB:

a) gaTa Bblgaun cneumanbHbIX peLenTypHbIX 611aHKOB;

©) cepumn 1 HoMepa BblaHHbIX CeLManbHbIX PeLENnTYpPHbIX 6N1aHKoB;

B) KOINMM4eCTBO BblAaHHbLIX cheuunalrnbHbIX peuenTypHbIX OnaHkoB C YKasaHnem B ckobkax KormyecTBa
cneumarnbHbIX peuenTypHbIX OnaHKoB, BblAaHHbIX ANs Od)OpMJ'IeHI/Iﬂ Ha oMYy,

r) pamunus, umsl, OT4EeCTBO (MocrnedHee - NPy HanMuMu) U NOAMUCH NMua, MONYYMBLUErO CreuunanbHble
peuenTypHble BriaHku;

[) KONMMYeCTBO crieumasnbHbIX peLenTypHbIX 6r1aHKoB, 0POPMIEHHBIX HA AOMY;

e) damunusa, ums, oT4ecTBO (MocregHee - MpU Hanuyum) U NoANUCh Nuua, OOPMUBLLETO CreLManbHble
peuenTypHble GraHku Ha AoMY;

4) dbamunus, ums, oT4ecTBO (MocrneaHee - NpY HanNMyMmn) U NOANUCb OTBETCTBEHHOTO PabOTHUKA;
5) ocTaTok cneumanbHbIX peLenTypHbIX 6r1aHKoB.

19. CneumanbHbIi peuenTypHbli BraHKk sSBNSETCA OAOKYMEHTOM CTPOrol OT4YeTHOCTW. 3anac crieumarnbHbIX
peLenTypHbIX OMaHKOB B MEOULMHCKON OpraHu3auumn OOIDKEH XpPaHUTbCS B crieuunarnbHbIX MOMELLEeHUsX, cerdpax
unu B cneumanbHO M3roTOBMIEHHbIX LiKadaxX, OOUTLIX OLMHKOBAHHBLIM >XKENe30M, C HaAeXHbIM BHYTPEHHUM UMK
HaBEeCHbLIM 3aMKOM.

MomelueHus, cendbl, Wkadbl, B KOTOPbIX XPaHATCHA creuuanbHble peuenTypHble GnaHku, OOMmKHbl ObiTb
3aKpbITbl Ha 3aMKW W MOCME OKOHYaHWsi paboTbl onedartaHbl MevYaTbi  YNONIHOMOYEHHOW OpraHu3aumu
(MeauWLMHCKOM opraHn3aumm) unm onsioMorpoBaHsb!.

20. B MeguumMHCKMX opraHmMsauusix 3anac cneumanbHbliX peuenTypHbiX 6naHKkoB He [OIKeH npeBblwatb
rooBOV NOTPEBGHOCTN.

21. Paspelwlaetcs BbldaBaTb MeAMLMHCKOMY pabOoTHMKY, UMeloLleMy MpaBo HasHayaTb HapKoTU4eckue
(NcuxoTponHble) nekapcTBeHHble npenapaThbl, eANHOBPEMEHHO He Gornee ABafuaTy crieumanbHbIX pPeLenTypHbIX
OnaHKoB.

MeavunHckme pabGoTHUKW, BbINUCLIBAOLLME PELEenTbl Ha HapkoTuyeckue (MCUMXOTPOMHbIE) NeKapCTBEHHbIE
npenaparbl, Ha OCHOBaHWUM NpUKasa pyKoBOAUTENS MeAULMHCKON OpraHM3aumnm HecyT NIMYHY OTBETCTBEHHOCTb 33
COXPaHHOCTb MOJyYEHHbIX creuManbHbiX peLenTypHbix 6naHkoB. CneuuarnbHble peuenTypHble GnaHku,
NosnyYeHHble MeOULMHCKUM pPaboTHUKOM, XpaHATCA Mod 3aMKoM B ceidpax, MeTannuMyeckux Likadax unm
MeTannM4yeckmnx ALLuKax.

22. B meguuUmMHCKOM opraHmM3aLmMm co3gaeTcsl NOCTOSIHHO AEeMCTBYIOLAa KOMUCCUS, KoTopas He pexe 1 pasa
KBapTan (Mo pelleHu0 pyKoBOAUTENd MEOULUHCKOW OpraHu3auum BO3MOXHO 4allle) OCyLLeCTBRsieT NpOoBepKy
COCTOSIHMS perncTpauum 1M ydeTta crneuunarnbHbiX peuenTypHbiXx GriaHKoB, B TOM 4ucrie NMyTeM CBEpPKW 3anucen
XypHarna peructpaumm u y4eta cneumarnbHbiX peuenTypHbiX 6naHkoB, ¢ hakTUYeckMuM Hanmumem cneumnanbHbIX
peLenTypHbIX Br1aHKOB, a Takke NPOBEPKY COCTOSIHUSA XpaHEHMs creumarnbHbIX peLenTypHbIX GriaHKOoB.

Mo pe3ynbTataM NPoOBEpPKN B XXypHane permctpaunm n yd4eta cneumarnbHbIX peuenTypHbIX ©naHkoB Aenaetcs

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Jver 31



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

3annck 0 pesynbTaTax MPOBeAEHUs CBEPKU AaHHbIX, 3aKpernrneHHas noAnucsaMU BCEeX YNeHOB KOMWUCCUW, UMK
co3faeTcs crneumarnbHblii akT NPOBEPKU.

23. CDe/J,epaanble OpraHbl WCMONHUTENBHON BRactn u OopraHbl WCMONHUTENBHON BRacTu Cy6'beKTOB
Poccuiickon CDe,u,epau,MM OCyLUECTBINAKT KOHTPOJIb 3a opraHmsau,MeVl perncTtpaummn, ydeta W XpaHeHusa
cneumanbHbIX peuenTypHbIX OnaHkoB B YNOJNTHOMOYEHHbIX opraHm3aunax n MmeanumHCKMUX opraHnsaumax.

24, Bblgaya cneumarnbHbIX peuenTypHbiXx GraHkoB n3 pesepBHoOro 3anaca MuHucTepcTBa degeparnbHbIM
opraHamMm WCMOMHUTENBHOW BRacTy WU OpraHam MCMONHUTENbHOW Briactu cybbekToB Poccuiickon depepaumm
OCYLLECTBMNSAETCA OTBETCTBEHHLIM PaBOTHMKOM NOOBEAOMCTBEHHOIO YYPEXOEHUS Ha OCHOBaHWM pelueHust 06
OTNycKe crneumanbHbIX peuenTypHbiXx 6naHkoB, ohOpMIIEHHOrO B BUAE MMCbMA, NMOAMMCAHHOrO AMPEKTOPOM (B
cry4yae ero OTCYTCTBUS - 3aMecTUTeNnem aupektopa) [lenapTameHTa perynupoBaHus obpalleHunst nekapCTBEHHbIX
CcpencTB U MeguUMHCKNX nsgenui MmHmucTepcTia.

[MpoBepka aesaTenbHOCTN NOABEAOMCTBEHHOMO yUpeXaeHs No pernctpaunn, y4eTy n XpaHeHuo pe3epBHOro
3anaca ocyulectensaeTca [enapTamMeHTOM perynupoBaHusi obpalleHUst nekapCTBEHHbLIX CPeACcTB U MEeOULMHCKUX
nsgenun MuHnctepctaa 2 pasa B rog He nosgHee 20 uncra mecsua, CnegyroLwero 3a UCTEKLWNM NOoyroguem.

MpunoxeHue N 6

K npukady MnHucTepcTBa 3apaBoOOXpaHeHus
Poccuiickon denepalimm

oT 24 Hos16psa 2021 r. N 1094H

NMPABUNA
O®OPMIIEHUA PELENTOB, COAEPXALLMX HASBHAYEHUE HAPKOTUYECKUNX
CPEOCTB U NCUXOTPOMHbLIX BEWECTB, B TOM YACIIE B ®OPME
ANEKTPOHHbLIX JOKYMEHTOB

I. OcbopmneHue peuenTta Ha 6ymaxxHOM HocuTerne

1. Ha peuentypHbix 6GnaHkax c¢opmbl N 107/y-HIT B neBom BepxHeM yrrny npocTaBfseTcs LTamn
MEeOMLMHCKON OpraHu3auun C ykasaHuMem ee MonHOro HamMeHoBaHus, agpeca M TenedoHa Cc gaTov BbIMUCKU
(oaTor oopmreHus) peLienTta Ha NekapcTBeHHbIN npenapar.

PeuentypHble 6naHkmn doopmbel N 107/y-HIT narotaBnmealoTcs MCKIMIOYMTENBHO TUNorpacgckum cnocobom.

2. Ha peuenTtypHbix GnaHkax, ogOpPMISEMbIX WHAMBUAYANbHBIMA MpeanpuHUMaTensMu, UMEeLLMMI
NULUEH3NI0O HAa MeOUUMHCKYI0 [OeATeNlbHOCTb, B BEpXHEeM IIeBOM Yriy TunorpadockuM crnocobom unm nytem
NpoCTaBMeHNa LWTamna [OOMKeH ObiTb ykasaH aapec WMHAMBMAOyanbHOro npeanpuHUMaTens, HoMep M AaTa
NMLUEH3MN, HAUMEHOBaHNE OpraHa rocyaapCTBEHHOMN BNacTy, BblAABLLErO NMLEH3MIO.

3. PeuentypHble 6naHkn cdopmbl N 107/y-HIT 3anonHsTCS MeguuMHCKUM paboTHMKOM YepHunamu munm
LLIAPUKOBOW PYYKOW.

4. [lonyckaeTcsi ohopMIIEHNE BCEX PEKBU3UTOB (3a UCKNoYeHMeM pekBuauTa "lloanuck nevawiero Bpada
(noanuck denbalwepa, akywepkn)") peuentypHbix 6rnaHkoB dopmbl N 107/y-HIM ¢ ncnonb3oBaHMeM nevaTtaroLmnx
YCTPONUCTB.

5. B peuentypHoM 6naHke dopmbl N 107/y-HIT B cTpokax "®amunus, ums, oT4yecTBO (nocrnegHee - npwu
Hanuumm) nauuneHta" n "BospacTt” ykasbiBaoTCA NOMHOCTbI damMunnst, Ms, OTYECTBO (MOcnegHee - Npyu Hann4mm)
naumeHTa, ero Bo3pacT (KONMYecTBO MNOMHbIX NeT).

JonycTnmo yka3aHue gaTbl poXxaeHUs naumeHTa.
6. B peuentypHom 6nanke coopmbl N 107/y-HI:

1) B cTpoke "Cepusi n HOMep nonuca obs3aTenbHOro MegMUUHCKOro CTpaxoBaHus" ykasblBaeTcs HOMep
nonvca o6sa3aTensHOro MEAMLNHCKOIO CTpaxoBaHMs NauueHTa (Npy Hanu4un);

2) B cTpoke "Homep MeauUMHCKOM KapTbl" YykasbiBaeTCsl HOMep MEeAMLUMHCKOW KapTbl nNauueHTa,
nony4amwLwero MegUUMHCKY0 MOMOLWb B aMOynaTopHbIX YCMOBUSIX, WM WUCTOpuM OonesHn naumeHTa,
BbINUCbIBAEMOr0 U3 MEANLIMHCKON OpraHmn3aumy;

[ata nevatu: 16.04.2025 Cwuctema KoHcynbTaHTlntoc: Poccuiickoe 3akoHoAaTenbCTBO (pacluvpeHHas Bepcust) Iver 32



Mpwvka3 Munsgpaea Poccum ot 24.11.2021 N 1094H "O6 yTeepxaeHuu Mopsiaka HasHavyeHWs nnekapcTBEeHHbIX NpenapaTtoB, (hOpM peLenTypHbIX 611aHKOB Ha NekapcTBeHHbIe npenapaThbl,
Mopsiaka ochopMneHns ykadaHHbIX 6r1aHKoB, UX ydeTa n xpaHeHusi, hopM 6naHKkoB peLienToB, CoAepXallnX HasHaYeHe HapKOTUHECKUX CPeACTB UMW NCUXOTPOMHbIX BellecTs, Mopsaka ux n

3) B cTpoke "damunusa, ums, OT4EeCTBO (nocrnegHee - Mpv HanmuMuum) nevaiwlero Bpada (cdbenbpwepa,
aKyLlepku)" ykasbiBaeTCsl NONHOCTbIO hamMunus, MMs, OT4eCcTBO (NocnegHee - Npyu Hanuyum) Bpaya (denbalepa,
aKkyLlepKu), BbiNMCaBLLEro peLenT Ha HapKOTUYECKUIA (NCUXOTPOMHbIN) NEeKapCTBEHHbIN Npenapar.

7. B rpadhe "Rp" peuentypHoro 6naHka gopmbl N 107/y-HIT ykasbiBaeTcs:

1) HauMmeHOBaHWe feKapCTBEHHOro mnpenapaTta (MeXxayHapoAHOe HenaTeHTOBaHHOE HauMeHOBaHue,
rPYNNMpPOBOYHOE WM XUMWUYECKOE HaMMEHOBaHWE, TOProBOE HaMMEHOBAHME) Ha NaTMHCKOM $3blke MU Ha
pycckoM 3blke, ¢hopma BbIMycka, LO3MPOBKA, KONMMYECTBO (yKasblBAeTCs MPOMUCHID Ha peuenTypHoM OrnaHke
dopmbl N 107/y-HI);

2) cnocob npuMeHeHns nekapCTBEHHOro Mpenapara Ha rocygapcTBeHHOM a3blke Poccuiickon denepaunm
Unn Ha rocygapcTBeHHOM fA3blke Poccunckon depepaumm n rocygapCTBEHHOM S3blke pecnybrvK u UHbIX S3blkax
HapogoB Poccuickon ®enepaumm <1>.

<1> Yactb 1 crtatbm 15 3akoHa Poccuiickon ®epepaummn ot 25 oktsops 1991 r. N 1807-1 "O a3blkax
HapogoB Poccuiickon ®epepaunn” (nanee - 3akoH N 1807-1). (Begomoctn cbesga HapogHbix genytatos PCOCP
n BepxoHoro Coseta PCOCP, 1991, N 50, c1. 1740).

8. lpu odopmneHun peuenTypHbix 6naHKOB 3anpellaeTcs OrpaHn4MBaTbCa OOWMMK  yKasaHusaMMU,
Hanpumep, "BHyTpeHHee", "13BeCTHO".

9. MNpu odopmneHnn naumeHty peuentypHoro 6naHka dopmbl N 107/y-HIM Ha HapkoTuyeckuin
(MCMXOTPOMHBIN) NEKAPCTBEHHLIN NpenapaTt B pamMkax oOKasaHWs MeLUUMHCKOW MOMOLLM Npu onpeseneHHOM
3aboneBaHMM Takon peLenT 3aBepsieTcs:

1) nognuceo 1 NMYHOM NevaTblo Bpaya Mbo nognuceto denbaliepa (akywepkn);

2) ne4aTbl0 MEOMLMHCKOM OpraHu3aumu, imbo CTPYKTYpHOro nogpasgernieHnss MeAULUHCKON opraHusaumu
"[na peuenToB", KOTOpas NPOCTaABNAETCS fMLOM, YNOSIHOMOYEHHbLIM PyKOBOAUTENEM MEAUUUHCKOM OpraHmMsauunm
C ykazaHuem hamumnmm, MMeHun, oTYecTBa (nocrnegHee - Npu HannM4yMm) U NPOCTaBNEHNEM €ro MMYHON NOANUCHK.

B cny4vasx HeobxogumoctTM odopMIieHus peulenTa Ha HapKOTMYECKUIA (MCUMXOTPOMHbLIA) NeKapCTBEHHbIN
npenapaTt Ha AOMYy B pamMKax OKa3aHus nanivaTUBHOW MEeAWMUMHCKOW MOMOLLM AOMNycKaeTcs npeaBapuTenibHoe
3aBepeHne peuenTta LWTaMNOM MEAWLUMHCKOW OpraHu3auuu, neyatbid MeaMUMHCKOW opraHu3aumm nmbo
CTPYKTYPHOro nogpasfeneHvs MeauuMHCKOM opraHmsaumm "[na peuenTtoB", KOTOpas NpOCTaBnAdeTcs NULOM,
YMOSTHOMOYEHHbIM PYKOBOAUTENEM MEAMLMHCKOW OpraHm3aumu, € ykasaHvem damunum, VMMeHMW, OoT4yecTBa
(nocnegHee - Npu HanNU4YMKU) U NPOCTaBMEHNEM €ro NMMYHOM noanucu. [pun 3ToM B XypHane perncrpauumn u yyeta
peLenTypHbIX 61aHKOB B COOTBETCTBUM C [OpSiAKOM pernctpauum, y4eta n XpaHeHus crneumanbHbIX pelenTypHbIX
OGnaHKOB Ha HapPKOTUYECKWE CpeacTBa MMM MCUXOTPOMHbIE BELLECTBA, YTBEPXKOEHHLIM HACTOSALLMM MPUKa3oM,
JenaeTcsa oTMeTKa O ero Bblaaye Ansg opopMreHUs Ha oMY, a Takke OTMeTKa, Y4OCTOBepeHHasi NoanuchLio Bpaya
nmbo denbawepa (akywepku), O0POPMMBLLETO peLenT, O dakte ero 0odOpMIIEHUS, KOTOPbIA MOXeT ObITb
OOMNOMNHUTENBbHO NOATBEPXAEH POTO- U (MNK) BUAeoMaTepmanamu.

B ctpoke "OTmeTka anTeyHoW opraHusaumMm ob OoTnycke" CTaBUTCSA OTMEeTKa anTeyHol opraHusauumn ob
OTNyCKe HaApKOTUYECKOro (MCUXOTPOMHOro) NekapCcTBEHHOro npenapaTta (C ykazaHMeM HauMeHOBaHUs!, KonmyecTea
OTNYLLEHHOr0 HapKOTUYeCKoro (MCUXOTPOMHOro) fekapcTBEHHOro npenapata M AaTtbl ero oTnycka), koTopasi
3aBepsieTcsl noanucbid paboTHMKA anTeyHoW opraHu3auuu, OTMNYCTUBLUETO HAapPKOTUYECKUI (MCUXOTPOMHbINA)
nekapcTBEHHbIN npenapart (C ykasaHueM ero hamunun, MMeHu, oT4ecTBa (nocrnegHee - Npu Hanuyun), a Takke
KPYrfion nedatblo anTeyHOW opraHm3auuu, B OTTUCKE KOTOPOW [OOIMKHO ObiTb MAEHTUMULMPOBAHO MOJIHOE
HavMeHOBaHWe anTe4yHon opraHn3aumm.

10. Ha ogHom peuenTtypHoMm 6naHke cpopmbl N 107/y-HIT paspeluaeTcs ocywecTBnNATb HA3HAYE€HNE TOSbKO
0QHOro HaMMeHoOBaHMWs NeKapCTBEHHOIO npenapara.

11. VcnpaBneHus B peLenTte He JoNyCKaloTcs.
1. OchopmneHue perenTta B hopMe 3NEeKTPOHHOIro AOKyMeHTa

12. Peuent B ¢oOpMe 3neKTPOHHOIO [OKYMEHTA, MNOAMUCAHHOIO YCUITEHHOW KBanvduunmpoBaHHON
3NIEKTPOHHOW MOANUCBID, (POPMUPYETCA MEeOUUMHCKMM paboTHMKOM, CBeOeHWss O KOTOPOM BHECEHbl B
degepanbHbIl perucTp MeguumMHCKMX paboTHMKOB <2>, a Takke Mpu YCrnoBWM perncrpaumm MeauuUHCKON
opraHusauumm, B KOTOpoW odopMmngaeTcsa peuent, B deaepanbHOM peecTpe MeOULUHCKMX opraHusauum <3>
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€VHOW rocyAapCTBEHHON WHGOPMAaLMOHHON cucTeMbl B cdepe 34paBOOXpaHEHUs W MOAKIIOYEHUS Takou
MeOULMHCKON OpraHn3aummn K rocyfapCcTBEHHON MHPOPMaLMOHHON cucTeme B chepe 34paBOOXpaHeEHUs cyObekTa
Poccuiickon denepaumm <4>.

<2> Yactb 4 craten 91.1 ®egepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHopaTenbcTBa Poccuiickon
®epepaumu, 2011, N 48, c1. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 craten 91.1 degepanbHoro 3akoHa N 323-03 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Crtatbn 91 n 91.1 ®depepanbvHoro 3akoHa N 323-03 (CobGpaHume 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724).

13. Mo TpeboBaHMIO MaLMeHTa UnuM ero 3akoHHOro npeactaBUTeNs oOPMIISETCS 3K3EMMNAp pelenTa B
dopMe 3NEKTPOHHOTO AOKYMEHTa Ha BymMaXHOM HocuTene ¢ oTMeTkon "[ybnukaT anekTpoHHOro AoKyMeHTa",
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