3apeructpuposaHo B MuHtocte Poccum 30 Hosbpa 2021 r. N 66124

MWHUCTEPCTBO 34PABOOXPAHEHUA POCCUNCKOW
®EAEPALMMU

NMPUKA3
oT 24 HoA6pa 2021 r. N 1094+

Ob YTBEPKOEHUU NOPAAKA HASHAYEHUA
NEKAPCTBEHHbIX NMPENAPATOB, ®OPM
PELLEMTYPHbIX B/IAHKOB HA IEKAPCTBEHHDbIE
MPEMAPATbI, NTOPAAKA O®OPMJIEHUA YKA3SAHHbIX
B/IAHKOB, UX YYETA U XPAHEHUA, POPM B/IAHKOB
PELENTOB, COAEPKALLUNX HASHAYEHUE
HAPKOTUYECKUX CPEACTB UZTN NMCUXOTPONMHDbIX
BELLECTB, NOPAAKA UX U3TOTOB/IEHUA,
PACNPEAENEHUA, PETUCTPALUN, YHETA U
XPAHEHUA, A TAKXKE NPABU1 OPOPMJIEHUA
B/IAHKOB PELLENTOB, B TOM YUCJIE B ®POPME
NEKTPOHHbLIX AOKYMEHTOB

B cootBeTcTBUM € nyHKTOM 16 yactm 2 cTtatbu 14 depepanbHoOro 3akoHa ot 21
HosbpAa 2011 r. N 323-®3 "O6 ocHoBax oxpaHbl 340P0OBbA rpa*kaaH B Poccuiickon
depepaumnn" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaumn, 2011, N 48,
cT. 6724; 2017, N 31, c1. 4791), nyHKkTOoM 2 cTatbu 26 depepanbHOro 3akoHa oT 8
AHBapa 1998 r. N 3-d3 "O HapKOTUUYECKUX CpeacTBax M MCUXOTPOMHbIX BelecTBax"
(CobpaHue 3akoHoaaTenbcTBa Poccuitckoint depepaumm, 1998, N 2, ct. 219; 2017, N
31, ct. 4791), noanyHktamu 5.2.177, 5.2.178 n 5.2.179 nyHkra 5 NonoxkeHna o
MuHucTepctBe 34paBooxpaHeHua Poccuiickon  depepaumn, YyTBEPKAEHHOTO
noctaHosneHmem [lpasutenbctea Poccuitckont Pepepaumm ot 19 mioHa 2012 r. N
608 (CobpaHue 3akoHopaTenbcTBa Poccuitickont Pepepaumn, 2012, N 26, c1. 3526;
2015, N 23, cT.3333; 2017, N 52, c1. 8131; 2021, N 43, cT1. 7258), npnKasbiBato:

1. YTBepauTh:



NopAaoK HazHaYeHMA IeKapCTBEHHbIX NPenapaToB COr/IaCHO NPUNONKEHUIO N 1;

dopmbl  peuenTypHbiX 6NaHKOB Ha /leKapCTBEHHble npenapatbl  COrNacHo
npunoxkeHunio N 2;

Mopaaok odopmneHna peuenTypHbiXx 6AaHKOB Ha NeKapCTBEHHblE Mpenapatbl, WX
yyeTa u xpaHeHusa cornacHo npunoxkenuto N 3;

dopmbl BNAHKOB peLLenToB, COAEpP KaLLMX Ha3HAYEHME HAPKOTUYECKUX CPeacTB Uau
MCMXOTPOMHbIX BelLecTs, cornacHo npunoxexuio N 4;

MopAAOK M3roTOB/AEHMA, pacnpedeneHus, perucTpaumm, ydeta M XpaHeHus
PeLenToB, COAepXKallMX Ha3zHaYeHUEe HaAPKOTMYECKUX CPEeAcTB MAM MCUXOTPOMHbIX
BellecTB cornacHo npunoxeHuo N 5;

MpaBuna odopMNEHUA PELLeNTOB, COAEPKAWMX HA3HAYEHWE HAPKOTUYECKMX
CPEeACTB WAW MCUXOTPOMHbIX BEWECTB, B TOM uucie B GOpMe 3SNEKTPOHHbIX
[LOKYMEHTOB cornacHo npunoxexuio N 6.

2. MNpu3HaTb YyTPATUBLIMMU CUNY:

npukas MuHucTepcTBa 34paBooxpaHeHnsa Poccuiickon Pepepaumm o1 1 asrycra
2012 r. N 54H "O6 yTBepxaeHun ¢dopmbl 6NAHKOB PELENnTOB, COAEPMHKALLMUX
Ha3HAYeHMe HAPKOTUYECKUX CPencTB WAM MNCUXOTPOMHbIX BELLECTB, MOpAgKa WX
N3roTOBNEHUA, pacnpeseneHuns, perncTpaumm, yyeta u XpaHeHus, a TaKKe npaBun
odopmneHua"  (3apernctpupoBaH  MMUHUCTEPCTBOM  tOCTUUMKM  Poccuitckomn
depepaumm 15 asrycrta 2012 r., peructpaumoHHbiit N 25190);

npuka3 MunHuUcTepcTBa 3apaBooxpaHeHns Poccminckon ®eaepaumm ot 30 nioHsa 2015
r. N 3854 "O BHeceHUM M3meHeHUI B npukas MUHUCTEPCTBA 34paBOOXPaHEHMUA
Poccuitckoit depepaumm ot 1 asrycta 2012 r. N 541 "O6 yTtBepxaeHUn dopmbl
6NaHKOB pPeLenToB, CcoAepXKalwux Ha3HaYeHMe HaPKOTUYECKUX CPeacTB Wau
NMCUXOTPOMHbIX BELLECTB, NOPAAKA MX U3TOTOBJIEHWUA, PacnNpeaesieHUA, PerucTpaumm,
yyeTa M XpaHeHMAa, a Takke npasun odopmneHua"  (3apeructpupoBaH
MuHuctepctBom toctuum  Poccuinickon  Pepepaumm 27  Hosbpa 2015 .,
pernctpaumoHHbin N 39868);

npukas MuHucTepcTBa 34paBooxpaHeHna Poccuiickon Pepepaumm ot 21 anpens
2016 r. N 2544 "O BHeceHMW U3MeHeHWHn B npukas MuHUCTepcTBa
3apaBooxpaHeHusa Poccuinickon ®epepaummn ot 20 aekabps 2012 r. N 11751 "06
YTBEPKAEHUM NOPALKA HAa3HAYEHMA U BbIMUCbIBAHWUA IEKAPCTBEHHbIX NPenapaTos, a
Takxke ¢opm peuenTypHbix 6/1aHKOB HA NEKApCTBEHHble NpenapaTtbl, NopAgKa
opopMNEHNA yKasaHHbIX BNaHKOB, MX yyeTa M xpaHeHua" u npunoxkeHne N 2 K
npukasy MuHUcTepcTBa 34paBooxpaHeHma Poccuiickon depepaumm ot 1 aBrycra
2012 r. N 54H "O6 ytBepxaeHun ¢opmbl GNAHKOB pPeLEnToB, COAEPMKALLUX
Ha3HAYeHMe HAPKOTUYECKMX CPencTB WAM MCUXOTPOMHbIX BELLECTB, MOpAgKa WX
N3roTOBNEHUA, pacnpeseneHuns, perncTpaumm, yyeta u XpaHeHus, a TaKkKe npaBun
odopmneHua"  (3apernctpupoBaH  MMUHUCTEPCTBOM  tOCTMUMKM  Poccuitckomn
depepaumu 18 nons 2016 r., peructpaumoHHsiit N 42887);

NYHKT 4 VI3MeHeHMﬁ, KOTOpble BHOCATCA B HeKOoTopble npuKasbl MuHUCTepcTBa

2



3[paBOOXPaHEHMA W  coumanbHOro passutMa Poccuiickon depepaunm U
MuHucTepcTBa 34paBooxpaHeHua  Poccuitickon  dPegepaunm  nNo  BONpOCam
obpalleHna NeKapCTBEHHbIX NpenapaToB, COAEP’KaliuMX HapKOTMYECKUe cpencTsa,
NCUXOTPOMHbIE BewecTBa W UX MNPEKYpPCopbl, W NEKAPCTBEHHbLIX CPeAaCTs,
nognexawmx npeaMmeTHO-KOANYECTBEHHOMY YYETY, YTBEP)KAEHHbLIX MPUKa3oM
MuHUcTepcTBa 3apaBooxpaHeHna Poccuiickont Peaepaumm ot 31 okTabpa 2017 r. N
882H (3apeructpupoBaH MwuHUcTepcTBOM tocTuUumMM Poccuiickon depepaumm 9
AaHBapA 2018 r., pernctpaumoHHbin N 49561);

npukas MuHuUcTepcTBa 34paBooxpaHeHna Poccuinckon ®epepaumnm ot 11 gekabpa
2019 r. N 10211 "O BHeceHUM uameHeHuit B npunoxkeHna N 2 u 4 K npukasy
MuHUcTepcTBa 34paBooxpaHeHus Poccuiickoit ®eaepaumm ot 1 asrycta 2012 r. N
541 "O6 yTBEpXKAEHUM ¢opmbl 61aHKOB peLenToB, COAEPXKALLMX Ha3HayeHue
HAapPKOTUYECKMX CPeacTB MM MCUXOTPOMHbIX BELLECTB, NOPALKA MX M3rOTOB/EHMUA,
pacnpeaeneHua, perucTpaumn, ydyeta n XxpaHeHuA, a TakxKe npasun opopmaexHuns"
(3apernctpupoBaH MuHUCTepCTBOM tocTULMKM Poccuiickon depepaumm 28 aHBapn
2020 r., peructpaumonHbii N 57293);

npuKkas MuHuUCTepcTBa 34paBooxpaHeHua Poccuiickoit Pepepaumm oT 8 OKTAbPSA
2020 r. N 1076H "O BHeceHUM M3MeHeHU B MOPAAOK pernctpauuu, ydyeta U
XPaHeHUA creumanbHbIX peuenTypHbiX 61aHKOB Ha HapKOTMYECKWe cpeacTBa MM
MCUXOTPOMHbIE BELLEeCTBa, YyTBEPXAEHHbIN npuKasom MuHucTepcTBa
3apaBooxpaHeHna Poccuitickon ®depepaummn ot 1 asrycta 2012 r. N 544"
(3apeructpmposaH MuHucTepcTBOM tocTMumMK Poccuiickon ®eaepaumm 13 HoAbps
2020 r., permctpaumonHbii N 60898);

npukas MuHWUcTepcTBa 34paBooxpaHeHma Poccuickon Pepepaumnm ot 14 aHBapa
2019 r. N 41 "O6 yTBEpKAEHUN NOPALKA HAa3HAYEHUA NIeKAPCTBEHHbIX NpenapaTos,
dopm peuenTypHbix 61aHKOB Ha IeKAPCTBEHHbIE NpenapaTbl, NopAgKa opopmMaeHUa
YKa3aHHbIX O/1aHKOB, MX y4yeTa M XpaHeHua" (3apernctpupoBaH MMHUCTEPCTBOM
tocTMumMmn Poccuitickoit Pepepaumm 26 mapta 2019 r., peructpaumoHHbiii N 54173);

npukas MuHUCTepPCTBa 34paBooxpaHeHus Poccuiickon ®epepauymm ot 11 aekabps
2019 r. N 10224 "O BHeceHMM W3MeHeHUA B MNpuKas MuHUCTepcTBa
3apaBooxpaHeHua Poccuiickoit depepaumm oT 14 ausapa 2019 r. N 4n "O6
YTBEPKOEHUN  MOpAAKA HA3HAYeHWs  JIeKApPCTBEHHbIX npenapaTtoB, ¢opm
peuenTypHbix 6/1aHKOB Ha JIeKapCTBEHHble nNpenapaTbl, Nopsaka opopmMaeHMUs
YKa3aHHbIX 61aHKOB, MX y4yeTa M XpaHeHua" (3apernctpupoBaH MMHUCTEPCTBOM
tocTMLMKn Poccuitickoit depepaumm 28 aueapa 2020 r., pernctpaumoHHbin N 57292);

npukas MuHUcTepcTBa 34paBooxpaHeHna Poccuitckont Pepepaumm o1 8 okTabpA
2020 r. N 1075H "O BHECEHWUU U3MEHEHUI B NOPAAOK Ha3HAYEHMA NEKAPCTBEHHbIX
npenapaToB, YTBEPXKAEHHbIM  MpuKazom  MUHUCTEPCTBA  34PAaBOOXPAHEHUS
Poccuiickoii depepaummn ot 14 auBapa 2019 r. N 4u" (3apeructpuposaH
MuHuctepcteom toctmumm  Poccuiickot  ®depepaumm 22 pekabpa 2020 .,
pernctpaumoHHbin N 61695);

NyHKT 3.8 WHCTPYKUMM O nopsaKe BbIMUCbIBAHUSA NIEKAPCTBEHHbLIX MPEnapaTtoB
odopMneHMA peuLenToB U TpeboBaHMI-HAKNAOHbIX, YTBEPXKAEHHON MNPUKA30M
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MuHUCTEPCTBA  34PAaBOOXPAHEHMA UM COUManbHOro  pas3sutMAa  Poccuiickoi
depepaumm ot 12 pespansa 2007 r. N 110 "O nopaake HasHayeHUA M BbINUCbIBAHUA
NEeKapCTBEHHbIX  MPenapaTtoB,  M34eNWM  MEeOMUMHCKOTO  Ha3HayeHua U
CNeuMannsnpoBaHHbIX MPOAYKTOB  fleyebHOro nuTaHua"  (3apernctpupoBsaH
MuHuctepctBom toctuumm  Poccuiickont  Pepepaumm 27 anpena 2007 .,
pernctpaumoHHbin N 9364);

npuKas MuHUCTEPCTBA 34PaBOOXPAHEHUA U COLMANbHOIO pPas3BuTMA Poccuiickomn
depepaumm ot 17 masa 2012 r. N 562+ "O6 ytBepskaeHuu lopsaka OTMycKa
bM3MYECKMM NMLAM NEeKAPCTBEHHbIX MPEenapaToB A8 MEAULMHCKOrO NPUMEHEHUA,
COAEpPKALMX KPOME MasbIX KONMYECTB HAPKOTUYECKMX CPeacTB, MCUXOTPOMHbIX
BELLEeCTB M MX NPEeKypcopoB Apyrue dapmakonornyeckme akTuMBHble BewiecTsa'
(3aperunctpmupoBaH MuHucTepcTeom tocTnumm Poccuitickon ®epepaumnm 1 nioHa 2012
r., peructpaumonHbin N 244 38);

MNYHKT 2 W3MEHEHWIN, KOTOopble BHOCATCA B HEKOTOpble NpuMKasbl MUHUCTEpPCTBa
30paBOOXpPaHEHNA UM couManbHoro  pas3BuTMa  Poccuitckon  Pepepaumn,
YyTBEPXAEHHbIX  MPMKasom  MuHUCTepCTBa  34paBooXpaHeHuAa  Poccuiickoi
depepauum ot 10 uoHa 2013 r. N 369H (3apeructpupoBaH MwuHUCTEPCTBOM
tocTMuMKn Poccuitickoit depepaumn 15 nona 2013 r., pernctpaumonHbin N 29064);

npukas MuHucTepcTBa 34paBooxpaHeHna Poccuickon Pepepaumm ot 21 asrycra
2014 r. N 465H "O BHeCeHWM M3MEHEHUIA B MOPAAOK OTNYCKa GU3NYECKUM MLLAM
NeKapCTBEHHbIX NPENapaToB A1 MeAULMHCKOIO NPUMEHEHMSA, COAEPHKALMX Kpome
ManblX KONMYECTB HAPKOTMYECKUX CPEACTB, TMCUXOTPOMHbIX BELWECTB M WX
npeKkypcopoB Apyrme ¢GapMaKoNOrMYeckme aKTUBHblE BELLECTBa, YTBEPXKAEHHbIN
np1MKasom MuUHUCTEPCTBA 340aBOOXPAHEHNA U COLMANBbHOIO Pa3BMTUA POCCUIACKOM
depepaumm ot 17 maa 2012 r. N 562H" (3apernctpupoBaH MuHKUCTEPCTBOM

toctuumn  Poccuiickont Pepepaumm 10 ceHTabpa 2014 r., peructpaumoHHbii N
34024);

NYHKT 1 WM3MEHeHWI, KOoTopble BHOCATCA B HEKOTopble NpuKasbl MUHUCTEpCTBa
30paBOOXPaHEHNA U  COUMANbHOrO passuTusA  Poccuitickon depepauumn
MuHUcTepcTBa 34paBooxpaHeHua Poccuitckon  depepaumn,  yTBEPXKAEHHbIX
npuvkasom MuHKUCTepCcTBa 34paBooxpaHeHus Poccuiickon ®depepauumn ot 10
ceHTAbps 2015 r. N 634H (3apernctpmposaH MUHUCTEPCTBOM HOCTULMKU PocCUMCKOM
depepaummn 30 ceHTabpaA 2015 r., pernctpaumoHHbin N 39063);

MNYHKT 3 WM3MEHEHWIN, KOTopble BHOCATCA B HEKOTOpble NpuKasbl MUHUCTepCcTBa
30paBOOXPAaHEHNA U COUMANbHOTO  pa3suTusA  Poccuiickon  dPepepauun
MuHUCTepcTBa  34paBooxXpaHeHus  Poccuiickort  depgepauum  no  BoOnNpocam
obpallleHNsa NeKapcTBEHHbIX MpenapaToB, COAEpP’KalMX HAapPKOTUYECKME CpeacTBa,
MCUXOTPOMHbIE BELLeCTBA WM MX MPEKYpPCOPOB, W JIEKAPCTBEHHbIX CPeacTs,
noAanexKawmx npeaMeTHO-KOMYECTBEHHOMY YYeTy, YTBEP)KAEHHbIX MNPUKa3om
MuHUcTepcTBa 34paBooxpaHeHuns Poccuiickont ®eaepaumm ot 31 okTabpa 2017 r. N
882H (3apeructpupoBaH MuHUCTepcTBOM tocTUumMKM Poccuitickon Peaepaumn 9
AaHBapA 2018 r., pernctpaumoHHbin N 49561).

3. PeuentypHble 6nankm popmbl N 107/y-HI, n3rotoBneHHble A0 AHA BCTYNAEHUA B
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CUY HACTOALLEro NPUKasa, MoryT 6bITb UCNO/Ib30BaHbI A0 1 mapTa 2023 roaa.

4. Hactoswmi npukas BcTynaet B cuny ¢ 1 mapta 2022 r. u gevicteyeT 4o 1 mapTa
2028r.

MuHucmp

M.A. MYPALLIKO

MpunoxceHue N 1
K npuka3y MuHucmepcmeaa 30pa8ooXpaHeHUs
Pocculickoli ®edepayuu

om 24 Hoabpa 2021 2. N 10941

NOPAAOK HASHAYEHUA NEKAPCTBEHHbIX
NPENAPATOB

|. O6wme nonoxkeHumsa

1. HasHauyeHMe /feKapCTBEHHbIX MpenapaTtoB AN MeAULMUHCKOro MNPpUMeHeHUs
(manee - nekapcTBeHHble nNpenapaTbl) OCYLLECTBAAETCA JevyallyM BPayoM,
denbvawepom, aKkylWepKon B Cyvyae BO3/OXKEHUA HA HUX MOAHOMOYUIN Nevallero
Bpaya, Npy OKasaHUN MeaAMLUMUHCKOM NOMOLUM B MeAULMHCKUX OpraHu3aumnsax <1>, B
nopsfKe, YCTaHOBNEHHOM MpuKasom MMUHUCTEPCTBA 34PaBOOXPAaHEHUA W
coumanbHoro passuTtua Poccuiickon ®epepaumun ot 23 mapta 2012 r. N 2521 "06
yTBepKAeHUM [Mopagaka BO3NOXKEHUA Ha denbiliepa, akylEepKy PyKoBOAUTENEM
MEeAMUNHCKOMW OpraHM3auMmM MNpu OpPraHu3auMm OKasaHMA NEepPBUMYHOM MeaMKOo-
CaHMUTAPHOM MNOMOLWM U CKOPON MEeAMLMHCKON MNOMOLLMN OTAENbHbIX GYHKLNIM
Nevyallero Bpaya MO HenocpeacTBEHHOMY OKa3aHUK MeAMLUMHCKOM MNOoMOLLM
nauMeHTy B nepuos HabnoaeHMA 3a HMUM U ero JieyeHusa, B TOM 4MCie Mo
Ha3HaAYeHMIO0 U NPUMEHEHMIO NEKAPCTBEHHbIX NPENapaToB, BKAOYAA HapKOTUYECKMe
NeKapCTBEHHble npenapaTbl U MCUXOTPOMHbIE NIeKapCTBEHHble npenapatbl’ <2>,
WHAMBMAYANbHLIMW  NpeAnpPUHUMATENAMM, OCYLLECTBAAOWMMU  MEeAULUHCKYIO
AeATeNbHOCTb (ganee - MegULUMHCKME PaboTHUKN).

<1> MyHKT 11 cTaThm 2 GegepanbHoOro 3akoHa ot 21 Hosbpa 2011 r. N 323-d3 "06
OCHOBax OXpaHbl 340p0BbA rpaxkgaH B Poccuitckoir Pepepauun" (CobpaHue
3aKoHogaTenbcTBa Poccuinickon ®epepaumn, 2011, N 48, cr. 6724, 2019, N 52, cT.
7796) (nanee - PenepanbHbiit 3aKkoH N 323-03).



OdhuyuanvHbIl UCMOYHUK 3/1EKMPOHHO20 OOKYMeHmMa cofeprcum HemoYyHocme:
umeemca e sudy nyHkm 11 yacmu 1 cmamou 2 ®edepanbHO20 3aKOHA OM
21.11.2011 N 323-93.

<2> 3apeructpupoBaH MuHUCTEPCTBOM toCcTUUMKM Poccuitickonnt depepauumn 28
anpena 2012 r., peructpaumoHHbii N 23971 ¢ unameHeHMAMM, BHECEHHbIMU
npukasom MuHUCTEPCTBA 3a4paBooxpaHeHnsa Poccuiickon ®egepaunm ot 31 okTabpA
2017 r. N 882H (3apeructpupoBaH MwuHKUCTEPCTBOM tOCTMLMM Poccuitckoi
depepaumm 9 aHBaps 2018 r., permuctpaumnorHbii N 49561).

MeAUUMHCKMIA  paboTHUK, OPOPMMBLUMIA PELLENT C HapyWeHMem HacToALLero
nopAagKa, WAWM PYKOBOAWUTENb MEAMUMHCKOM  opraHusauum obecneynsatoT
cBOeBpeMeHHoe nepeodopmsieHmne Tpebyemoro Ana nauneHTa peuenTa.

2. CBefeHMs O Ha3HAYeHHOM JiIeKapCTBEHHOM npenapate (HaMmeHoBaHMWe
NeKapCTBEHHOrO MpenapaTa, A03MPOBKA, CNocob BBEAEHUA U NMPUMEHEHUSA, PEXKMM
A03MPOBaAHWA, NPOAO/IKUTENbHOCTb N1Ie4eHUss W 0OOCHOBaHME Ha3HAYeHUs
NeKapCTBEHHOrO NpenapaTa) BHOCATCA MeAULMHCKMM PabOTHUKOM B MeAULMHCKYIO
AOKYMEHTaLMIO NaumeHTa.

B cnyuyasx, ykasaHHbIXx B NyHKTax 8 - 11 HacToAwero MopagKa, MeauuMHCKUN
PaboOTHMK, HA3HAYMBLUMIMN NEKApPCTBEHHbIM npenapat, oPopMAAEeT HasHayeHue
NNeKapCTBEHHbIX MPEnapaToB, B TOM YMC/E MoANeXalWwmnx U3roTOBAEHUIO U OTNYCKY
anTeyHbIMM OopraHunsauuamm (manee - NNeKapCTBEHHbIe npenapartbl
WHOMBUAYANbHOTO WM3rOTOBNEHMA), Ha peuenTypHom 6naHKke, oPpOpPMNEHHOM Ha
6yMaxKHOM HocuTene 3a CBOEW NOAMUCbIO (Aanee - peuenT Ha OGymaxkHOM
HocuTene), n (Mnun) ¢ cornacus NauMeHTa UM ero 3aKOHHOro NpeacTaBuTeNa <3> Ha
peuentypHom 6n1aHKe B ¢GOpPME 3/NEKTPOHHOIO [OKYMEHTa C WCMNONAb30BaHUEM
YCUNEHHOWN KBanUGULMPOBAHHOM 3/1EKTPOHHON NOANMUCY MeAMULUHCKOrO paboTHMKa
(manee - peuent B popme 3NEKTPOHHOTO AOKYMEHTA).

<3> [lyHKT 2 cTaTbM 20 ®depepanvHoro 3akoHa N 323-d3 (CobpaHue
3akoHoaaTenbcTBa Poccuiickont Pepepaumn, 2011, N 48, ct. 6724; 2021, N 27, cT.
51509).

Peuent B ¢doOpme INEKTPOHHOTO OOKYMEHTA, COAEPKALWMM  Ha3HAYeHue
HapPKOTUYECKMX CPeacTB  MAM  MCUXOTPOMHbIX BELWEeCTB, MNOAMNUCbIBAETCA C
MCNONb30BaHMEM  YCUNEHHOW  KBAaNMPUUMPOBAHHOM  3/IEKTPOHHOW  NOANUCK
Nevallero Bpaya unan denbaliepa, akywepKWU, HA KOTOPbIX BO3NOXEHbl GYHKUMU
Jleyallero Bpaya, M COOTBETCTBYHOLLEN MeAMUNHCKOM opraHmnsaumnm <4>,

<4> [lyHKT 1 cTaTbu 26 depepanbHOro 3akoHa oT 8 sHBapa 1998 r. N 3-®3 "O
HapPKOTMYECKUX  CpeacTBax n NCUXOTPOMHbIX BeLlLecTBax" (Cobpanue
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3aKoHogaTenbcTBa Poccuitckon depepauun, 1998, N 2, cr. 219, 2017, N 31, cr.
4791) (nanee - denepanbHbiit 3akoH N 3-93).

OdopmneHune peuentoB B Gopme 3NEKTPOHHbLIX LOKYMEHTOB OCYLLECTBAAETCA B
cnyvyae MPUHATUA YNOAHOMOYEHHbIM OPraHOM MCMNOJHUTENbHOM BAACTM CybObeKTa
Poccuiickoir Pepepaunm B COOTBETCTBMM C NYHKTOM 4 cTaTbu 6 PepepanbHoro
3aKoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalieHnn NeKapcTBEHHbIX cpeacTs"
<5> peweHuna o6 ncnonb3oBaHUKU Ha TeppuTopum cybbekTa Poccuiickon ®epepauymm
HapAgy C peuenTamMm Ha NeKapCTBEHHble MnpenapaTtbl, OPOPMNAEHHbIMW Ha
HymarKHOM HocuTene, peLenToB Ha JIeKapCTBEHHble NpenapaTtbl, CGOPMUPOBAHHbIX
B GpOpMe 3/IeKTPOHHbIX LOKYMEHTOB.

<5> CobpaHue 3akoHomaTenbcTBa Poccuitckon deapepauymm, 2010, N 16, cr. 1815,
2019, N 52, c1. 7793.

3. MNpu BbINMCKE NaUMeHTa W3 MeAMUMHCKOW OpraHusauMum, B KOTOpPOW emy
OKasblBasaCb MEAMUMHCKAA MOMOLWb B  CTAaUMOHAPHbIX  YCAOBMAX, NpwU
HEeobXO0AMMOCTM  MPOAO/IKEHMA  MPUEMA  JIeKapCTBEHHOro  npenapata B
ambynaTopHbIX YCNOBMAX OAHHOMY MNaUMEHTY MO PELWEHUID pPyKoBOAUTENA
MeAMUMHCKOM OpraHusaumMmM HasHavaloTtca ¢ odopmneHnem peuenta B dopme
9N1EKTPOHHOIO AOKYMeHTa U (MnM) Ha BymaxkHOM HocuTene (3a WCKAYEHUEM
obopMNEHMA pPeuenToB Ha JIEKAPCTBEHHblE NpenapaTbl, MNoAJealme OTMnycKy
6ecnnatHO MAM CO CKMAKoOM) nnbo BblgatoTca (NauMeHTy WAW ero 3aKoHHOMY
npeAcTaBUTENO) OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUM BONE3HU IEKAPCTBEHHbIE
npenapatbl, B TOM UYWUCNE HAPKOTMYECKME U MCUXOTPOMHbIE JIEKAPCTBEHHbIE
npenapatbl, BHeceHHble B cnuckn Il u Il nepeyHs HapKoTMueckux cpencTs,
MCUXOTPOMHBIX BELLECTB M UX MPEKYPCOPOB, NOANENKALLMX KOHTPONO B Poccuiickoi
depepauunn, yrtBepxaeHHoro [lpaButenbctBom Poccuiickon ®Pepepaummn <6>
(manee - MMepevyeHb), CUNbHOAENCTBYIOLLME NEKAPCTBEHHbIE MpenapaTtbl, Ha CPOK
npuema naumeHTom Ao 5 aHen.

<6> [lyHKT 2 ctaTbn 2 PeaepanbHoro 3akoHa N 3-d3 (CobpaHue 3akoHOAaTENbCTBA
Poccuitckoit Pepepaumm, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHauyeHue NeKapCTBEHHbIX NPENapaToB NpM OKasaHWM MeAMLMHCKON NOMOLM
B CTAUMOHAPHbIX YC/NIOBUAX MOMKET OCYLLEeCTBAATbCA MocpencTBOM TpeboBaHuMi
MeAMUMHCKOM  OpraHM3aumun, HanpaBAsAeMblX B anTeyHble  OpraHuM3aumm,
ABNAOLWMECA CTPYKTYPHBIMU NOAPA3AENEHUAMU MEANLMHCKON OpraHM3aumm. <7>




<7> TyHKT 54 cTatbu 4 GegepanbHOro 3akoHa ot 12 anpens 2010 r. N 61-®3 "06
obpaueHnn nexkapcrBeHHbIx cpeacts” (CobpaHne 3akoHoaaTenbcTBa Poccuiickoi
depepaumm, 2010, N 16, cr. 1815; 2019, N 31, cr. 4456) (panee - denepanbHbiin
3akoH N 61-®3).

5. HasHaueHMe neKapCTBEHHbIX MPEenapaToB OCYLWECTBAAETCA MeAULUHCKMM
pPabOTHMKOM MO MeXAyHAPOAHOMY HenaTeHTOBAaHHOMY HAaUMEHOBAHMIO, @ NPU ero
OTCYTCTBMM - TPYNNUPOBOYHOMY WU XUMWUYECKOMY HAMMeEHOBAHWIO. B cnyyae
OTCYTCTBUA MeXAYHapO4HOro HenaTeHTOBaHHOrO HaMMeHOBaHMA n
rPYNMNMPOBOYHOIO MM XMMMWYECKOTO HAaMMEHOBAHMA JIEKAPCTBEHHOrO npenaparta
NeKAPCTBEHHbIN NpenapaT Ha3Ha4YaeTcA MegUUMHCKMM PabOTHMKOM MO TOProBOMy
HaumeHoBaHuto. [pU  HaAUuMM  MEOUUMHCKUX MOKasaHuMi (MHAMBUAYANbHAA
HEeNnepeHoCMMOCTb, MO YKM3HEHHbIM MNOKA3aHWAM) MO peleHuto BpayebHoM
KOMUCCUM  MEAMUMHCKON OpraHmsaumm <8> OCYLECTBAAETCA Ha3HayeHue W
obopmeHMe Ha3HAYEHUA IEKAPCTBEHHbIX MPENapaToB, He BXOAALUMX B CTaHAAPTbI
MeANLMHCKON nomoliu, pa3paboTaHHble B COOTBETCTBUM C NyHKTOM 14 cTaTbn 37
depnepanbHoro 3akoHa N 323-03 <9>, unum He npeayCMOTPEHHbIX COOTBETCTBYIOLLEN
KAWHMYECKON pekomeHgaumen, nmMbo no TOProBbIM HaMMeHOBaHWAM. PelweHue
BpayebHOM KOMMUCCUN MeAMULMHCKOM OpraHusaumm puKcupyetcs B MeAMLUHCKOM
AOKYMEHTaLMM NaLMeHTa 1 B XypHane BpayebHOM KoMMccum.

<8> TMpukazs MwuHUCTEPCTBA 34pPABOOXPAHEHUS U  COLMANBHOMO  Pa3BUTMA
Poccuiickoi degepauumn o1 5 maa 2012 r. N 5021 "O6 yTBepKAeHUM NopsAaKa
CO34aHNA M AesTeNbHOCTM BpavyebHON KOMUCCUM MeaMUMHCKOM opraHusauum”
(3aperunctpmpoBaH MuHucTepcTBom tocTnumm Poccuiickon ®epepaumnm 9 nioHa 2012
r., peructpaumoHHbii N 24516) ¢ u3mMeHeHMAMM, BHECEHHBIMW MPUKA3OM
MuHUcTepcTBa 34paBooxpaHeHusa Poccuinickon deaepaumn ot 2 aekabpa 2013 r. N
886H (3apeructpmpoBaH MuHUCTepcTBOM tocTUUMKM Poccuitickon depepaumn 23
fekabpa 2013 r., pernctpaumoHHbiii N 30714).

<9> CobpaHue 3aKoHOaaTenbCTBa Poccuiickont ®epepaunn, 2011, N 48, cT. 6724.

Ecnn npu okasaHUKM NauMeHTY MeANLUHCKON NOMOLLM B MeAULMHCKOM OpraHM3aymm
B CTaUMOHApPHbIX YCAOBUAX MO PELUEHUO BpavyebHON KOMWMCCUMU OCYLLECTBASIOTCA
Ha3HayeHMe N NPUMEHEHMe NeKapCTBEHHOro npenapaTta C KOHKPETHbIM TOProsbim
HaMMeHOBaHWEeM, TO MPU OKaszaHWUW AaHHOMY NALMEHTY MEeANLMHCKON NMOMOLLM B
MHOWN MEeAMUMHCKON OpraHus3auMm B CTaUMOHApPHbIX YCNOBMAX, a TaKXe B
amMmbynaTopHbIX YC/NOBMAX OCYLLECTBAAETCA Ha3Ha4YeHWe emy JeKapCTBEHHOro
npenapaTa C TeM e TOProsbiM HammeHoBaHnem <10>.

<10> [lyHKT 2 nocTaHoBneHus [paButenbctBa Poccuitickon Pepepaumm ot
30.06.2020 N 965 "O BHeceHUn u3meHeHul B Mpasuna GOPMUPOBaAHUA NepeyHs
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NEeKapCTBEHHbIX CPeACTB, 3aKyMKa KOTOPbIX OCYLLECTBAAETCA B COOTBETCTBUU C UX
TOProBbIMW HAaMMEHOBAHUAMM, U O MPUMEHEHUU NIEKAPCTBEHHbIX NPenapatos C
KOHKPETHbIMM  TOProBbiIMW  HaMmeHoBaHuamn" (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit Pepepaumm, 2020, N 28, cT. 4422).

6. HasHauyeHWe nekapcTBEHHOro Npenaparta B peuenTte Ha BymaxKHOM HocuTene unu
peuenTte B popme 3N1EKTPOHHOrO AOKYMEHTa 0GOPMAAETCA Ha MMA NaLMeHTa, ANs
KOTOPOro npeAHa3HayeH IeKapCTBEHHbIM npenapar.

Peuent Ha 6yma)kHom HocuTene, odopMAEHHbIN Ha peuenTypHom 6aaHke dopm N
107/y-HN, N 107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBEp*AEHHbIX HACTOALLUM
MPUKa30M, MOXeT 6bITb NOYYeH NaLMEHTOM, €ro 3aKOHHbIM NpeAcTaBUTeIeM UK
ANUOM,  UMeWMM  OGOPMIEHHYIO B COOTBETCTBMM  C  FPaKAaHCKUM
3aKoHoaaTenbcTBom Poccuitckoin desepauum AOBEPEHHOCTb OT NaUuMeHTa Ha Npaso
NoJsly4eHns Takoro peuenTa (aanee - ynoHOMOYEHHOE NNLLO).

MpepcTaBneHMe A0BEPEHHOCTM He TpebyeTcA B Cayvyae NONYYeHMA peuenta Ha
NNeKAPCTBEHHbIN NpenapaT ANa MHKypabenbHoro 601bHOro Ha 3aBepLualoLLem 3Tane
€ro XM3HU NNLOM, OCYLLECTBAAIOWMM YXOZ, 32 TaKUM MHKypabenbHbiMm 60nbHbIM. B
TAaKOM C/nyyYae MeAMUMHCKUI pabOTHMK BblAAeT ALy, OCYLLEeCTBAAIOWEMY yX0z 33
WHKypabenbHbIM  6ONbHbIM,  AOKYMEHT, MOoATBEpXKAalWwmnii  MHKypabenbHoe
COCTOsiHME 00/bHOro, coAeprkaliuii cBedeHUA O nuue, KoTopoe byaeT nosay4daTb
NeKapCTBEHHbIe NpenapaTtbl No peuenty (pamuans, uma, oT4ecTso (NocnegHee - npu
Hanuuuu), Buag, cepua U (M1n) HOMeEp AOKYMEHTA, YAOCTOBEPAIOLLErO JIMYHOCTD),
3aBEPEHHbIN NOANUCHID U MeyvyaTbld AAHHOTO MeAMUMHCKOro paboTHMKA, a TaKxKe
nevyaTblo MeULUNHCKOM OpraHM3aumm.

[JOKYMeHT, noATBEpKAAWMIN MHKypabenbHoe cocTosHWe 60nbHOro, ocTaeTca B
anTe4yHoW opraHusaLmu.

Peuent B ¢dopme 3N1EKTPOHHOrO A[O0KYMeHTa (GOpPMUPYEeTCA C MCNO/Ib30BaHMEM
rocyaapcTBeHHON MHPOPMALMOHHOM CUCTEMDbI B chepe 34paBooxXpaHeHmA cybbeKkTa
Poccuiickoit degepaymm, meamuUNMHCKONM MHPOPMALMOHHON CUCTEMbI MEeANLMHCKOMN
opraHusaumm <11>.

<11> Cratbmu 91 un 91.1 depepanvHoro 3akoHa N 323-93 (CobpaHue
3aKoHogaTenbcTBa Poccuinickon ®epepaumn, 2011, N 48, cr. 6724; 2021, N 27, cT.
5141).

daKT BblAauM peuenTa Ha NeKapCTBEHHbIM Mpenapat 3aKOHHOMY NpPeACTaBUTENtO
MAN  YNONHOMOYEHHOMY /MUy OUKCUpYeTcA B  MeAMUMHCKOW [AOKyMeHTauuu
nayueHTa.

7. MeANUMHCKUM paboTHMKam 3anpelaeTca odopMAATL PELLENTbl MPU OTCYTCTBUMN Y
nauMeHTa MeaMUMHCKUX MOKa3aHWMW; Ha He3aperncTpmpoBaHHbIE JIEKAPCTBEHHbIE
npenapatbl <12>; Ha NeKapCTBEHHble npenapaTtbl, KOTOpble B COOTBETCTBUM C
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MHCTPYKLUMEN NO MeAUUMHCKOMY NMPUMEHEHMUIO NpeaHasHa4yeHbl ANA NPUMEHEHMUSA
TONbKO B MEAUUMHCKMX OpraHuM3aumsax; Ha HapKOTUYECKMe CcpeacTBa MU
NCUXOTPOMHbIE BELLECTBA, BHECEHHbIe B cnucok || MepeyHs, 3aperncTpupoBaHHble B
KauyecTBe NEeKapCTBEHHbIX MPEenapaTtoB, B LUENAX MPUMEHEHUs [N leYyeHus
HapKOMaHUW.

<12> PeweHune CoseTa EBpasmMinCKON 3KOHOMMYECKOM KoMMUccUn oT 3 Hoabpa 2016
r. N 78 "O MpaBunax perucrpaumm m 3KCNEpPTM3bl /IEKAaPCTBEHHbIX CpeacTB AnA
MeaUUMHCKOro npumeHeHns" (opuumanbHbid caT EBPa3nIACKOro 3KOHOMUYECKOro
coto3a http://www.eaeunion.org/, 21 Hoabpa 2016 r.). Cratba 13 deaepanbHOro
3akoHa N 61-®3 (CobpaHune 3akoHogaTenbctea Poccuiickont depepauun, 2010, N
16, cT. 1815; 2020, N 14, cT. 2028).

MHOouBMAyanbHbIM  NPeAnpUHUMMATENAM,  OCYLLECTBAAKLWMM  MEAUULMHCKYIO
AEeATeNbHOCTb, AOMONHUTENbHO K TpeboBaHMAM, YyKasaHHbIM B ab3aue nepsom
HacToALero MyHKTa, 3anpewaetcd odopMAATb PeuenTbl Ha HapKoTUMYecKue
CPeACTBa M NCUXOTPONHbIE BELLECTBA, BHeCeHHble B cnucku |l u Il Mepeynn (panee -
HAapPKOTUYECKME M MCUXOTPOMHbIE NeKapcTBeHHble npenapaTbl cnuckos Il w
MepeyuHs).

8. MNpu Ha3HaYeHUN HAPKOTUHECKMX U MCUXOTPOMHbIX JI€KaPCTBEHHbIX MpenapaTos
cnucka |l TMepeuyHs, 3a WCKAOYEHMEM NleKapCTBEHHbIX MpenapaTtos B BuAae
TPpaHCAEPMasbHbIX TepaneBTUYECKMX CUCTEM M  JIeKapCTBEHHbIX NpenapaTos,
cofleprKalmMx HapPKOTUYECKOe CPEeACTBO B COYETaHWM C aHTaroOHMCTOM OMMOUAHbIX
peLenTopos, peuenTbl Ha Byma)kHOM HocuTene opOpPMANAIOTCA Ha pPeLenTypHOM
6naHke popmbl N 107 /y-HI.

9. PeuenTypHbIit 6naHK popmbl N 148-1/y-88 odopmnseTca npu HasHaYeHUH:

1) HapKOTUYECKUX M NCMXOTPOMHBIX SIeKAPCTBEHHbIX NpenapaTos cnucka |l NMepeynn
B BuMAE  TPaHCAEPMa/ibHbIX  TepaneBTUYECKMX  CUCTEM,  HaPKOTUYECKUX
NeKkapcTBeHHbIX npenapatos cnucka || MepeuHs, copepskawmx HapKoTUyeckoe
CPeACTBO B COYETaHUM C aHTArOHMCTOM OMWOUAHBLIX PELEnTOPOB, MCUXOTPOMHbIX
NeKapcTBeHHbIX npenapaTos cnucka |l Mepeyns;

2) KOMBUHMPOBAHHbIX NIEKAPCTBEHHBIX NPENapaTos, COAEPKALLUX:

a) KogeuH unun ero conn (B NnepecyeTe Ha YMCTOE BELLECTBO) B Koamnyectse A0 20 mr
BKNOUMTENBbHO (Ha 1 A03y TBEpAOM NIeKapCcTBeHHOM GOopMbl) UAM B KONMYECTBE A0
200 mr sraounTenbHo (Ha 100 ma mam 100 r XKuaKon neKkapcTBeHHOM Gpopmbl Ans
BHYTPEHHEro NpUMeHeHus);

6) ncesgoadenpuHa ruapoxaopus B Koamndectse, npesbiwatowem 30 mr, n 4o 60 mr
BKNOUUTENBbHO (Ha 1 f03y TBEPAON NeKapcTBEHHON Gopmbl);

B) nceBAo3deapnHa rMApoOXI0puma B KomMdecTse, npesbiwatowem 30 mr, u go 60 mr
BK/IHOUYNTE/IbHO B COYETAHUN C AeKCTpomeTopdaHOM rMapobpomMmuaom B KOIMYECTBE,
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npesbliwatowem 10 mr, u go 30 mr BkaouuTenoHo (Ha 1 p[o3y TBepaown
NlekapcTBeHHoM popmbl);

r) aekctpomeTtopdaHa ruapobpomma B Konmdectse go 200 mMr BKAOUYMTENBHO (Ha
100 mn nam 100 r KnaKoM NekapcTBEHHOM GOPMbI A5t BHYTPEHHETO NPUMEHEHUA);

n) abenpuHa rmapoxnopua B Konmyectse, npesblwatowem 100 mr, u go 300 mr
BKAoUMTENbHO (Ha 100 mn wmam 100 r XKuaKon neKkapcTBeHHoM dopmbl AnA
BHYTPEHHEro NpUMeHeHus);

e) adeapuHa rnapoxnopua B Konmyectse A0 50 mr BKAouMTenbHo (Ha 1 ao3sy
TBEPAOM NekapcTBeHHOM GopMbl);

) deHnnnponaHoNaMnH B KoanyecTee 40 75 Mr BKAOUMTENbHO (Ha 1 Ao3y TBepaom
NekapctBeHHoW ¢opmbl) uam ao 300 mr BKaouuTenbHo (Ha 100 mn wam 100 r
KUAKOM nekapcTBeHHON popMbl ANA BHYTPEHHEro NPUMEHEHMUS);

3) deHobapbuTan B Konnyectse A0 15 mMr BKAKOYUTENbHO B COYETAHUU C KOAEMHOM
(nnm ero consmmn) HesaBUCMMO OT KosimyecTBa (Ha 1 403y TBepAOM NeKapCTBEHHOM

dopmbi);

n) beHobapbuTan B Konmyectse A0 20 Mr BKIOUYNTENBHO B COYeTaHUU ¢ 3deapuHOM
rMOpPoOXI0pUAOM HE3aBUCMMO OT Koam4yecTBa (Ha 1 go3y TBEpAOW NeKapCTBEHHOM

dopmbl);

K) xnopauasenokcua, B KoauyecTse, npesbiwatowem 10 mr, 1 go 20 mr
BKNOUUTENBHO (Ha 1 f03y TBEPAON NeKapcTBEHHON Gopmbl);

3) NneKapcTBEeHHbIX MNpenapaToB WMHAMBUAYA/NbHOTO W3TOTOB/IEHWA, COAEPMKALMX
HapKOTUYECKOoe CpeacTBO WMAM MNCUXOTPONHoe BewectBo cnuvcka |l MepeuyHa, u
Apyrne $apmMaKonormyeckme akTMBHblE BELWECTBA B [A03€, He MpeBblluatoLLel
BbICLUYIO Pa3oByld 403y, W MNpU  YCAOBMUWU, UYTO 3STOT KOMOBWHMPOBAHHLIN
NEKApPCTBEHHbIM NpenapaT He SABAAETCA HAPKOTMYECKMM WM  MNCUXOTPOMHbLIM
NeKapcTBeHHbIM npenapatom cnvcka |l Nepeyns;

4) NneKkapCTBEHHbIX MPENapaToB, BKAKOYEHHbIX B NEPEYEHb JIEKAPCTBEHHbIX CPeACTB
ana  MeaMUMHCKOro MNpPUMEHEHUA, noafiexalwmnx npegmeTHO-KOIMYeCTBEHHOMY
yyeTy (ganee - NeKapcTBEHHbIE NPenapaTbl, BKAOYEHHbIe B NepeyeHb MKY) <13>.

<13> NoanyHKT 5.2.171(1) nyHkTa 5 noctaHoBneHua lNpasutenbctBa PoccuiicKoi
depepaumm ot 19.06.2012 N 608 "0O6 ytBepxaeHUN NMonoxKeHna o MuHucTepcTBe
3apaBooxpaHeHnn Poccuiickon ®epepauunmn” (aanee - MonoxkeHne o MuHuctepcrae)
(CobpaHue 3akoHogaTtenbctBa Poccuiickont Pegepaumn, 2012, N 26, ct. 3526; 2013,
N 16, ct. 1970).

10. PeuentypHbit 6naHk dopmbl N 148-1/y-04(n) opopmnsaerca npu HasHaueHUM
NEKapCTBEHHbIX MNpenapaTtoB rpaskAaHam, WMeLWMM npaBo Ha 6ecniatHoe
NoslydYeHNe NEeKapCTBEHHbIX MNpenapaTtoB WAW  MOJAYYEHME  JIeKapPCTBEHHbIX
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NpenapaToB CO CKUAKOMW.

11. PeuentypHbii 6n1aHK dopmbl N 107-1/y opopmnseTca npu HazHaYeHMM:

1) nekapcTBeHHbIX NPeNapaToB, He yKa3aHHbIX B MyHKTax 8, 9 HacToAwero MNopaaka;
2) KOMBUHMPOBAHHbIX NEKAPCTBEHHBIX NPENapaTos, COAEPKALLMNX:

a) sproTamMmHa rMApPOTApPTPaAT B KO/AMYecTBe A0 5 mMr BKAUMTENbHO (Ha 1 posy
TBEP/AOWN NeKapcTBeHHON popMbl);

6) apenpuHa rugpoxnopug B Konmdectse Ao 100 mr BKAoUMTENbHO (Ha 100 ma nau
100 r XXnaKom nekapcTBeHHON GOpPMbl A1A BHYTPEHHETO NPUMEHEHUA);

B) ncesaoadespuHa rMapoxnopua B Konmdectse, He npesbiwatowem 30 mr (Ha 1
[03y TBEPAO0W IeKapcTBeHHOM Gpopmbl);

r) ncesaoadenpuHa rMAPOXNOPUA B KOAMYECTBE, He npesblwatowem 30 mr, B
coveTaHUN C AEKCTPOMETOPPAHOM rMAPOOPOMMAOM B KOIMYECTBE, NPEBbLILAIOLLEM
10 mr, n 4o 30 mr BKAOUUTENbHO (Ha 1 403y TBEPAOM NEeKapCTBEHHOM GOpPMbI);

A) AekcTpomeTopdaHa ruapobpomma B KonmyecTse, npesbiwatowem 10 mr, u go 30
M BKAOYMTENbHO (Ha 1 403y TBEPAOW NeKAapCTBEHHOW GOpMbl);

e) deHobapbuTan B Kosmnyectse, npesbiwatowem 20 mr, 1 40 50 mr BKAOYUTENBHO
(Ha 1 po3y TBepAOM NnekapcTBeHHOW GOpMbl);

%) ¢eHobapbutan B KonmyectBe A0 20 Mr BKAOYMTENIbBHO B COYETaHUU C
3proTaMMHOM TMAPOTAPTPATOM HEe3aBMCMMO OT KonuuyectBa (Ha 1 go3y TBepaou
NlekapcTBeHHoM popmbl);

3) xnopAunasenoKkcug, B Kosamndectse A0 10 mr BKAUMTENbHO (Ha 1 Ao3y TBepaoM
NneKapcTBeHHOM GopMmbl).

12. Npun HaszHaYeHMM NeKapCTBEHHOro npenaparta UHANBUAYANbHOMO U3roTOBAEHUA
B peuente Ha 6yma)kHOm Hocutene u (unam) peuente B Gopme 31EKTPOHHOrO
[OKYMEHTa HAaUMEHOBAHMA /NIEKAPCTBEHHbIX CPEACTB (BELLECTB), BK/IOYEHHbIX B
nepedyeHb [MKY, yKa3biBalOTCA B Hayane peuenTta, 3aTem - BCE OCTa/lbHble
NHIPeANEHTI.

13. MMpu Ha3HayeHMM NeKapCTBEHHOro npenapata B peuenTe Ha bymaykHOM
HocuTene u (Mam) peuente B GOpMe 3IN1EKTPOHHOTO AOKYMEHTA 3anpeliaerca
nNpeBbIWaTb KOAMYECTBO HAPKOTUYECKUX CPeacTB WU MCUXOTPOMHbLIX BELLECTB,
KOTOpoe MOXeT BbiTb BbIMMCAHO B OAHOM peLenTe, YCTAaHOB/IEHHOE NPUNOXKEHUEM
N 1 K HacToAwemy MopsaAKyY, 32 UCKAKOYEHMEM CNYYAEB, YKa3aHHbIX B NMyHKTax 15 u
24 HactoAwero MNMopaaka.

14. MNpw Ha3HaYeHUN NeKapCTBEHHbIX MPenapaTos, BKAOUYEHHbIX B nepeyeHb [KY,
71033 KOTOPbIX MPEBbIWAET BbICWIMA OAHOKPATHbIA NPUEeM, MEANUMHCKUI paboTHUK
0603HayaeT [03y 3TOr0 /NIeKAapCTBEHHOro npenapata B peuenTte Ha bymarkHom
HOCUTENle MPOMUCbI0O C MPOCTaB/NIEHUEM BOCKIMUATENbHOrO 3Haka W (uan)
NPOCTaBAAET BOCKAMLUATENbHbIA 3HaK Npu opopmMaeHUM peuenta B dopme
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NEKTPOHHOIo AOKYMEHTA.

15. KonnyectBO Ha3Ha4YeHHbIX NEKAPCTBEHHbIX MNpPenapaToB, BK/AYEHHbIX B
nepeveHb MKY, npy OKasaHUM NaymeHTam, HYXKLAOWMMCA B AANTENbHOM Ie4YeHUHU,
nepBUYHON MeANKO-CAHUTAPHOM MOMOLM M NANANATUBHON MEAMUMHCKOMN NOMOLLN
MOXET ObITb YBE/IMYEHO C YYETOM KAMHUYECKUX PEKOMeHAauMn He 6osee Yyem B 2
pasa No CPaBHEHWUIO C KOAMYECTBOM HAPKOTMYECKUX CPEeACTB WM MCUXOTPOMHbIX
BELLECTB, KOTOPOE MOXKeT ObiTb BbINMMCAHO B OAHOM peuenTe, YCTaHOBAEHHbIM
npunoskeHnem N 1 K HacToswemy MopaakKy.

B cnyyasx, npegycMoTpeHHbIX ab3auem nepBbiM HACTOALLEro NyHKTa, Ha peuenTtax
Ha BymaKHOM HocuTese npounssoanTca Haanucb "Mo cneumnanbHOMY Ha3HavyeHuo",
OTAENbHO 3aBepeHHasa MOoANWUCbI0 MeAMUMHCKOro paboTHMKA M neyaTbio
MeANLMHCKOM opraHm3aumn "Onsa peuenTtoB”, Ha peuenTtax B GOPME 3/1EKTPOHHOTO
[OKYMeHTa npous3BoauTcA oTMeTka "lo cneumManbHOMy HasHayeHuwo" ¢
NPOCTaB/ieHUEM  YCUNEHHOW  KBAaAMOULMPOBAHHOM  3INEKTPOHHOM  MoAnucu
MeANLMHCKOro paboTHMKa.

16. CoctaB nekapCTBEHHOro npenaparta, /leKapcTBeHHaa ¢opma M obpauieHune
MeAMUMHCKOro paboTHUKa K dapmaueBTUY4ecKoMy paboTHMKY 06 oTnycKke
JIEKapCTBEHHOro npenaparta Ha byma)KHOM HocuTene obopMASAIOTCA Ha NATUHCKOM
WAN PYCCKOM A3blKE B POAUTENIbBHOM nagexe, 3a WCKAloYeHMem odopMaeHun
peuenToB B Opme 3/IeKTPOHHOIO AOKYMEHTA, OCYLLECTB/IAEMOro Ha PYCCKOM fA3blKe.

Mpn  odopmneHUn  peuenTypHbiX 61aHKOB  [OMYCKAeTcs  MCNo/b30BaHWE
cokpaweHnin (npunoxkeHme N 2 K HacToawemy Mopaaky).

MpM Ha3HAYeHUM JNIeKApPCTBEHHOrO MpenapaTta He [AOMYCKAeTCcA COKpalieHue
HaUMEHOBAHWUIA WHIPEOUEHTOB, COCTABAAIOLWMX JIEKAPCTBEHHbIM Npenapart, He
NO3BONAIOLLMX YCTAHOBUTb, KAKOW MMEHHO 1EKAPCTBEHHbIN MpenapaT HasHayeH.

17. Cnocob npuMmeHeHWs NeKapCTBEHHOro npenaparta 0603HaYaeTca C yKasaHUeM
nyTM BBEAEHWA, A03bl, YAaCTOTbl, BOEMEHN MPUEMA OTHOCUTENIbHO CHa (YTPOM, Ha
HOYb) M  ero  AAUTENbHOCTW, a  ANA  JIeKApCTBEHHbIX  Mpenaparos,
B3aMMOAENCTBYIOLLMX C NMULLEN, - BPEMEHU UX yNoTpebaeHMA OTHOCUTENBHO Npuema
nuwm (80 eabl, BO BpeMs eapl, Nocsie eabl).

18. Mpu HeobxoAMMOCTM HEMeONEHHOTO MW CPOYHOro (B TeyeHWe AByX paboumx
[iHel) oTnycKa NeKapCTBEHHOro npenapaTa NauMeHTy B BEPXHEW 4acTu peuenTa Ha
BymaxHOM HocuTene npocTasasatoTcA obosHayeHus "Cito" (cpouHo) mam "statim"
(HemeaneHHo). AHanornyHble 0603HaYeHWA MPOCTABAAIOTCA B BUAE OTMETOK Npw
obopmneHum peuenta B Gopme 3N1EeKTPOHHOTO AOKYMEHTA.

19. Mpu odopmneHnn Ha3HaYeHNA roTOBOrO IEKaPCTBEHHOMO NpenapaTa B peuenTe
Ha O6yma)XHOM HocuTene uAM peuente B GoOpme 3NEKTPOHHOIO OOKYMEHTA
KOZIMYECTBO AEWCTBYIOWMX BELLECTB YKa3biBAETCA B COOTBETCTBMU C MHCTPYKLMEN MO
MeANLMHCKOMY NMPUMEHEHUIO NEeKAapPCTBEHHOrO npenapara. [onycTMmMo yKasbiBaTb
03V POBKY /IEKAPCTBEHHbIX MPEnapaToB CUCTEMHOIO AeWUCTBUA (ANa pe3opbTUBHOrO
npuema) B TBepAbIX J/IeKAapCTBEHHbIX dopmax (Hanpumep, TabneTKWU, NOPOLLKM,
Kancynbl) Kak coAepyaHuWe OAHOr0 MAM HECKO/IbKMX AEeNCTBYIOWMX BELLECTB B
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eguHMLUax Mmacchl (B rpammax, muaaurpammax). JonycTuMo yKasbiBaTb A03UMPOBKY
NNEKApPCTBEHHbIX NpenapaToB  CUCTEMHOrO  Aencteua  (4nAa  pe3opbTUBHOrO
NPUMEHEHMA) B }KUOKUX NEKAPCTBEHHbIX GopMax (Hanpumep, pacTBopbI, CycneH3nn)
KaK coAeprkaHue OAHOro WAN HECKONbKMX OEWUCTBYIOWMX BEWEecTB B eAMHMULAX
Maccbl Ha eauHUULy obbema (Hanpumep, MUAAUTPAMM/MUNAUANUTP) C yKasaHUEM
obuiero ob6bema nekapcTBeHHon Gopmbl.

Mpn odopmneHUM Has3Ha4YeHMA EeKaPCTBEHHOro npenapata WMHAWMBWAYANbHOTO
M3roTOB/IEHMA B peuenTe Ha OymaxHOM HocuTene wnuM peuente B dopme
3/IEKTPOHHOrO AOKYMEHTa KO/IMYEeCTBO TBEPAbIX U CbiNydnx ¢apmaueBTUYeCcKUX
cybcTaHuMin yKasbiBaeTca B rpammax (0,001; 0,5; 1,0), XKMAKMX - B MUNNUAUTPAX,
rpammax m Kannax.

20. Peuentbl Ha 6ymaxXHOM HocuTene, B GOpme 3SNEKTPOHHOTo [OKYMEHTa,
odpopmneHHble Ha peuentypHom 6naHke popmbl N 148-1/y-88 1 npeaHasHaveHHble
ANA OTNYCKA /IeKapCTBEHHbIX MPenapaToB, NpeayCMOTPEHHbIX noanyHKTamu 1 - 3
NyHKTa 9 Hactoswero [lopaaka, AencTBuMTenbHbl B TeyeHne 15 gHel co AgHA
opopmneHums.

21. Peuentbl Ha 6yma)kHoOM HocuTene, B GOPMe 3NEKTPOHHOTO AOKYMEHTa,
opopmneHHble Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) wn
npeagHasHayeHHble AAA OTMYCKAa NEeKapCTBEHHbIX MNPEenapaTtos rpakaaHam,
yKa3aHHbIM B NyHKTe 10 HacToAwero Mopaaka, AencTeuTenbHbl B TedeHme 30 gHen
co pAHA odbopmneHua, 3a UCKAYeHMEeM c/yvaeB odopmaeHMa peuenta B
cooTBeTcTBUM C nyHKTamum 38 u 39 HactoAwero [llopagka, NpuM KOTOPbIX OH
AeNcTBUTEeNEH B TedyeHue 15 aHen co aHA odopmneHus.

22. Peuentbl Ha 6yma)kHOM HocuTesne, B (GOPMe 3/1EKTPOHHOTO AOKYMEHTa,
odopmneHHble Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) n
npegHasHayeHHble ANA  OTNyCKa /IeKapCTBEHHbIX MpenapaToB  rpaxaaHam,
AOCTUTWIMM  MEHCUMOHHOTO BO3pacTa, MWHBaAWAAM NepBON rpynnbl, AeTAM-
WMHBANMAAM, a TaKMKe rpaxgaHam, CTPadalolMm XPOHUYECKMMW 3aboseBaHUAMM,
TpebylWmMMN NNTENBHOMO KYPCOBOTO eYeHUs, AeNCTBUTENbHbI B TedeHre 90 aHel
CO AHA O0POPMAEHMSA, 338 UCKAIOYEHMEM Cy4aeB, YKasaHHbIX B MyHKTax 38 u 39
HacToAwero MopAagKa, NPU KOTOPbIX OH AeWCTBUTENEH B TedeHue 15 aHel co AHA
opopmneHums.

Ona neyeHna XpoHWYeckmx 3aboneBaHM YyKasaHHbIM KaTeropuam rparkaaH
JIeKapCTBEHHble NpenapaTbl C 0PopMIEHNEM PELLENTOB Ha ByMaXKHOM HocUTene Unu
peuenToB B ¢opmMe 3/1EKTPOHHOIO AOKYMEHTA MOTYT HAa3HA4YaTbCA Ha KypC JieyeHus
0o 180 gHen.

23. Peuentbl Ha 6ymaxkHOmM HocuTene, B GOpme 3NEKTPOHHOTo [OKYMEHTa,
opopmneHHble Ha peuentypHom 6aaHke ¢popmbl N 107-1/y n npeaHasHayeHHble
ANA  OTNYCKa JIeKapCTBEHHbIX MNpenapatoB, NpPeayCMOTPEHHbIX MNyHKTom 11
HacToswero NMopsaaKa, AenNCcTBUTENbHbI B TeyeHue 60 gHel co aHA obopmMaeHuUs.

MpM Ha3HaYeHMW T[OTOBbIX JIEKAPCTBEHHbIX MPenapaToB W NeKapCTBEHHbIX
npenapaTtoB MHAMBMAYANbHOIO W3rOTOB/AEHUA MauueHTam ¢ 3aboneBaHUAMM,
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TpebyowWwmMmmn NUTENbHOTO KYPCOBOro e4eHus, ¢ 0pOpMAEHNEM Ha PeLLENTYPHOM
6naHke ¢opmbl N 107-1/y peuenta Ha BymarkHom Hocutene wuau B dopme
9N1EKTPOHHOIo AOKYMEHTA YCTaHABAMBAETCA CPOK AEUCTBMA peLenTa B Npeaenax ao
oAHOro roaa.

B cnyyae ycTaHOB/NEHMA CPOKa AENCTBMA pelenTta B npegenax A0 OAHOro roaa B
peuenTte npomsBoauMTca Hagnuck: "o cneunanbHOMy HasHavyeHUto", ob6o3HavaeTca
CPOK AeNCTBUA peuenTa U NepuoanYHOCTb OTNYCKa JIEKAPCTBEHHbIX NpPenapaTos 13
anTeyHoM oOpraHu3auMn WAM UHAMBUAYA/IbHbIM MNpeanpuHUMaTenemM, UMeLMUM
JIMLEH3MIO Ha papMaLeBTUYECKYIO AeATeNbHOCTb <14> (exeHeaenbHo, eXXxemMecayHo
M WHble nepuogbl). [OMNONHUTENbHO 3TO YKasaHME 3aBepseTca  NoANuCbio
MEeANLUMHCKOro pPaboTHMKA, a TaKXe neyaTbio MeAMUMHCKOM opraHusaummn "[ns
peuentoB" (gna peuenta Ha OymaxHOM  HoOCUTeNe) WAU  YCUIEHHOW
KBa/IMPUUNMPOBAHHON INEKTPOHHOM MOANUCHID MEAULMHCKOro paboTHMKA U Anua,
YNOAHOMOYEHHOro 3aBepATb AOKYMEHTbl OT MMEHM MeAULMHCKOW opraHusauum
(ans peuenta B popme 3N1€KTPOHHOIO AOKYMEHTA).

<14> [lyHKT 47 yactn 1 ctatbmn 12 dPepepanbHoro 3akoHa ot 4 mas 2011 r. N 99-93
"O NMuUEeH3NpoBaHMKU OTAENbHbIX BMAOB AeaTtenbHocTu" (ganee - depepanbHbii
3akoH N 99-d3) (CobpaHue 3akoHomaTennbctBa Poccuitickon Pepepaumm, 2011, N
19, cr. 2716; 2021, N 27, c1. 5177).

24. PeuenTbl Ha /IeKapCTBEHHbIe MpenapaTbl, BKAOYEHHblE B nepedeHb MKY, ana
NleYyeHma NaLMeHTOB C XPOHUYECKMMM 3a601eBaHNAMM MOTYT 0POPMAATLCA Ha Kypc
neyeHua go 60 aHen.

B cnyyae, Korga Kypc nedyeHua coctasnsetr bonee 30 gHeln, AONONHUTENbHO B
peuenTax Ha OymaxXHOM HocuTesne npousBoAMTCcS Haanucb "Moo cneumanbHomy
HasHayeHuo", 3aBepeHHasa MoANUCbl0 MEeAMUMHCKOro paboTHMKa M nedyaTblo
MeANLMHCKOMN opraHm3aumn "Ona peuentos”, Ha peuentax B popme 31eKTPOHHOro
OOKYMeHTa npowmsBoagutca oTmeTka "[lo cneumanbHOMYy HasHadeHuw" ¢
NPOCTAaBNEHMEM  YCUNEHHON  KBAaNUPUUMPOBAHHOM  INEKTPOHHOM  NOANUCK
MeOUUMHCKOrO paboTHMKA M Anua, YNOJIHOMOYEHHOro 3aBepATb AOKYMEHTbl OT
UMEHN MeMNLMHCKON OpraHunsaumm.

25. PeuenT Ha O6ymaxXHOM HocuTene B ¢GOPME 3NEKTPOHHOIO [OKYMEHTa,
0bOPMNEHHbIN C HAPYLIEHWEM YCTAHOBAEHHbIX HacToAWMM MopaaKkom TpeboBaHWUM,
CYMTAETCA HEAEWUCTBUTENbHbIM.

Il. HasHaueHune nekapcTBEHHbIX NpenapaToB NPU OKa3aHUU
MeANLUHCKOW NOMOLLMU B CTaLMOHAPHbIX YCI0BUAX

26. MNpu OKasaHMM NAUMEHTY MeAMLMHCKON NMOMOLLM B CTaLMOHAPHbLIX YCNOBUAX
Ha3HayeHMe NIeKapCTBEHHbIX NpenapaToB npousBoanTca 6es obopmaeHma peuenta
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MEeAUUNHCKMM PaboOTHMKOM egUMHONNYHO, 33 UCKAKOYEHUEM C/ly4aeB, YKa3aHHbIX B
NyHKTe 27 HacToAawero Mopsaaka.

27. CornacoBaHuMe Ha3HaYeHWA JIeKAPCTBEHHbIX MpenapaToB C 3aBeaylowum
OTAENIeHWEM WAN OTBETCTBEHHbLIM AEXYPHbIM Bpavyom nMbO Apyrum NULOM,
YNONHOMOYEHHbIM NPUKA30M IMaBHOrO Bpaya MeANLMHCKON OpraHM3aumm, a TakxKe,
NPW HaIMYUK, C BPAYOM - KTMHUYECKMM GapMaKOOrom HeEOBX0AMMO B CyYanX:

1) oAHOBpPEMEHHOrO HasHayeHUs NATM UM 6osiee NeKapCTBEHHbIX MNpenapaTos
OAHOMY NaLMUEHTY;

2) Ha3HayeHWA NIeKapCTBEHHbIX NPenapaToB, HE BXOAALWMX B NepeyeHb KU3HEHHO
HeobX04MMbIX M Ba*KHEMLMX NIeKAapCTBEHHbIX NpenapaTtoB <15>, Nnpu HeTUNUYHOM
TeyeHun 3aboneBaHUs, HANUUYUKM OC/IOKHEHUN OCHOBHOro 3abonesBaHuAa U (KMaun)
conyTcTBylOWMX 3aboneBaHUit, NpPU Ha3HAYEHUM NIeKAPCTBEHHbIX MPEnapaTos,
0COBEHHOCTN B3aMMOAENCTBUA M COBMECTUMOCTM KOTOPbIX COFTACHO MHCTPYKUMAM
NO WX MNPUMEHEHMUIO MNPUBOAAT K CHUXKEHUI 3GdeKTMBHOCTM M HesonacHOCTH
dapmakoTepanmMm u (MAKM) co3datoT NOTEHLMANbHYHO OMACHOCTb AR KU3HU M
34,0pOBbA NaLMEHTA.

<15> Yactu 1 cratbm 60 depepanbHoro 3akoHa N 61-03 (CobpaHue
3aKoHogaTenbcTBa Poccuinickon ®epepaumn, 2010, N 16, cr. 1815; 2020, N 29, cr.
4516).

B yKasaHHbIX C/Ay4yasx Ha3HaYeHWe NeKapCTBEHHbIX MNpenapaTtoB ¢UKCUpyeTca B
MEANUMHCKOM OOKYMEHTAUMM MauMeHTa M 3aBepsaeTca NoAMNUCbio MeAMLMUHCKOro
paboTHMKa M 3aBeayloWero otaesnieHMemM (OTBETCTBEHHOIO AEXKYPHOro Bpaya wuau
APYroro ynoaHOMOY€HHOro nmua).

28. MeaMUMHCKMI PabOTHUK MEAMUMHCKOM opraHM3aumm (ee CTPYKTypHOro
noapasaeneHus), pacnosioKeHHOM B CE/IbCKOM HAace/IeHHOM MyHKTe, OCyL,ecTBAAET
Ha3Ha4yeHue NIeKapCTBeHHbIX NpenapaTtoB B CAyYasaX, YKa3aHHbIX B MyHKTax 27 u 29
HacToAwero Mopagka, eANHOINYHO.

29. Mo peweHUo BpayebHOW KOMWUCCMM MAUMEHTAM MNPU  OKa3aHUM UM
MeANUMHCKOM MOMOLWM B CTaLMOHAPHbIX YCNOBUAX HA3HAYalOTCA NIeKAapCTBEHHbIe
npenapatbl, He BK/IOYEHHbIE B MEPEYEHb KU3HEHHO HEOBXOAMMbBIX U BarKHEMLINX
NeKapCTBEHHbIX MNpPenapaToB, B C/y4ae WX 3aMeHbl W3-3a WHAWBUAYANbHOM
HEenepeHoCMMOCTH, NO KMU3HEHHbIM MOKa3aHUAM.

PeweHne BpayebHON Komuccum ¢UKCMpyeTca B MeAMUMHCKOM AOKYMEHTauMm
NnauMeHTa 1 XXypHane BpayebHo Komuccun.

30. B cnyyaax obcnenoBaHUA M NeYeHUs rpakKaaHUHA B CTaLMOHAPHbIX YC/IOBUAX B
paMKax npenocTaBAeHUA MeAUUMHCKMX YCNyr Ha BO3MEe3AHOW OCHOBE 3a CcyeT
JIMYHBbIX CPeACTB Trpa*kAaH, CpeacTB PUANYECKMX AU, U UHbIX CPEACTB Ha
OCHOBaHWW [0roBopa, B TOM 4MCAe [A0roBopa A06pPOBOILHOIO MEAMUMHCKOro
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CTpaxoBaHUA <16>, emy MmoryT 6bITb Ha3HAYeHbI NEeKapCTBeHHbIE Npenapatbl, HE
BxoagAuwmne B nepeyeHb HKU3HEHHO HeO6XOLI,MMbIX N Ba*KHENLWnx NEeKapPCTBEHHDbIX
npenapartos, €Cain UX Ha3Ha4YeHMe un npuMmeHeHue O6yCI'IOBﬂeHO MeanunHCKNUMU
NOKa3aHUAMMN.

<16> MNocraHoBneHne MNpasutenbcrsa Poccuinckon Peaepaumm ot 4 oktabpsa 2012 r.
N 1006 "O6 vyrBepxaeHun [paBun NpPeaoCTaBNeHMA  MeAULMHCKUMMU
OpraHM3auMsammM nNNaTHbIX MeauuMHCKUX ycnyr' (CobpaHue 3akoHO4ATeNbCTBA
Poccuiickoin depepaumm, 2012, N 41, cT. 5628).

lll. HazHauyeHue nekapcTBEHHbIX NPenapaToB NPU OKa3aHUU
NnepBMYHON MeANKO-CaHUTAPHO NOMOLLU, CKOPOM
MeAWULMHCKOU NOMOLUU U NANIMAaTUBHON MeANLUHCKOM
NOMOLLM

31. Mpu oKasaHWWM NEPBUYHON MEAMKO-CAaHUTAPHOM MOMOLWM W NaNANATUBHOM
MEANLMHCKOM MOMOLLM B amMBynaTOPHbIX YCNOBUAX Ha3HayeHMe /IeKAPCTBEHHbIX
NpenapaTtoB OCYLECTBAAETCA MEeAUUMHCKUM PabOTHMKOM B C/Ay4asaxX TUMUYHOIO
TeyeHunn 3ab6oneBaHMA NaUMEHTa UCXOAA U3 TAXKECTU U XapaKTepa 3aboneBaHus.

32. HasHauyeHue NleKapCTBEHHbIX MpenapaToB MO pelleHunto BpadebHo Komuccum
NPU  OKasaHMW NEepPBUYHON  MEOMKO-CAHUTAPHOM  MOMOLWM, NANAMATUBHOWN
MeAMULNHCKOM NoMOoLWM B ambynaTOPHbIX YCNOBUAX NPOU3BOANTCA B CIyYanX:

1) opHOBpPEMEHHOrO Ha3HaYeHUA OAHOMY MNAUMEHTY NATU U Bosiee NeKapCTBEHHbIX
npenapaTtoB B TeYEHWE OAHUX CYTOK UAW CBbILE AEeCATU HAMMEHOBAHWUI B TeYeHUe
TpuauaTn AHen;

2) Ha3HaAYeHUs  IeKApCTBEHHbIX MPEnapaTtoB MNpuU  HETUNUYHOM  TeYeHWUu
3aboneBaHMs, HaIMYUW  OC/IOXKHEHUM OCHOBHOro 3aboneBaHua u  (1an)
COMYyTCTBYHOLWMNX 3aboseBaHWU, NPU  HA3HAYEHWUW JIEKAPCTBEHHbIX MPENapaTos,
0COBEHHOCTN B3aMMOAENCTBMA U COBMECTUMOCTU KOTOPbIX COMNIaCHO MHCTPYKUMAM
NO WX MNPUMEHEHUIO MNPUBOAAT K CHUXKEHUI0 3GdeKTMBHOCTM M HesonacHOCTH
NeYeHus nauueHtTa M (Mamn) co3gatoT MOTEHUMANbHYIO ONACHOCTb ANA KU3HWU U
34,0p0BbSA NALMEHTA;

3) nNepBMYHOrO Has3HAYEHMA MAUMEHTY HAPKOTMYECKMX M MCUXOTPOMHbIX
NnekapcTBeHHbix npenapatoB cnuckoB Il wn |l MepeuyHs (B cnyyae npuHATUSA
pyKOBOAUTENEM  MEAUUMHCKON OpraHusauMmM peleHus o HeobxoaMmocTu
COrNacoBaHWA Ha3HAaYeHWMA TaKUX JIEKAPCTBEHHbIX MNpenapatoB C BpadvebHoM
Komuccuen).

33. TMoBTOpHOE Ha3HaYeHWe HaPKOTUYECKUX W MCUXOTPOMHbIX JI€KAPCTBEHHbIX
npenapatos cnuckos |l un |ll MNepeuyHa npousBoaUTCA MEeAULMHCKMM PabOTHUKOM
CaMOCTOATENbHO UKW eAMHONMYHO 6e3 yyacTua BpavyebHOM KOMUCCUM NaLMeEHTaM C
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BblpaXeHHbIM 60NEeBbIM  CMHAPOMOM NO6Oro reHesa, HapyweHWeM CHa,
CYAOPOXHbIMM  COCTOSHWAMMW,  TPEBOMXKHLIMM  paccTpoicTBamu,  pobusmu,
NMCUXOMOTOPHbIM BO36YKAEHMEM.

34. MNpu oOKa3aHMU CKOPON MeAMUMHCKOW MOMOLLM J/IeKapCTBEHHble npenaparbl
Ha3HayalTcA MeAMUMHCKMM PaboTHMKOM Bble34HOM Gpuragbl CKOPOM MOMOLLN,
MEANUMHCKMM  PabOTHMKOM  MEAMUMHCKOM  OopraHuMsaumMm  Npu  OKasaHuu
MEeANLMHCKON MOMOLM rpa)kgaHam npu 3aboneBaHMAX, HECYACTHbIX CAyyasx,
TpaBMax, OTPAB/IEHUAX U APYIMX COCTOAHUSAX, TPEDYIOWNX CPOYHOTro MeaNLMHCKOro
BMELIaTeNbCTBa.

IV. HasHaueHue neKapcTBEHHbIX NPenapaToB rpaxkgaHam,
MMeEeILWMM NpaBo Ha 6ecniaTHOe NoslyYeHUe IeKapPCTBEHHbIX
npenapaTtos UAM NONYYEHUE IeKapPCTBEHHbIX NpPenapaTos Co
CKMAKOM, NPU OKa3aHMU NepBUYHOI MeAUKO-CaHUTAPHOMU
nomoLum

35. TMpy oOKasaHMM NEepBUYHON MEAUMKO-CAHUTAPHOW MOMOLLM Ha3HayeHue
MEeANUMHCKMM PabOTHMKOM Ha OCHOBE KAMHUYECKUX PEKOMEHAAUUA U C y4eTom
CTaHOAPTOB  MEAMUMHCKOM  nomowm <17>  neKkapCTBEHHbIX npenapaTos,
OTMycKaembix 6ecnnaTHO MAM CO CKUAKOW, rpakAaHam, MMEeLWMM npaBo Ha
obecrneyeHMe /IeKapCTBEHHbIMM NpenapaTamu 3a CYeT CPeAcTB  OHAXKEeTHbIX
acCcUMrHoBaHuI ¢epepanbHoro 6OroaxKetra U 6loaKkeToB cybbekToB Poccuitckoi
depepaumm, ocyulecTensercs Ha peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratba 37 ®depepanvHoro 3akoHa N 323-®3 (CobpaHue 3akoHoaaTenbCcTsBa
Poccuitckoit Pepepaumm, 2011, N 48, c1. 6724; 2021, N 27, c1. 5186).

Mpn opopmneHun peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha BymarkHom
HocuTene opoOpPMAAIOTCA ABa 3K3eMniApa, OAMH U3 KOTOPbIX OCTaeTcAa B anTeyHou
OopraHu3auuu, BTOPOK - B MEAULMHCKOM AOKYMEHTaLUUKN NaymeHTa.

36. MpaBo Ha3HayaTb IeKapPCTBEHHbIE NpenapaThl rpaxgaHam, MMeoLWMM NpaBo Ha
fbecnnaTtHoe  NOJiyYEHWE  JIEKAPCTBEHHbIX  MPEenapatoB  WAW  MNOAy4YeHue
NNeKapCTBEHHbIX MPENAapaToOB CO CKUAKOM, TaKKe MMEIOT:

1) meguumHcKMe paboTHWKKM, paboTalowme B MeLULMHCKOM OpraHusauuu no
COBMECTUTENbCTBY (B Npeaenax CBOe KoOMMeTeHUUK);

2) MepMUMHCKME pPabOTHMKM  CTaUMOHAPHbLIX  OpraHM3aumii  CouManbHOro
06CNYKMBAHMA NPU  HANMYMKM  NIMLEH3UM Ha OCYLLECTBNIEHME MeAMULMHCKOWM
AeAtenbHocTn <18>, npeaycmaTtpuBatlowen BbinoNHeHMe paboT (0KasaHuMe ycayr) no
OKa3aHUI0 NepBMYHON MEAMKO-CAaHUTAPHOW MOMOLM B ambynaToOpHbIX YCNOBUAX
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(He3aBMCMMO OT BE4OMCTBEHHOM NPUHAANEKHOCTH);

<18> [yHKT 46 4actn 1 ctatbmn 12 depepanbHoro 3akoHa N 99-d3 (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®epepaumn, 2011, N 19, cr. 2716; 2021, N 27, cr.
51509).

3) MeguUMHCKME PAabOTHUKM  MEAMUMHCKMX  OPraHu3auuii, OKa3blBatOLMX
NEePBUYHYIO MeAMKO-CaHUTAPHYD MOMOLb, NOABEAOMCTBEHHbIX deaepasibHbiM
opraHam MUCMNONHUTENbHOM BNACTU UM OpraHam UCNOJIHUTE/IbHOM BNACTU CYOBHEKTOB
Poccuiickoit Pepepaumu;

4) wHAMBMAYaNbHble NpPeAnpPUHMMATENM, OCYLLECTBAAIOWME  MEOUUMHCKYHO
[EeATENbHOCTb W BK/IOYEHHble B peectp  MEAMUMHCKMX  OpraHusauui,
OCYLLECTBAAIOWMNX AeATeNbHOCTb B cpepe 06s3aTe€NbHOrO  MEAMUMHCKOro
CTpaxoBaHwus.

37. Mpu Ha3HaYeHMM NeKapCTBEHHbIX NPenapaToB rpakaaHam, UMeoLWMM NpaBo Ha
becnnatHoe  MOAYYEHME  NEKAPCTBEHHbLIX  MNpenapaTtoB  WAM  MOJy4YeHue
JIEKapPCTBEHHbIX MpenapaToB CO CKUAKON, B peLenTe yKasbiBaeTca Homep TenedoHa,
No KOTOPOMY PabOTHMK anTe4yHOW OpraHu3auuMm npu HeobXoAMMOCTU MOXKET
cornacoBsaTtb C MeAUUMHCKMM PaboTHUKOM 3aMeHy J1IeKapCTBEHHOro nNpenapara.

38. HasHauyeHMe HaPKOTUYECKUX W MNCUXOTPOMHbIX /IEKAPCTBEHHbLIX MNpPEnapaTos
cnucka |l MepeuHa (33 uCKNOYEHMEM /NEKAPCTBEHHbIX MpenapaTtoB B BuAae
TpaHCAEPMaNbHbIX TEPANEBTUYECKUX CUCTEM, @ TAaK¥KE JIEKAPCTBEHHbIX NPENapaTos,
coaeprKalimMx HapKOTUYECKOE CPEeACTBO B COYETAaHMM C aHTAaroHUCTOM OMUOWMAHbBIX
pPeuenTopoB) rpa)kAaHam, MMelWUM npaBo Ha 6ecnnatHoe noJsyyeHue
NNeKapPCTBEHHbIX NPenapaTtoB WAM MONAYYEHMA JIEKAPCTBEHHbIX MNpenapaTtoB Co
CKMAOKOMN, ocyulecTBaseTcA Ha peuentypHom 6naHke ¢opmbl N 107/y-HNM, K
KOTOPOMY AOMONHUTENbHO 0POPMANAETCA PeLenT Ha peuenTypHom 6naaHke ¢opmbl
N 148-1/y-04(n) (B ABYX 3K3emnaApax npu obopmaeHUn Ha BymarkKHOM HocuTene).

39. HasHayeHMe HaAPKOTMYECKUX W MCUMXOTPOMHbIX NIEKAPCTBEHHbLIX MpenapaTos
cnucka Il MepeuyHa B BMAE TpaHCAEPMaNbHbIX TEpPaneBTUYECKUX CUCTEM,
HApPKOTUYECKUX NEKaApCTBEHHbIX npenapatoB cnucka |l MepeuyHsa, coaepikalmx
HapPKOTMYECKOe CPeACTBO B COYETAaHMM C aHTArOHUCTOM OMMOMUAHbIX PELLENTOPOB,
MCMXOTPOMHBIX /IeKAPCTBEHHbIX npenapaTtoB crnuvcka |ll MepeyHs, nekapcTBeHHbIX
npenapaTtos, BKAOYEHHbIX B nepeyeHb [MKY, cogepxawmxca B nognyHKTe 2 NyHKTa
11 HactoAawero lMNopAaaka, npegHasHavyeHHble ANA NeYeHUA TPaXKLaAH, UMEIoLLUX
npaBo Ha 6ecnnaTHoe MNOJlyYEHME NEKAPCTBEHHbIX MPENapaTtoB WAM MOAyYeHue
NEeKapCTBEHHbIX MPenapaToB CO CKMAKOM, OCYLLECTBAAETCA Ha peLenTypHbIX 61aHKax
dopm N 107-1/y n N 148-1/y-88, K KOTOPbIM AOMNONHUTENBHO OPOPMAAETCA peuenT
Ha peuentypHom 6naHke ¢dopmbl N 148-1/y-04(n) (B ABYyx 3K3emnaspax npu
obopmieHnn Ha BymaxKHOM HocuTene).
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MpunoxceHue N 1

K lMopAOKy Ha3Ha4YeHusA
/1eKapcmaeeHHbIX rpenapamos,
ymeepxO0eHHOMY MPUKA30M
MuHucmepcmea 30pasooxpaHeHuA
Pocculickoli ®edepayuu

om 24 Hoabpsa 2021 2. N 1094+

KOJINYECTBO HAPKOTUYECKUX CPEACTB U/
MCUXOTPOMHbIX BELLECTB, KOTOPOE MOMET BbITb
BbIMUCAHO B OAHOM PELIEMTE

N n/n MexayHapogHoe dopma Bbinycka u Konnuectso
HenaTeHTOBaHHoOe [03MPOBKa
HaMmeHoBaHMe
HapPKOTUYECKOrO U
NCUXOTPOMHOTO
NeKapCTBEHHOTO
npenapaTa
BynpeHopduH + TabneTtku 60 TabneTok (ynakoBka,
HanoKkcoH cybaunHreanbHble 0,2 mr + [KpatHaa N 20)
0,2 mr
BynpeHopduH Pacteop ana uHbekumn, (30 amnyn (wnpuu-
0,3 mr/ma 1 mn TIO6MKOB)
BynpeHopduH TpaHcaepManbHbIi
naacTbipb
35 mKr/uac 20 nnactbipei
52,5 mkr/uac 10 nnacTbipeit
70 mKkr/uac 5 nnactbipei
MopduH PactBop ana uHbekumn, (20 amnyn (wnpuu-
pacTBOp A/1A NOAKOMKHOroTto6MKOB)
BBeaeHusa 10 mr/mn 1 mn
KoaeuH + MopduH + PactBop ana nogkoxkHoro(20 amnyn
HockanuH + ManaBepwuH + [BBegeHUS
Te6auH 0,72+ 575+2,7 +
0,36 + 0,05 mr/mn 1 mn
1,44+115+54 +
0,72 + 0,1 mr/mn 1 mn
TpumenepmnauvH Tabnetkn 25 mr 50 Tabnetok
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7. TpumenepuamH PactBop ana uHbekumn (20 amnyn (wnpuu-
10 mr/mn 1 mn TIO6MKOB)
20 mr/mn 1 mn
8. MopduH TabneTku (Kancynbl) 180 Tabnetok (kancyn)
NPO/IOHTMPOBAHHOIO 60 Tabnetok (kancyn)
nencTens 40 TabneTok (kancyn)
10 mr 20 Tabnetok (kancyn)
30 mr 20 Tabnetok (kancyn)
60 mr
100 mr
200 mr
0. MopduH Tabnetkn
5 mr 100 tabnetok
10 mr 100 tabnetok
10. MopduH Kanau ana npuema 4 dpnakoHa
BHYTPb 20 mr/mn 20 mn
11. MopduH PacTtBop Ana npuema
BHYTPb (MOHOZ03blI)
2 mr/mn 5 mn 100 amnyn n/3
6 mr/mn 5 mn 80 amnyn n/>
20 mr/mn 5 mn 30 amnyn n/s
12. OKCUKOAOH + HanokcoH [TabneTtku
NPO/IOHIMPOBAHHOIO
nencrTemn
5 mr+ 2,5 mr 100 tabnetok
10 mr+5 mr 60 Tabnetok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 Tabnetok
13. MponuoHundeHnnatToken [Tabnetkn 3auleyHbie 20 |50 Tabnetok
STUANUNEPUANH Mr
14. deHTaHuN MnacTbipb
12,5 mkr/uac 20 nnactbipei
25 mkr/uac 20 nnactbipei
50 mKkr/uac 10 nnacTbipeit
75 mKkr/uac 10 nnacTbipeit
100 mkr/uac 10 nnacTbipeit
15. deHTaHuN Cnpen Ha3aNnbHbIN

dnakoH 50 mKr/po3a
2,0 mn (10 po3)

3,2 mn (20 po3)

5,0 mn (40 po3)
dnakoH 100 mkr/ao3a
2,0 mn (10 po3)

3,2 mn (20 po3)

5,0 mn (40 po3)
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24 dnakoHa
12 ¢dnakoHoB
6 pnakoHoB

12 dnakoHoB
6 ¢pnakoHoB

3 PpnakoHa




15.

deHTaHUN Cnpelt HasaNbHbIN

dnakoH 50 mKr/po3a
2,0 mn (10 po3)

3,2 mn (20 po3)

5,0 mn (40 po3)
dnakoH 100 mKr/go3a
2,0 mn (10 po3)

3,2 mn (20 po3)

5,0 mn (40 po3)
dnakoH 200 mKr/ao3a
2,0 mn (10 po3)

3,2 mn (20 po3)

5,0 mn (40 po3)

24 dnakoHa
12 dnakoHoB
6 ¢pnakoHoB

12 dnakoHoB
6 ¢pnakoHoB
3 PpnakoHa

12 dnakoHoB
6 pnakoHoB
3 PpnakoHa

MpunoxeHue N 2

K lMopAOKy Ha3Ha4YeHusA

J/IEKApPCMeBEeHHbIX rnpenapamaos,

ymeepxO0eHHOMY MPUKA30M

MuHucmepcmea 30pa8ooXpaHeHus

Pocculickoli ®edepayuu

om 24 Hoabpsa 2021 2. N 1094+

CripagoyHo

PEKOMEHAOBAHHbDIE K UCMNOJ/1Ib3OBAHUIO
COKPALLEHUA NPU O®OPMJIEHUU PELLENTOB

N | CokpaueHune NMonHoe HanucaHue MepeBsop,
n/n
1. |aa ana no, NOPOBHY
2. Jac., acid. acidum KucnoTa
3. |aer. aerozolum aspo3onb
4. lamp. ampulla amnyna
5. |aq. aqua BOJa
6. |aq. purif. aqua purificata BOZa OYMLLEHHAA
7. |but. butyrum Mmacno (Tsepaoe)
8. |[caps. capsula Kancyna
9. |comp., cps compositus (a, um) C/IOXKHbIN
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10. D. Da (Detur, Dentur) Bbigait (Myctb BbIAaHO, MycTb
6yaeT BblaaHo)

11. |D.S. Da, Signa Detur, Signetur Bbigai, o603Haub MNyctb byaer
BblAaHO, O603HaueHo

12. |D.t.d. Da (Dentur) tales doses Bbiaan (MycTb 6yayT BblAaHbI)
TaKue [403bl

13. (dil. dilutus pa3BeaeHHbI

14. Div. in p. aeq. [Divide in partes aequales Pa3aenu Ha paBHble YacTu

15. |lemuls. emulsio SMY/IbCUA

16. |extr. extractum SKCTPAKT, BbITAXKa

17. |in enem. in enemas B MUKPOKAN3MaAX

18. |F. Fiat (fiant) MycTb 0bpasyetca (obpasyroTca)

19. |gran. granulum rpaHynbl

20. |gt., gtt gutta, guttae Kanns, Kanau

21. |gtt. peror. guttae peroralis Kanau gns npuema BHyTpb

22. |inf. infusum HacToMm

23. |in amp. in ampullis B aMnynax

24. |in tab. in tab(u)lettis B TabneTkax

25. |in tab. prolong.fin tab(u)lettis prolongatis B TabieTKax ¢
NPONOHTMPOBAHHbIM
BbICBOBOXAEHEM

26. |in tab. prolong,fin tab(u)lettis prolongatis B TabieTKax ¢

obd. obductis MPOJIOHTMPOBAHHbIM

BbICBOBOXAEHNEM, NOKPbITLIX
060104KOM

27. |in tubul. in tubulis B TobMKax

28. [lin. linimentum NMMHUMEHT

29. lliq. liquor KUOKOCTb

30. |[lot. lotion NOCbOH

31. |m. pil. massa pilularum nUAKbHAA Macca

32. [membr. bucc. |membranulae buccales NNIEHKM 3allleyHble

33. (M. Misce, Misceatur Cmewai
(MycTb byaeT cmewaHo)

34. [mixt. mixtura MWKCTypa

35. [N. numero yncaom

36. [ol. oleum Mmacno (kuaxoe)

37. |past. pasta nacra

38. |pil. pilula, pilulae NUALOASA, MUAOAN

39. |p. aeq. partes aequales paBHble YacTK

40. |ppt., praec. praecipitatus OCaXKAEHHbIW

41. |pulv. pulvis MOpPOLUOK

42. (g. s. quantum satis CKONbKO NoTpebyeTcs, CKONbKO
Hago

43. Ir., rad. radix KOpeHb
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44. Rp. Recipe Bosbmu

45. Rep. Repete, Repetatur Mostopwu (MycTtb ByaeT
NoOBTOPEHO)

46. |rhiz. rhizoma KopHeBuLLe

47. |S. Signa, Signetur O603Haub (MycTb ByaeT
0b603Ha4eHo)

48. |sem. semen cemsa

49. |simpl. simplex npocTo

50. |sir. sirupus cupon

51. [sol. solutio pacTBop

52. |spr. spray cnpew

53. [spr. nas. spray nasale cnpen Ha3aNbHbIN

54. |supp. suppositorium cBeyva, Cynno3nTopuit

55. [susp. suspensio cycneHsus, B3Becb

56. [tab. tab(u)letta TabneTka

57. |[t-ra, tinct. tinctura HacToMKa

58. [tubulis tubulis THOOUKM

59. |STT Systema Therapeutica TpaHcaepmanbHas

Transcutanea TepanesTuyeckaa Cuctema
60. |ung. unguentum Ma3b
61. |vitr. vitrurn CKNAHKA

MMHUCTEPCTBO 34PaBOOXPAHEHMSA

Poccuiickon depepauumn

HavmeHoBaHuWe (wTamn)

MeANLMHCKON opraHu3aumm

®OPMA PELLENTYPHOIO BIAHKA N 107-1/y

MpunoxeHue N 2

K npukasy MuHucmepcmea 30pa8o0XpPaHeHUS

MeAauUMHCKasa AOKYMeHTaLmA
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®dopma N 107-1/y

Poccutickoli ®edepayuu

om 24 Hoabpa 2021 2. N 10941

Kog, ¢popmbl no OKY/,

Kopa yupexgeHua no OKIMNO

YTBepaeHa NpuKkasom



MuHUCTEPCTBA 34PaBOOXPaHEHMA
Poccuiickoit ®epepaumu

ot 24 Hoabpa 2021 r. N 1094 H

PELENT
(B3pocCnbili, LETCKUI - HY)KHOE NOAYEPKHYTD)

" 20 r

Cbammnvm, MHUUMNanbl UMEHU N OTHECTBA (nocnep,Hee - npun HalWI‘-IMM)

naumMeHTa

[aTta poxaeHua

damunna, HULMANbI UMEHWU U OTYeCTBa (NocneaHee - NPU HaANUYUK)

neyauwiero Bpaya (denbaliepa, akywepku)

py6.|kon.|Rp.
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Moanuce
M neyaTb Nevallero Bpaya M. 1.

(nognucb denbalwepa, akywepku)

PeuenTt pgeicteuteneH B teyeHne 60 gHenr, go 1 ropa ( )

(Hy)XHOEe noaYepKHyTb) (yrkasatb

KONMYECTBO AHel)

O60poTHaA CTOPOHa

OTMeTKa 0 Ha3HayeHuun
NleKapCTBEHHOro npenapaTa
no peweHuo BpavyebHon Komuccum

Mpurotosun Mposepun OTtnyctun

®OPMA PELENTYPHOIO B/IAHKA N 148-1/y-88

MMHUCTEPCTBO 34PaBOOXPAHEHMSA Koa ¢popmbl no OKYZ 3108805

Poccuiickon depepauunmn MeanumnHcKas AOKyMeHTaums
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®opma N 148-1/y-88
HanmeHoBaHue (wTamn) YTBepaeHa NpuKkasom
MeAULMHCKON opraHu3aumm MuHUCTEPCTBA 34paBOOXPaHEHNA
Poccuiickoit ®Pepepaumu
HanmeHoBaHue (wTamn) ot 24 Hoabpa 2021 r. N 1094 H
UHAMBUAYANIbHOIO NpeanpuHMMaTens
(ykasaTb agpec, HOMep M AaTy MLEH3UN,
HauMeHOBaHMe opraHa rocyAapcTBeHHOW BAaCTH,

BblAABLUETO JINLEH3UIO)

PELENT no 20 .

(mata odopmneHus-peLenTa)

(B3pocCnbili, ETCKUI - HY)KHOE NOAYEPKHYTD)
damunua, HULMANbI UMEHWU U OTYeCTBa (NocneaHee - NPU HaAUuUmK)

naumMeHTa

[ata poxxaeHuna

Appec mecta xutenbctBa Manm N meaMUMHCKOM KapTbl ambynaTopHoOro
NnauMeHTa, NONYYAIOLLEro MeANLIMHCKYIO MOMOLLb B amby1aTOPHbIX YCA0BUAX
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damumnna, MHMLMaNbl UMEeHU U o0T4YecTBa (NocnegHee - NPU HaAUUYUMK)
nevauwiero Bpaya (denbaliepa, akywepku)

Py6. Kon. Rp:

Mognucb 1 NevaTb flevalero Bpaya M. 1.
(nognucb denbalwepa, akywepku)

PeuenT gevicteuteneH B TeyeHune 15 aHei

O6opoTHanA cTopoHa

OTMeTKa 0 Ha3HayeHuu
NleKapCTBEHHOro npenapaTa
no peweHuto BpavyebHon Komuccum

Mpurotosun Mposepun OTtnyctun

®OPMA PELEENTYPHOIO B/IAHKA N 148-1/y-04(N)

MUHUCTEePCTBO 34paBOOXPaHEHMUA YTBEPXAEHA
Poccuiickon depepauunmn MECTO AnA npukasom MuHucTepcTBa
LWTPUXKOOA <*>  3gpaBOOXpaHeHun

Poccuiickon depepauunmn
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oT 24 Hoabpa 2021 r.
N 10941

WTtamn

Kog me

ANUMHCKOM OpraHusaumm

WTtamn

Kog vHanBmayanbHoro npeanpuHumarens

Koa dopmbl no OKY/ 3108805

®dopma N 148-1/y-04(n)

Kog, Koa
KaTeropuu HO30/10rMYeCKOoM
rpaxaaH dopmsbl (no MKE)

29

UCTOYHMU
K pMHaH
CMpoBaH
ns:
(nopuep
KHYTb)

1. depe
panbHbI
M 60K

eT

% onnat
bl:
(noauep
KHYTb)

1. Becnn
aTHO




Kog, Kopa Nctounn % onnat
KaTeropum HO30/10rMYecKom K GMHaH |bl:
rpasaaH dopmsbl (no MKE) cupoBaH|(noguep
nsa: KHYTb)
(nopuep
KHYTb)
1. ®epe |1. Becnn
panbHbl |[aTHO
" 60K
eT
2. brogx|2. 50%
eT cybbe
KTa
Poccuiic
Kon depn,
epaumm
3. MyHu (3. nHomn
unnanbvh|%
bin 61O,
KeT
PELLEN 20 .
T Cepu
ﬂ —_—
_N_
Hata o
dopmn
eHus:
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Homep mMeaMUMHCKOM KapTbl NauMeHTa, NOAYy4YaloLWero MeanuuMHCKyo NomMoLLb B

ambynaTopHbIX YCNOBUAX

damumnna, MHMLMaNbl UMEeHWU U oT4YecTBa (NocnegHee - MPU HaAUUYUK)
neyauwiero Bpaya (denbaliepa, akywepku)

Py6. Kon. RP: i
Datd. o
SIgNA: .o
Mognucb 1 NevaTb flevalero Bpaya M. 1.

(nognucb denbalepa, akywepku)

Peuent aevicteuteneH B TedeHune 15 anein, 30 aHein, 90 aHen
(Hy)XHO€e noaYepKHyTb)

OTnyLLeHo no peuenTy: Toprosoe HaMmeHoBaHUe
N 003MPOBKa:

[aTa otnycka: "__ " 20 . Konuuectso:

Mpurotosun: Mposepun: OTtnycTtun:

(nvHKMA oTpbiBa)

KopelwoK peuentypHoro 61aHKa Cnocob npumeHeHus:
HavmeHoBaHue MpoponXuTenbHOCTb aHen
IeKapCTBEHHOro npenapara:

Konnyectso npnemos B AeHb: _ pa3s
[1031MpOBKa: Ha 1 npuem: en.

Ob6opoTHaA cTopoHa
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OTMeTKa 0 Ha3HayeHuu
NleKapCTBEHHOro npenapaTa
no peweHuno BpavyebHon Komuccum

Mpurotosun Mposepun OTtnyctun

<*> B cny4ae M3roToBAEHMA peLenTypHoro 6aaHKa c MCNo/ib30BaHUEM
KOMMNbIOTEPHbIX TEXHOIOTUN.

MpunoxceHue N 3
K npukasy MuHucmepcmea 30pa8ooxpaHeHuA
Pocculickoli ®edepayuu

om 24 Hoabpsa 2021 2. N 1094+

NOPAAOK O®OPMNEHUA PELLENTYPHbLIX B/IAHKOB
HA IEKAPCTBEHHDIE NMPEMAPATbI, UX YHYETA U
XPAHEHUA

|. OpopmneHue peuenTta Ha GymarKHOM HocuTene

1. Ha peuentypHbix 6naHkax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B
NEeBOM BEpXHEeM yray npocCTaBAAeTCA LWTAaMMn MELMUMHCKOM OpraHu3aumm c
YyKasaHMeM ee HauMMeHOBaHMuA, agpeca M TenepoHa C AaToOM BbINUCKK (paTol
odopmaeHuna) peLenTa Ha eKapCTBEHHbIM Npenapar.

[ononHutenbHo Ha peuenTtypHom 6naHke dopmbl N 148-1/y-04(n) npocrasnsercs
KOA4, MeAULMHCKON OpraHM3aumm B COOTBETCTBUM € OCHOBHbIM FOCYAapPCTBEHHbIM
PerucTpaumMoHHbIM Homepom (ganee - OFPH).

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) skntovaeT Kog cybbekTa
Poccuinckoit depepaumm,  COOTBETCTBYIOWMMN  ABYM  NepBbim undpam
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Obuwepoccuiickoro KNaccudmKaTopa 06BbEKTOB AAMUHUCTPATUBHO-
TeppuTopuanbHoro aenerHus (aanee - OKATO).

PaspeluaeTtca usrotaBaneatb peuentypHblie 6naHku ¢opmbl N 107-1/y n dpopmbl N
148-1/y-04(n) c NnOMOLLbIO KOMMbIOTEPHbIX TEXHOMOTUNA.

PeuenTtypHble 6naHkn  ¢dopmbl  dopmbl N 148-1/y-88  m3rotasnmsatoTcs
NCKNOUUTENBHO TUNorpadcknum cnocobom.

2. Ha peuenTypHbIX 6naHKax, odopmasembix WMHAMBUAYANbHBIMU
npeanpUHUMATENAMN, UMEIOLLMMN NNLLEH3UIO HA MEAULMHCKYIO AeATeNbHOCTb, B
BEPXHEM NeBOM yray Tunorpadpckum cnocobom mam nytem NpoCTaBAE€HMA LWITamMa
[O/IKeH ObITb YKa3aH agpec UHAMBUAYANbHOTO NpeanpuHMMaTens, Homep M gaTa
NMLLEH3UN, HAUMEHOBaHMe OpraHa rocyAapCcTBEHHOM BNACTH, BblAABLUETO NLEH3MIO.

3. PeuentypHble 6naHkn ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
3aMONHAOTCA MeANLUMHCKMM PAaBOTHUKOM YepHUNAMU WU LIAPUKOBOW PYUKOMN.

4. [onyckaetcAa 0dOpPMNEHME BCEX PEKBUSUTOB (33 WCKAOYEHMEM pPEKBU3MUTA
"Moanncb nevawero Bpaya (nognucb denbgliepa, akywepku') peuenTypHbIX
6naHkos ¢opmbl dopmbl N 107-1/y, dopmbl N 148-1/y-88 u dopmbl N
148-1/y-04(n) c ncnonb3oBaHMEM NevaTatoLWmMX YCTPOMCTB.

5. OdopmneHne peuentypHbix 6naHkos ¢dopmbl N 148-1/y-04(n) sknwouaer
undposoe KoanposaHue.

LUndposoe KoanpoBaHMe yKasaHHbIX peuenTypHbIX 61aHKOB BKAKOYAET:

1) kKop MepMuuMHCKOM opraHmsauun (OMPH) wam  Koa UMHAMBUAYANbHOrO
npeanpuHumaTtens B COOTBETCTBUM c OCHOBHbIM rocy4apCTBEHHbIM
PErncTpauMoHHbIM HOMEPOM MWHAMBWUAYANbHOrO npeanpuHumatena (ganee -
OlPHWN), npocTtaBAsiemblii NP N3rOTOBAEHUM PELLENTYPHbIX 6BN1aHKOB;

2) KoZ KaTeropuu rpaxkaaH, MMelLWMX MNpPaBo Ha MNOJyYEHUE NEKAPCTBEHHbIX
npenapaToB B COOTBETCTBUM CO CTaThen 6.1 PepepanbHOro 3akoHa ot 17 urona 1999
r. N 178-®3 "O rocygapcTBeHHON coumanbHon nomowm" <1>, ©n  Kopg
Ho30/10rn4yeckoir dopmbl No MexXayHapoaHOM CTAaTUCTUYECKON Kaaccudbukaumm
6onesHen n npobnem, ceA3aHHbIX co 3gopoBbem (10-i nepecmoTp) (aanee - MKB),
3aMo/IHAEMbIe JleYallum BPaAYoOM MyTeEM 3aHEeCeHMA Kaxaon uudpbl B nycTbie
AYENKN, NPM 3TOM TOYKA NPOCTABAAETCA B OTAE/bHON AYEliKe;

<1> CobpaHue 3aKoHoaaTenbcTBa Poccuitickon deapepaumm, 1999, N 29, cr. 3699;
2020, N 52, cT1. 8577.

3) oTmeTKy 06 MCTOYHMKe dMHaAHCUpoBaHMA (deaepanbHbii BloaxkeT [1], 6loaxeT
cybbekTta Poccuiickoit Pepepauun [2], myHuMumnnanobHbin 6oaxket [3]) u npoueHTe
onsaTbl peuenTa (becnnaTtHo [1], 50% [2], uHon % [3]);
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4) WTPUX-KOA, - AONONHUTENbHbIN PEKBU3UT (B Cly4ae M3roTOB/IEHWUA HA TEPPUTOPUN
cybbekta Poccuiickolt ®deaepaummn peuenTypHoro 6naHKa € MCNOJb30BaHUEM
KOMMbIOTEPHbIX TEXHONOTUN).

6. B peuenTypHbix 6naHkax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 8
rpade "damunma, MHUUMANbI MMEHW U OTYecTBa (nocnegHee - MPU HANUUYUM)
naumMeHTa" yKasbiBaloTcs pamuama, MHULUMANbl UMEHWU M OTYecTBa (NnocneaHee - npwm
Ha/M4YMKM) NayumeHTa.

7. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) 8
rpade "[laTa poxkaeHMA" yKasbiBaeTcA AaTa PoXKAeHuA naumeHTa (Yncno, mecsu,
rog).

[ononHutenbHo B peuentypHbix 6n1aHKax popmbl N 148-1/y-88 u dpopmbl N 107-1/y
ona peten B Bo3pacte Ao 1 roga B rpade "[aTta poxkaeHua" yKasbiBaeTca
KOIMYECTBO NOJHbIX MECALEB.

8. B peuentypHbix 61aHKax dopmbl N 148-1/y-04(n) B rpadax "CHUNC" n "N nonuca
0653aTeNbHOTO0  MEAMUMHCKOTO CTPaxoBaHMA" YKasbiBalOTCA CTPaxoBOW HoOmep
MHOMBUAYANbHOTO NLEBOro cYeTa rpaykaaHuHa B NeHcnoHHom ¢poHae Poccuiickoi
depepauym  (CHUAC) (npn  Hannumm) M Homep noauca obA3aTenbHoOro
MeAMNLMHCKOro CTPaxoBaHMA.

9. B peuentypHbix 6naHkax d¢opmbl N 148-1/y-88 B rpade "Aapec mecTta
XKUTENbCTBA WAM  HOMEP MeAMUMHCKOM  KapTbl NAuMeHTa, noayvatowero
MEAMULMHCKYIO NOMOLb B aMbynaTOpHbIX yCN0BUAX", yKa3biBaeTCA NOYTOBbIN aapec
MecTa XUTenbCTBa (MecTa npebbiBaHMA MAM MecTa (AKTUYECKOro MPOXKMBaHMUA)
naumMeHTa AN HOMepP MeAMLMHCKON KapTbl MNauMeHTa, NONyYatowero meanunHCKyo
MOMOLLb B aMbByNaTOPHbIX YCNOBUAX <2>.

<2> [lpuKas MuHUCTepcTBa 34paBooOxpaHeHusa Poccuiickon depepauumn ot 15
gekabpa 2014 r. N 834n "O6 yTtBEpXKAEHUM YHUOULMPOBAHHBLIX dopm
MeAULMHCKON [AOKYMEHTAUMWU, WCMONb3YEMbIX B MEAUUMHCKUX OpraHU3aumsx,
OKa3blBaOLMX MEANLMHCKYIO NOMOLLb B aMbByaTOPHbIX YCNOBUAX, U NOPALKOB MO
nx 3anonHeHuw" (aanee - Mpukas N 834H) (3apernctpupoBaH MuHUCTEPCTBOM
tocTuummn Poccuiickoit depepaummn 20 despansa 2015 r., peructpaymorHbii N 36160)
C W3MEHEHWAMM, BHECEHHbIMW NpPUKaszamnm MMUHUCTEPCTBA 34PaBOOXPAHEHMSA
Poccuiickoii  ®epepaumm ot 9 saAHBapa 2018 r. N 2 (3apeructpuposaH
MuHuctepcteom  toctuumm  Poccuitckon  ®depepaummn 4 anpena 2018 .,
pernctpaumoHHblin N 50614), ot 2 Hosbpa 2020 r. N 1186H (3apeructpmposaH
MuHuctepcteom toctuumm  Poccuiickon  ®Pepepauum 27  Hoabpa 2020 .,
pernctpaumoHHbin N 61121).

YKasaHue U agpeca MecTa KUTeNbCTBa U HOMepPa MeAULMHCKON KapTbl NauuUeHTa,
NONY4YaloLWIEero MeAMLMHCKYI0 NMOMOLLb B aMbBynaTopHbIX YC/NOBUAX, He sABAsAETCcA
OLLINBKOMN.
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B peuentypHbix 6n1aHKax dopmbl N 148-1/y-04(n) B rpade "Homep meamumHCKOM
KapTbl NaLMEHTa, NOy4YaoOWEro MeanULMHCKYIO NOMOLLb B aMbynaTopHbIX ycioBuax"
YKa3blBaeTCA HOMEpP MeAULMHCKOM KapTbl MauMeHTa, Nosyyalowero MeanumnHCKyo
NMOMOLLb B aMbByNaTOPHbIX YCNOBUAX <3>,

<3> MNpukas N 834H.

10. B rpade "damunnsa, MHUUMANbI UMEHU 1 OTYecTBa (NocnegHee - NPU HaNMYUN)
Nnevawero Bpayva (denbawepa, akywepku)' peuentypHbix 6naHkos ¢opm N
148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBatoTcA NOAHOCTbIO damuaus,
WMHUUMANbl UMEHM, OTYECTBA (NocnegHee - NPy HaANYMK) MeaULMHCKOro PaboTHUKA,
Ha3HAYMBLLEro JIeKAPCTBEHHbIE NpenapaTbl 1 0POPMUBLLETO peLenT.

11. B rpade "Rp" peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 nu N
148-1/y-04(n) ykasbiBaeTca:

1) HanmeHoOBaHMe NleKapCTBEHHOrO NpenapaTa (MeXAyHapoA4HOe HenaTeHTOBaHHOe
HaMMeHOoBaHMe, TPYNNUPOBOYHOE MAM XMMUYECKOE HaUMEHOBAHWE, TOProBoe
HaMMeHOBaHMEe) Ha NATUHCKOM A3blKE MM Ha PYCCKOM A3blke, Gpopma BbIMyCKa,
[L03MPOBKA, KONMYECTBO (YKasblBaeTCA NPOMNMUCbIO Ha peuenTypHoMm 61aHKe dopmbl
N 107/y-HN);

2) cnocob NpMMeHEeHUs NEeKapCTBEHHOro Mnpenaparta Ha roCyAapCTBEHHOM f3blKe
Poccuiickoit depepaunm nnm Ha rocygapcTBeHHOM si3bike Poccuiickon Pepepaunm m
rocyaapCTBeEHHOM f3blke pecnyb/MK U WMHbIX A3blKax HapoaoB Poccuiickoin
®epepaumnm <4>.

<4> Yactb 1 ctaTbM 15 3akoHa Poccuiickon ®epepaumm ot 25 oktabpa 1991 r. N
1807-1 "O asbikax HapogoB Poccuitickoint Pepepaummn” (aanee - 3akod N 1807-1).
(Begomoctn cvesga HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP,
1991, N 50, ct. 1740; CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®epepaumm, 1998,
N 31, cr. 3804).

13. MNpu odopmneHun peuenTypHbix 61aHKOB 3anpeLaeTca OrpaHMYMBaTHCA
obWwunmMm yKasaHmamm, Hanpumep, "BHyTpeHHee", "M3BecTHO".

B anekmpoHHOM AOKymeHme Hymepayus nyHKmMoe coomeemcmeyem
ohuyuanbHOMY UCMOYHUKY.

14. Peuent, odopmneHHbIt Ha peuenTypHom 6naHke ¢dopm N 148-1/y-88, N
107-1/y v N 148-1/y-04(n), nognucbiBaeTcA MeAULUHCKMM PabOTHUKOM U
3aBepAeTcA ero nevyaTbio.

Peuent, obopmneHHbI Ha peuenTypHom 6naHke popmbl N 148-1/y-88 n dopmbl N
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148-1/y-04(n), AONONHUTENbHO 3aBepAeTCA MevyaTbld MeAMULMHCKOW opraHusauumn
"OnAa peuentos".

[na peuenTta, obopmaeHHoro Ha peuentypHom 6naHke dopmbl N 107-1/y, Hannume
neyatn "[ns peuentos" He ABNAeTCA 06A3aTeNbHbIM.

15. Ha opgHom peuentypHom 6naHke ¢opmbl N 148-1/y-88 u dopmbl N
148-1/y-04(n) paspewaeTca  OCYLECTBAATb  Ha3HayeHWe TO/NbKO  OAHOro
HaVMMeHOBaHMA NIeKapPCTBEHHOrO Npenapara.

Ha ogHom peuenTtypHom 6naHke dopmbl N 107-1/y paspelwaertca ocywecTBaatb
Ha3HayeHWe TONbKO OAHOrO0 HAaMMEHOBAHWMA  /IEKAPCTBEHHOrO  Npenapara,
oTHocsAweroca no ATX K aHTuncuxoTuyeckmum cpeactsam  (kog N 05A),
aHkconutukam (kog N 05B), cHotBopHbIM 1 cepatnaHbiM cpeacteam (kog N 05C),
aHTuaenpeccaHTam (kog N 06A) v He noanealiero npeameTHO-KONNYECTBEHHOMY
yyeTy, M [0 Tpex HaMMeHOBaHWW /NIeKAPCTBEHHbIX MpenapaToB - AN  MHbIX
JIeKapCTBEHHbIX MPenapaToB, He OTHECEHHbIX K BblleyKa3aHHbIMm ATX.

16. UcnpaBneHusa B peuenTte He A40NyCKatoTCS.

17. Npun odopmneHnn peuentypHbix 6aaHkos dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(n) Ha neKkapcTBeHHble mnpenapaTbl, Ha3HAYeHHble NO PELEHUIo
BpauebHOM Komuccuu, Ha obopoTte peuenTypHoro 6naHKa CTaBUTCA crnewunanbHas
OoTMeTKa (wTamn).

18. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) BHM3Y MmeeTca NNHUA
OTPbIBa, Pa3AeNAoWAn PeLenTypPHbIn 61aHK M KOPELLOK.

Kopewok oT peuenta, opoOpMIEHHOro Ha YyKasaHHOM peuenTypHom 6n1aHKe,
BblAAETCA NaUMeHTy (ero 3aKOHHOMY NpPeACTaBUTENI0) B aNTEYHOW OpraHM3aunn, Ha
KOpelwKe [fAefnaetca OTMeTKa O HaMMEHOBAaHWMM NeKapCTBEHHOro mnpenapara,
[03MPOBKeE, KO/IMYECTBE, crnocobe NpuMmeHeHus.

Il. OpopmneHue peuenta B popme 31€KTPOHHOrO AOKYMEHTA

19. Peuent B ¢dopme 31EKTPOHHOTO AOKYMEHTa, NOAMNUCAHHOTO YCUAEHHOM
KBaNMOUUMPOBAHHOM 3/N1EKTPOHHON nognucbio, GopmMUpyeTca MeAULUHCKUM
pPabOTHMKOM, CBEAEHUA O KOTOPOM BHeceHbl B peaepanbHbli PErUCTP MeANLUMHCKMX
paboTHMKOB <5>, a TaKKe Npu YCNOBUMN perucTpaLmm MeauLmMHCKOM opraHmM3aumm, B
KoTopoit odopmnaetcs peuent, B denepanbHOM peectpe MeaAULMHCKUX
OpraHmsauum <6> eanHOM rocyaapcTBEHHON MHPOPMALMOHHOMW CUCTEMbBI B chepe
34paBOOXPAHEHUA W MOAKMIOYEHMA TaKOWM MEeAUUMHCKOW OpraHuM3auuu K
rocyaapcrBeHHon MHGoOpMaLMOHHON cucteme B cdhepe 34paBoOOXpaHeHMA cybbeKkTa
Poccuiickoit ®epepaumm <7>.

<5> Yactb 4 cTtatbM 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue
3akoHogaTenbcTBa Poccuiickont Pepepaumn, 2011, N 48, ct. 6724; 2020, N 29, cT.
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4516).

<6> Yactb 4 ctatbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue
3aKoHogaTenbcTBa Poccuinickon ®epepaumn, 2011, N 48, cr. 6724; 2020, N 29, cT.
4516).

<7> Cratbm 91 u 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue
3akoHogaTenbcTBa Poccuiickoit Pepepaumm, 2011, N 48, c1. 6724).

20. Mpu odopmneHnn peuenta B GoOpme 3NEKTPOHHOTO AOKYMEHTa Ha
JlekapCTBeHHble npenapaTtbl, YKa3aHHble B NyHKTax 9 u 11 lNopagka HasHayeHmsA
JIEKApPCTBEHHbIX  MNPEenapatos, YTBEP)KAEHHOrO0  HACTOAWMM  MpPUKasom, U
OTNycKaemble 3a NOJIHYI0 CTOMMOCTb, 3aNO/HAIOTCA CneayoLme peKBU3NUTbI:

1) Koa cybbvekta Poccuiickont ®egepaumm no OKATO, onpegenstowmi
rocyaapcTBeHHy0 MHGOPMALMOHHYIO cucTeMy B chepe 34paBooXpaHeHna cybbeKkTa
Poccuiickon ®epepaummn, B KOTOPoM chopMUpPoBaH peLent B GOpME 3/IEKTPOHHOrO
AOKYMEHTa;

2) HaMMeHOBaHWE MegMUMHCKOW opraHusauuu, agpec, tenedoH uam damunus,
MHULUMANbI MMEHM WU oT4yecTBa (nocnegHee - NPU HaAUYMKU) WUHOMBUAYANLHOMO
npeanpuHUMaTens, MMEIOWero ANUEH3NI0 Ha MeAWUMHCKYIO AeATeNbHOCTb, ero
agpec;

3) OfFPH ‘iopuanyeckoro avua (MeauuMHCKOM opraHusaunm) wam  OTFPHUM
WHOMBWUAYANLHOIO NpeanpuHNUMaTens;

4) pata odopmneHus peuenta (yKasblBaeTca YUCN0, MecsaL, roa);

5) pata oKoHuyaHMA pgeicTBuA  peuenta  (popmupyeTcAa  rocyAapcTBEHHOW
nHGOPMaLMOHHOMN cucTemol B chepe 3ApaBooOXpaHeHUs cybbeKTa Poccuinckomn
depnepaumm B COOTBETCTBUM CO CPOKammM aencteuma peuentos: 15 aHein, 30 gHen, 60
AHen, 90 aHen, oo 1 roaa);

6) YHWKanbHbIV Homep peuenTa (GopmupyeTcs rocyaapcTBEHHON MHPOPMALMOHHOW
cuctemolt B cdepe 34paBooOxpaHeHMa cybbekta Poccuiickoih ®Pepgepaumn  u
obecneymBaeT OAHO3HAYHYK MAEHTUPUMKAUMIO peuenTa B dopme 31eKTPOHHOro
[OKymeHTa B coveTaHum ¢ OKATO, OTPH naun OFPHUN);

7) otmetkn "cito" (cpouHo) unm "statim" (HemegneHHo) npu HeobxoammocTu
CPOYHOrO AU HEMEAIEHHOTO OTNYCKa IEKaPCTBEHHOrO Npenaparta nayueHTy;

8) agpec naumeHTa (yKasbiBaeTcA MNOYTOBbLIM aApec MecTa KUTeNbCTBa (mecta
npebbiBaHMA MM MecTa (GaKTUYECKOrOo MNPOMMBAHWUA) C YKasaHMEM MWHAEKCa,
HaMmeHOBaHWA Kpas, obnactn, pecnybankM, aBTOHOMHOIO OKpyra  MHOro cybbekTa
Poccuiickont depepaumm, HaMMeEHOBaAHMA HACENEHHOrO MyHKTA, HAaMMEHOBaHMUA
yAnupl (NpocneKkTa, nepeynaka, npoesaa), Homepa Aoma (C yKasaHMem Kopnyca, npu
Hann4MmK), Homepa KBapTUpPbI);

9) HOMep 3NEeKTPOHHOM MeAMLMHCKOM KapTbl NauueHTa B FOCYAapPCTBEHHOW
nHGOPMaLMOHHON cucTeme B cohepe 3ApaBooxpaHeHUs cybbeKTa Poccuinckomn
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depepaunm;
10) damunus, uma, otyecTso (nocnesHee - NPU HANMYMK) NALMEHTA NONHOCTLIO;

11) paTa poxpeHusa naumeHTa (yKasbiBaeTca YMCNO, MecAl, rod), Ansa aeten go 1
ro4a AONONHUTENbHO YKa3blBAETCA KONIMYECTBO NOJIHbIX MECALEB;

12) damunus, MHUMUMaANBI MMEHM U OT4yecTBa (nocnefHee - NPU  HAAUYUW)
MeANLMHCKOro paboTHMKa NONHOCTbIO;

13) HaMmeHoBaHWe NeKapCTBEHHOTO npenapaTa (mexkayHapoaHoe
HenaTeHTOBaHHoe HaMMeHOBaHMe, rpynnupoBoYHoe nnu XMMUYecKoe
HaMMeHOBaHWE, TOProBOe HaMMeHOBaHWE), [A03MpPOBKa, ¢opma  BbINyCKa,
KOZIMYECTBO (BCE NO3ULUN YKa3bIBAIOTCA Ha PYCCKOM A3bIKE);

14) cnocob npumeHeHWA NeKapCTBEHHOrO MpenapaTta Ha rocyAapCTBEHHOM A3bIKe
Poccuinckoi Pepepaumm namn Ha rocyaapcTBeHHOM A3blke Poccuiickon depepaumm mn
rocygapCTBEHHOM A3blke pecnyb/MK M WMHbIX A3blKax Hapoaos Poccuiickon
denepauynm <8>;

<8> Yactb 1 ctatbym 15 3akoHa N 1807-1 (Begomoctu cbe3na HapoaHbIX AenyTaToB
PCOCP un BepxosHoro Coseta PC®CP, 1991, N 50, cr. 1740; CobpaHue
3aKoHoaaTenbcTBa Poccuinickon Pepepaunn, 1998, N 31, cr. 3804).

15) AOKYMEHT, NoATBEpP)KAAlOWMIA Ha3HAYeHWe /eKapCTBEHHOro npenapaTta Mo
peLeHnIo BpayebHOoM KOMUCCUM MEANLMHCKOM OpraHM3aunu;

16) oTMeTKa 0 Ha3HaYeHWUM NEKAPCTBEHHOro MpenapaTta No peLleHuto BpavyebHoMn
KOMUCCUM MEAMUMHCKOM OpraHMsauuu B C/yYasX, YKasaHHbix B ab3aue BTOpPOM
NyHKTa 6 [lopsAAKa Ha3HAYeHUs NEeKapCTBEHHbIX MNPenapaTos, YTBEPXKAEHHOro
HaCTOALLMM MPUKA3OM;

17) oTmeTKa 0 cneunanbHOM Ha3HAYeHUM NEKAPCTBEHHOro NpenapaTa (3anonHAeTca
B C/Ny4asX, yKasaHHbIX B MyHKTax 15 u 24 lMopAgKa HasHaAYeHWUs JIeKapCTBEHHbIX
npenapaTtos, YTBEPKAEHHOr0 HAaCTOALLMM NPUKA30M);

18) oTmeTka 0 cneuManbHOM Ha3HAYeHUM IeKAPCTBEHHOrO NpenapaTa NauMeHTy
3aboneBaHneM, TpebyloWwUm ANUTENLHOTO KYypCOBOrO /fedyeHuA (3anosiHAeTcs B
CNny4yae, ykaszaHHOM B NyHKTe 23 lopAaaKka Ha3HaYeHUA IeKapCTBEHHbIX NpenapaTos,
YTBEPKAEHHOrO HACTOALLMM MPUKA30M) C NPOCTaBAEHMEM NEPUOAMYHOCTM OTMNYCKa
NeKapCcTBEHHOro nNpenaparTa;

19) npu odopmneHun peuenta B GOpme INEKTPOHHOTO [AOKYMEHTa Ha
NNeKapCTBEHHbIe NpenapaTbl, YKa3aHHble B NognyHKTax 2 - 5 NyHKTa 9 u nyHKTe 11
MopaaKa Ha3HAaYeHWA JIEKAPCTBEHHbIX MPenapaToB, YTBEP)KAEHHOrO HACTOALLMM
NpuUKasoMm, rpa)kaaHam, WMelWuM npaBo Ha 6ecnnaTHoe  MNoJsiyyeHue
NNeKapPCTBEHHbIX NpenapaToB MAM MNOAYYEHME JIeKAapCTBEHHbIX MNpenapaTtoB Co
CKMAKOW, 3aMONHAITCA PEKBU3UTbI, NPeayCMOTPeHHble noanyHkTamm 1 - 18
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HaCTOALWLEro NyHKTa, a Takxe cnegyrouime peKkBusnTbl:

a) KaTeropma rpakaaH, MMetoLwmMx NPaBo Ha NoJlyYyeHne NeKapCcTBEHHbIX MpenapaTos
B COOTBETCTBMM CO cTaThen 6.1 GeaepanbHoro 3akoHa ot 17 niona 1999 r. N 178-93
"O rocyaapcTBeHHoOM coumanbHoM nomowm™ <9>;

<9> CobpaHue 3aKoHomaTenbcTBa Poccuitckon depepauymm, 1999, N 29, cr. 3699;
2020, N 52, cT. 8577.

6) Koa, Ho3onornyeckon popmbl no MKB;

B) UCTOUYHUK PUHaHCMpoBaHUA (1 - depepanbHbI BogKeT, 2 - 6roaKeT cybbeKTa
Poccuitckoit Pegepaumm, 3 - MyHULMNANbHBINA BlOOXKET);

r) pasamep onnatsbl (1 - 6ecnnaTHo, 2 - 50%, 3 - nHON %);

[l) CTpaxoBOM HOMep WHAMBMAYANbHOrO JIMLEBOrO cYeTa rpakAaHWHa B
MNeHcnoHHOM poHae Poccuiickon deaepaumm (npu Hannumm) (CHUNC);

e) HOmMep nonunca 06A3aTeNIbHOro MegNUNHCKOro CTpaxoBaHHUA.

21. MNpw NpocTaBAEHUU OTMETKM, YKa3aHHOW B NoAnyHKTe 16 nyHKTa 20 HacToAwero
Mopsaaka, peuent B GOpme 3NEKTPOHHOIO AOKYMEHTA MOAMNUCbIBAETCA YCUIEHHOWN
KBaAMOUUMPOBAHHOM 3N1EKTPOHHOW NOANUCbIO Npeacefatena WM CeKpeTapA
BpauyebHOM KOMWUCCUM MEOMLMHCKOM OpraHM3auuu, NpuM NpoCTaBAEHUU OTMETOK,
YKa3aHHbIX B nognyHKTax 17 un 18 nyHKta 20 HactoAawero MMopaaka, - YCUNeHHbIMU
KBaAMMUMPOBaAHHbIMM 3/IEKTPOHHbIMMU noAnuUcAMM COOTBETCTBYIOLLUNX
MeAMULNHCKMUX PabOTHUKOB.

22. Mo TpeboBaHMIO NaLMeHTa WUAW ero 3aKOHHOro npeacTaBuTensa opopmaseTca
aK3emMnnAap peuenTta B Gopme 31eKTPOHHOIO AOKYMEHTa Ha BymaykKHOM HocuTene ¢
oTmeTkol "[lybarKaT 3N1eKTPOHHOro AoKyMeHTa" .

lll. YueT peuentypHbix 61aHKOB (33 UCKNOUEHMEM
peuenTtypHbix 6naHkoB no ¢opme N 107/y-HN "CneymanbHbi
peuenTypHbiit 6n1aHK")

23. YueT peuentypHbix 61aHkoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rotTaBaMBaemMbix TUNorpadpckum crnocobom (ganee - peuenTypHble 61aHKK,
noanexawme y4yeTy), OCYWECTBAAETCA B KYpPHanax yyeTa, NPOHYMEPOBAaHHbIX,
MPOLWHYPOBAHHbIX W  CKPEnAeHHbIX MOAMWUCBIO  PYKOBOAWUTENA W NEeYaTblo
MeANLMHCKOM OpraHnsauum UamM NoAnUCbio MHAMBUAYANbHOIO NpeanpuUHUMaTENs,
MMEIOLLLETrO NLLEH3MIO HA MeANLMHCKYIO AeATENbHOCTb.

24. ypHan yyeta peuentypHbix 6naHkos dopmbl N 107-1/y cogep»ut cneaytouime
rpadbi:
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1) Homep No nopsaaKy;
2) B pasgene "Mpuxoa™:
a) AaTa perMcTpaummn AoKymeHTa, NOATBEPXKAAOLWEro NoCTynAeHue;

6) Homep M paTa AOKYMeEHTa, noATBepXAatowero nocTynneHue, HaumeHoBaHue
NOCTaBLLNKa;

B) obLLee KOIMYeCTBO NOCTYNUBLUNX PeLenTypHbIX 61aHKOB;

r) damununa, MHULMANAbI UMEHW M OTYecTBa (nocnesHee - NPU HAAMYUKU) U NOAMUCH
OTBETCTBEHHOIO MEeAMUMHCKOro paboTHMKa, NONYYMBLLErO peLenTypHble 6aaHKM OT
NOCTaBLMKa;

3) B pa3gene "Pacxoa™:
a) AaTa BblAauM peuenTypHbIX 61aHKOB;
6) KONNYECTBO BblAaHHbIX PELENTYPHbIX 61aHKOB;

B) damunva, WMHUMUMANLI MMEHM W OT4yecTBa (nocneaHee - NpPU  HAUYUK)
OTBETCTBEHHOro MeAMUMHCKOro paboTHUKA, NOJyYMBLLETO PeLenTypHble BAaHKu;

r) NoANUCb OTBETCTBEHHOIO MeAMLMHCKOro PaboTHMKA, NONYYMBLLErO PeLenTypHble
6naHKK;

4) dammnus, MHULMANBI UMEHW W OTYecTBa (NocnegHee - NPU HaNUYMK) U NOANUCH
OTBETCTBEHHOrO MeAMUMHCKOro paboTHUKA, BblgaBLIEro peuenTypHble 61aHKu;

5) ocTatok peuenTypHbIx 61aHKOB.

25. ypHan yuyeTta peuentypHbix 6n1aHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(n)
coAepXKuT cneayrowme rpadobl:

1) Homep no nopsaaKy;
2) B pasgene "Mpuxoa™:
a) AaTa perMcTpaummn AoKymeHTa, NoATBEPXKAAOLWEro NoCTynAeHue;

6) HOomep ¥ paTa AOKYMEHTA, MOATBEPMKAAMOWErO MOCTYNAeHUE, HaMMEHOBAHMWE
NOCTaBLLNKa;

B) obLLee KOIMYeCTBO NOCTYNUBLUNX PeLenTypHbIX 61aHKOB;
r) cepumn n Homepa peuenTypHbIX 61aHKOB;
A1) KOANYECTBO PeLLENTYPHbIX 61aHKOB MO CEpPUAM;

e) dbamununa, MHULMaNbl UMEHM M OTYECTBA (NocnegHee - NPU HaNUYMKU) U NOANUCH
OTBETCTBEHHOIO MEeAMUMHCKOro paboTHMKa, NONYYMBLLErO peLenTypHble 61aHKM OT
NOCTaBLMKa;

3) B pa3gene "Pacxoa™:

a) AaTa BblAauM peuenTypHbIX 61aHKOB;
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6) cepmm M HoMepa BblAaHHbIX PeLenTypPHbIX 61aHKOB;
B) KOIMYECTBO BblAAHHbIX PELLENTYPHbIX 61aHKOB;

r) ¢amunusa, uHUUMANbLI MMEHWM W OoT4yecTBa (MocneaHee - NpU  HaAMuUK)
OTBETCTBEHHOIO MeAMUMHCKOro paboTHMKa, MONYYMBLLETO PeLEenTypHble 6AaHKu;

A1) NnoAnNnCcb OTBETCTBEHHOIO MeAMLMHCKOrO paboTHMKA, NONYYMBLIETO PELLENTYPHbIE
6naHKu;

4) dammnusa, MHULMANLI UMEHW M OTYecTBa (NocnegHee - NpU HaAUYMK) U NOAMNUCH
OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKa, BblAaBLIEro peuenTypHble 61aHKK;

5) ocTatok peLenTypHbIx 61aHKOB.

26. Yuer peuentoB, OQPOPMNEHHbIX B GOPME 3N1EKTPOHHOTO [OKYMEHTa,
OCYLLECTBAAETCA B T[OCYAapCTBEHHOM WHPOPMaLMOHHOM cucteme B cdhepe
34paBooOXpaHeHUs cybbekTa Poccuiicko depepaumm nocpencTBOM  BeAeHUA
e4MHOro peectpa peuentos, 0pOPMIEHHbIX B GOPME 3NEKTPOHHbIX AOKYMEHTOB.

IV. XpaHeHue peuentypHbix 61aHKOB (33 UCKIIOYEHHEM
peuenTtypHbix 6naHkoB no ¢opme N 107/y-HN "CneymanbHbi
peuenTypHbiit 6n1aHK")

27. MeauUMHCKME OpraHU3auMu MnonyyaroT Heobxoaumble peuenTypHble 61aHKu,
odopmneHHble TUNOrpadckMm cnocobom, uyepe3 TeppuTopuanbHble OpraHbl
ynpaB/ieHns 34paBOOXPaHEHUEM WM OpraHM3aunu, YNONHOMOYEHHbIE Ha 3TO
opraHamm UCMNONHUTENbHOM BAacTu cybbekToB Poccnitckoin Peaepaunu.

28. PeuenTypHble 61aHKM, Noanexawme yyeTy, XpPaHATCA OTBETCTBEHHbLIM JIMLIOM,
Ha3HaYeHHbIM pPYKOBOAMTENEM MEOULMHCKOW OpraHusauuu, B 3anupaemom
MeTaNNnYeckom WKaody (cende) nam metTanInyeckom AwmkKe.

29. UHamBmuayanbHbld NpeanpuHMMaTeb, MMEIOWMIA NNLEH3NI0 HA MEOULMHCKYIO
AEeATENbHOCTb, XPaHUT peuenTypHble 6a1aHKK, nogaexawme yyeTy, B 3aNMpaemom
MeTannnyeckom Wkaody (cende) nam metTanIMyeckom AwmkKe.

30. MpoBepKa COCTOAHUA XpaHeHUs, ydyeTa, GAKTUYECKOro HanuumMa M pacxopa
peuenTypHbiXx 61aHKOB, NoANeXaWwux yYeTy, OAWH pa3 B KBApTa/l OCYyLLECTBASAETCA
KOMWCCHEN, CO34aHHON B MeAULMHCKOW OpraHusaumm.

31. PeuenTypHble 6aaHKK, opopmasemble Ha ByMmaxkHOM HocUTeNle U nogaexalime
yyeTy, BblAAKOTCA MEeAUMUMHCKMM pabOoTHMKAM, UMerwMm npaBo opopmMIeHUs
peuenToB, MO PAaCcNOPAKEHWUIO TNABHOIO Bpaya Uan ero 3amectuTens.

MonyyeHHble peuenTypHble 6/1aHKM  Ha  ByMaKHbIX  HOCUTENAX  XpPaHATCA
MeANLMHCKMMMN PaboTHUKaMK B MOMELLEHMAX, 06ecneynmBatoLmMX UX COXPAHHOCTb.

32. TlporpamMmMHO-TEXHUMYECKME CPeacTBa rOCYAAaPCTBEHHbIX MHOGOPMALMOHHBIX
cuctem B cdepe 34paBOOXPAHEHMA, MEAMUMHCKMX MHOOPMALMOHHBIX CUCTEM
MEOMUUMHCKMX OpraHmMsaumMin obecneynmBatoT XpPaHEHWE 3INEKTPOHHbIX PeLenTos,
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obopMneHHbIX B GHOpMe INEKTPOHHbIX [AOKYMEHTOB B TEYEHME CPOKOB,
YCTaHOB/IEHHbIX AN XPaHeHWUa peuentoB, OPOPMNIEHHbIX Ha COOTBETCTBYIOLLMX
dopmax peLenTypHbix 61aHKOB Ha BymaxKHOM HocuTene <10>.

<10> [lognyHKT  5.2.169 TlonoskeHma o  MwuHucrepctee (CobpaHue
3aKoHogaTenbcTBa Poccuiickont Pepepaumn, 2012, N 26, cr. 3526; 2021, N 43, cT.
7258).

MpunoxeHue N 4
K npuka3y MuHucmepcmea 30pa8o0XpaHeHUs
Pocculickoli ®edepayuu

om 24 Hoabpsa 2021 2. N 1094+

®OPMA CNELUMANIBHOIO PELLENTYPHOTO B/IAHKA N 107/Y-HN

MuHUCTEPCTBO 34paBOOXpPaHEHUA Kog ¢popmbl no ORY/
Poccuiickoit ®epepaumu MeamumnHcKkan AOKYMeHTaumns
®opma N 107/y-H,
YTBEPKAEHHAA NPUKA3OM
MuHUCTEPCTBA 34PaBOOXPaHEHMUA

WTamn MmeaunLUMHCKOM opraHmn3aumnm Poccuiickoit ®epepaumu

o1 24.11.2021 N 1094+

PELENT
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N X T ®©O 0O

N 20 r

(maTa BbINMCKM peuenTa)

(B3pocCAbili, ETCKUI - HY)KHOE NOAYEPKHYTD)
damunua, nma, otyectso (NocnegHee - NPU HaAUYUK)

nauneHTa

BospacTt

CepMﬂ M HOMEep noanca 06A3aTeNIbHOro MegnunHCKOro CtpaxoBaHuA

Homep meamnuMHCKOM KapTbl

damunua, nma, otyectso (NocnegHee - NpU HaAUYMK)
neyauwiero Bpaya (denbaliepa, akywepku)

RP: e
|_|O,CI,I'IMCb M IN4HAA NeYvYaTb Bpaya

(nognucb denbalepa, akywepKu)

M.IT.

damunna, uma, otyectBo (nocnegHee - MPU HaAMYMKM) U NOAMMUCH
YMNONHOMOYEHHOTO NLA MeAULMHCKOW OpraHM3aLmnm

M.IT.

OTMeTKa anTeyHOM opraHusaumm ob oTnycke

Cbammnvm, nmAa, oT4ecTBo (nocne,a,Hee - npu HaJ'IM‘-II/II/I) 1M nognuncb
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paboTHMKa anTe4YyHOM opraHusaLmm

Cpok aevcteua peuenta 15 gHei

MpunoxeHue N 5
K npuka3y MuHucmepcmeaa 30pa8ooXpaHeHUs
Poccutickoli ®edepayuu

om 24 Hoabpa 2021 2. N 10941

NOPAAOK U3TOTOBJIEHUA, PACMNPEAENEHUA,
PETUCTPALUUN, YHETA U XPAHEHUA PELIENTOB,
COAEPKAWLUX HASHAYEHUE HAPKOTUYECKUX

CPEACTB U/IN NCUXOTPOMNHbIX BELLECTB

|. MopaaoK usrotosneHuns, pacnpegeneHus cneyuanbHbIX
peuenTtypHbix 6naHkoB no ¢opme N 107/y-HN

1. OpraHu3aumio M3roToBAEHMA M pacnpeaeneHuns peuenTypHbiXx 61aHKoB no ¢opme
N 107/y-HN "CneuuanbHbli peuenTypHbiii 6naHK" (ganee - cneumanbHbli
peuenTypHbIi 61aHK) ocywecTBaseT MUHUCTEPCTBO 34paBOOXpaHeHna Poccuiickom
depepauun (panee - MMHUCTEPCTBO).

2. CneumanbHble peuenTypHble BAaHKM ABAAIOTCA 3aLUMLLEHHON nonurpapuyeckom
npoaykumuen yposHa "B", nsrotasameaemoit Ha bymare po3oBoro Lgeta paamepom
10 cm X 15 cm, AO/MKHbI MMETb CEpUI0 U HOMEpP, a TaKKe COOTBETCTBOBATb
TpeboBaHMAM, YKasaHHbIM B MpuKasze MwuHuctepctBa ¢uHaHCOB Poccuiickomn
depepaumm ot 29 ceHTabpa 2020 r. N 2170 "O6 ytBepxaeHUU TeXHUYECKUX
TpeboBaHMN U YCNOBMM  U3rOTOBNAEHMA  3aWMLLEHHOM  OT  MNoAAeNoK
nonvrpadpuyeckon npoaykummn" (3apeructpuposaH MUHUCTEPCTBOM  HOCTULMMU
Poccuiickoi ®epepaumm 16 Hosbpa 2020 r., pernctpaumoHHbii N 60930).

3. B uenax opraHusauMmM WU3roTOBAEHWA W pacnpeneneHus  CcneumanbHbIX
peuenTypHbix 61aHKOB MeAULMHCKME OpraHM3aLmMn, UMetoLLMe NPaBo OCYLLECTBAATb
BblAauyy pPeLenToB Ha HApPKOTMYECKME CPeAcTBa MM MCUMXOTPOMHblE BELLECTBA
cnucka |l NepeyHs n 3aperucTpmpoBaHHble B Poccuitickont depepaunm B Kayectse
NEKapCTBEHHbIX  MPEenapatoB  AnAa  MeAMUMHCKOro  npumeHeHus  (panee
COOTBETCTBEHHO - MEAMUMHCKAA OpraHM3aums, HAPKOTMYECKMI (NCUXOTPOMHbIN)
NNeKapCTBEHHbIM NpenapaT), COCTaBAAOT 3aABKU Ha peLenTypHble 6aaHKu.

4. B cpoKk A0 1 OKTabpaA TeKywero roga 3aaBKM MeAULMHCKMX OpraHusauuii Ha
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cneumanbHble peuenTypHble 61aHKM NpeacTaBAAOTCA:

1) MeaMUMHCKMMM OpPraHU3aLMAMM, HAXOAAWMMUCA B BeAeHUU denepanbHbiX
OpraHoB WCMOJIHUTENBHON BAAcTWU, - B COOTBETCTBYylOWME deaepanbHble opraHbl
NUCMONHUTENbHOM BNACTY;

2) MeAVUMHCKMMW OpraHu3auMamu, HaxogAaAlWMMWUCA B BeAeHUMM CcybbeKToB
Poccuitickolt ®depepaumun, MegUUMHCKMMM OPraHU3auMAMM  MYHUUMNANBHOU W
YaCTHOW CUCTEM 34PaBOOXPAHEHMA - B OpraHbl MCNONHUTENbHOM BNACTU CyObeKTOB
Poccuitckolt Pepepaumm B cdhepe OxpaHbl 340PO0BbA rpaxKaaH, Ha TeppuUTOpUM
KOTOPbIX OHM PACMOJIOXKEHbI (Aanee - opraHbl UCNONHUTENbHOW BNACTU CyObEKTOB
Poccuiickoih depepaumn).

5. B 3anaBKe MeAMUMHCKOM OpraHusauMm Ha cneuuanbHble peuentypHblie 61aHKu
YKa3blBaloTCA c/ieayloLlme ceBeaeHua:

1) cBepeHVAa O MeAMUMHCKOW OpraHusauuu, noJasluei 3asBKy Ha creuuanbHble
peuenTypHble 61aHKKN (NONIHOE HAMMEHOBAHWE, aPEC MECTA HAaXOXKAEHUA);

2) KOAWMYECTBO  CNeLManbHbiX  PeuenTypHbiXx  671aHKOB,  M3PacX040BaHHbIX
MeANLMHCKON opraHM3aumen Ha 1 AsHBapA NpeaLlecTBYOLWLEro roaa;

3) KoNnMYecTBoO cneumanbHbiX pPeuenTypHbiX 61aHKOB, HEOBXOANMbIX MeANLMHCKOW
OpraHuM3aumun Ha cneayowmii roa,

3aABKa MeAMUMHCKOM oOpraHu3auumM Ha cneuuanbHble peuenTypHble 61aHKK
NoANUCbIBAaEeTCA pPYKOBOAUTENEM MEAMLMHCKOW OpraHM3aumu, KOTopblii HeceT
nepcoHasibHyl0 OTBETCTBEHHOCTb 332 0OOCHOBAHHOCTb U AOCTOBEPHOCTb YKa3aHHbIX
CBeAEeHUN.

6. ®enepanbHble opraHbl UCNONHUTENBHOW BAACcTH, B BEAEHUM KOTOPbIX HaxogAaTca
MeANUMHCKME opraHusaumm (panee - denepanbHble OpraHbl UCMOJHUTENBHON
BNACTW), U OpraHbl UCNONHUTENbHOM BNacTn cybbekToB Poccuiickoit Pepepaumm Ha
OCHOBaHWWM 3afBOK MEAMUMHCKMX OpraHM3auMii Ha cheuumanbHble peuenTypHbie
61aHKM GOPMUPYIOT CBOAHbIE 3aABKU Ha CNeuuanbHble peuenTypHblie 61aHKM U B
CpOK A0 1 gekabpa TekyLlero roaa NnpeacTaBaaoT ux B MUHUCTEPCTBO.

7. B cBOAHOWM 3asABKe Ha cneuunanbHble peuenTypHble 61aHKM YyKasblBatoTcA
cnepytoume ceeaeHus:

1) cBepgeHua o depepanbHOM oOpraHe WCNONHUTENbHOW BAacTM  (opraHe
MCNONHUTENbHOW Bnactu cybbekta Poccuiickon ®Pepepaumu), npencraBuBLIEM
CBOZHYIO 3aABKY Ha CneuuanbHble peuenTypHble 61aHKM (NosIHOe HauMeHOBaHMe,
aApec MecTa HaxoXKAeHus);

2) KO/MMYECTBO  CMeumanbHbIX  PeLenTypHbiXx  6naHKoB,  pacnpefeneHHbIX
depepanbHbiM  OpPraHOM WCMOAHUTENbHOM BNacTM (OpraHoM UCMNONHUTENbHOM
Bnactu cybbekta Poccuiickon Pepepaumnm) Ha 1 sHBapa npeallecTBylOLWEro roga
MeXay MeanUMHCKUMM OpraHu3aumamm;

3) KonAnyecTBo crneumanbHbIX peLenTypHbiXx 61aHKOB, Heo6xoaMMbIX beaepanbHOMY
OpraHy MCNONHUTENbHOM BNacTM (opraHy WCNONHUTENbHOM BNAcTU CybbekTa
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Poccuiickoii ®depepaunun) Ha cneaywowmn ron ANs  pacnpefeneHua  mexay
MeAVLNHCKMMM OpPraHM3aumnamm;

4) cBegeHVA 0 NOABEAOMCTBEHHOW OpraHM3auum, ynoJIHOMOYEHHON dpeaepasbHbIM
OPraHoOM WCMNOJIHATENIbHOW BAACTU (OPraHOM MCNOSIHUTE/NIbHOM BNACTU CybObeKTa
Poccuitickoit depepaumm) OCyWECTBAATb MONYYEHME CNEeumanbHbIX PeLenTypHbIX
61aHKoB OT MUHUCTEPCTBA, UX XPaHEHWE WU Bblgadyy MeAULUMHCKMM OpraHu3aumam
(nonHoe HaumeHoBaHWe, aapec MecTa HaxoxaeHwua, WHH/KMNN, OKTMO
opraHusauunm, GakTMYECcKUii agpec NocTaBKu).

8. Ha ocHOBaHMM MNONYYEHHbIX CBOAHbLIX 3asiBOK Ha CheuvanbHble peuenTypHbie
6n1aHKM MUHUCTEPCTBO €XKEeroaHo B CPOK Ao 15 AHBapA creadylowero roga
dbopmunpyeT M yTBEpP)KAAET NJaH pacnpefencHus ChneunanbHbiX pPeLenTypHbIX
61aHKOB, B KOTOPOM OTpayKaeTca roaosan notpebHocTb Poccuitickoit depepaumm B
CneuManbHbIX  peuenTypHbiXx 6GnaHKax (4anee - nnaH  pacnpegeneHva
MuHucTepcTBa).

9. B nnaHe pacnpegeneHns MMHUCTEPCTBA YKa3blBalOTCA CeAyolme CBeAeHNA:
1) nopaakoBbIit HOMep 3anucy;

2) HaumeHoBaHue ¢eaepanbHOro OpraHa WCMNOMIHUTENbHOM BnacTM  (opraHa
MCNONHUTENIbHOM BANacTn cybbekta Poccuiickon Pepepauumu), npeacraBUBLLETO
CBOZHYO 3asiBKY Ha cneumasibHble peuenTypHble 61aHKu;

3) Heobxo4MMOE KONMYECTBO CneLmanbHbIX peLenTypHbiX 61aHKOB.

10. HanpaBneHue cneumanbHbIX PeuenTypHbIX 6NaHKOB deaepasnbHbIM OpraHam
NCNONHUTENbHOM BNACTU, OpraHaM MUCMNONHUTENIbHOM BAacTM Cy6beKkToB Poccuiickom
depepaumnm ocyuwectenaetrcas MWHUCTEPCTBOM B KOAMYECTBE, MpPeAyCMOTPEHHOM
naaHom pacnpegeneHma MuHucTepcTsa.

11. MUHUCTEPCTBOM AOMONHUTENBHO K KO/IMYECTBY CheumasnbHbiX peLenTypHbIX
61aHKOB, npeaycMoOTPEHHOMY  MJI@aHOM  pacnpegenexHus MuHucTepcTBa,
dopmmpyeTca pe3epBHbIM 3anac cnewnanbHblX peLenTypHbiXx 61aHKOB B KOIMYecTBe,
He npesbiwatolem 150 000 cneumanbHbIX peuenTypHbiX 6/1aHKOB.

12. B cnydyae yBenmyeHua noTpebHOCTM B creuuasnbHbiX pPeuenTypHbIX 6aaHKax
denepanbHble opraHbl UCMONHUTENbHOW BNACcTU (OpraHbl UCNONHUTENIbHOM BAACTU
cybbeKkToB Poccuiickon Pegepaumm) HanpasastoT B MUHUCTEPCTBO CBOAHbIE 3a8BKU
Ha [OMNONHUTE/IbHOE KO/MYECTBO CNeuuanbHbiX pPeuenTypHbiX 61aHKOB  (C
060CHOBaHMEM YyBE/IMYEHUA NOTPEOHOCTM B CrneuManbHbiX pPeuenTypHbiX 61aHKax),
KOoTopble npeaoctasnaTcd MUHUCTEPCTBOM M3 pe3epBHOro 3amaca cneumanbHbIX
peuenTypHbiXx 61aHKOB.

13. ®depepanbHble OpraHbl MUCNOAHUTENbHOW BAACTU (OpraHbl MCMNOAHUTENbHOM
BNacTM cybbekToB Poccuiickoli  ®depepauuum) pacnpeaenstoT  NoayvyeHHble
cneumanbHble peuenTypHble 6MaHKM MeXAy MeAMUMHCKMMM OpraHusauMamy Ha
OCHOBAHWW NNAHOB pacnpeaeneHuns, CGopMMPOBAHHbBIX B COOTBETCTBUMN C 3aABKaMM
MeANLMHCKMX OpraHM3aLmii Ha cneunanbHble peuenTypHble 6aaHKu.
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Il. MopaaoK perucTpauum, yueta u XxpaHeHUA cneymanbHbIX
peuentypHbix 6naHKkos no popme N 107/y-HN

14. MuHUcTepcTBO, UHble deaepanbHble OpraHbl UCMONHUTENbHOW BNAACTM M OpraHbl
NCNOJIHUTEIbHOM BAacTU cybbeKkToB Poccuiickon dedepaumm opraHU3yoT XpaHeHue
cneumanbHbiX peuenTypHbiX 671aHKOB B NOABEAOMCTBEHHbIX OPraHM3auumsx,
YNONHOMOYEHHbIX OCYLLECTBAATb MOAYYEHME CMeumanbHbiX PeuenTypHbiX 6i1aHKoB
OT MUHUCTEPCTBA, UX XPaHEHME W Bblaadyy MeAUUMHCKUM opraHusaumsam (ganee -
YyNO/IHOMOY€EHHan opraHn3aums).

15. B yno/IHOMOYEHHOM OpraHn3aunmn U MeAULMHCKON OpraHn3aunmn, NoayunsLLEn
cneumanbHble peuenTypHble 61aHKK, OpraHM3yeTcs PerncrTpaums, yyeT U XpaHeHue
cneumanbHbIX peuenTypHbIX 61aHKOB.

Peructpaums, y4eT M XpaHeHMe pPe3epBHOro 3amaca ChneumasnbHbiX PeuenTypHbIX
6naHKoB  MuHUCTepcTBa  ocyuwiecTBasetcs  deaepanbHbIM  FOCYAAPCTBEHHbBIM
OIOAKETHBIM  yUpENKAEHUEM, HaxoAAwMMmcs B BeaeHun MuHucTepcTBa (panee
COOTBETCTBEHHO - pe3epBHbIi 3anac, N0ABEAOMCTBEHHOE yUYpeKaeHMe).

16. PaboOTHMK, Ha3HaYeHHbId NPUKA3OM PYKOBOAUTENS  YNOJHOMOYEHHOM
opraHmsauumn (ynonHOMOYEHHOW OpraHM3auumn, NOABEAOMCTBEHHOIO YUYpeXKaeHMUs)
OTBETCTBEHHbIM 33 PErncTpPauuio, XpaHeHUe U y4yeT chneuManbHbIX PeLenTypHbIX
6n1aHKOB (Oanee - OTBETCTBEHHbIA PabOTHWMK), Ha OCHOBAHUM [OBEPEHHOCTY,
obopmMNeHHON B MNOPAAKE, YCTaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuitckoi
depepaumm  (C  noAnUCbiO  pPyKoBOAMTENA  YNONHOMOYEHHOW  OpraHM3auum
(ynonHoMo4eHHOW opraHusauuu, noABeAOMCTBEHHOMO Y4YpeXKAeHus), TNaBHOro
byxrantepa, 3aBepPeHHbIX KPYrioi neyaTblo), NOAy4yaeT cneuunanbHble peuenTypHble
6N1aHKM M OCYLLECTBNAET BEAEHME KypHana pernctpaumm m ydyeta cneumanbHbIX
peuenTypHbiXx 61aHKOB, K KOTOpoMy npuobuwaer ¢oTo- 1 (Mnu) BuaeomaTepuansl,
noaTeBepxaawowme ¢akt odopmaeHua peuenTypHbix 6naHKOB Ha aomy (npu
Hannumnm).

17. WypHan peructpaumm u ydyeta cneumanbHbiX peLenTypHbiX G6JaHKOB A0/KEH
6bITb MPOHYMEpPOBaAH, MPOLWHYPOBAH, MMETb Ha MOCAeAHeN CTpPaHWLE 3anuch,
COLEPIKALLYIO KOMYECTBO CTPAHWUL, MNONHOE HAMMEHOBAHME YMNOJIHOMOYEHHOM
opraHuMsaummn (MeaMUMHCKON OpraHusauMu, NoaBefoMCTBEHHOIO yuperkaeHus), a
TAKXe CKpenneH nNOAMWUCBbID PYKOBOAWUTENA W Me4vyaTbld  YNOJHOMOYEHHOW
OpraHM3aummn (MeanumMHCKOM opraHmM3aunmn, NoABEAOMCTBEHHOMO YUpeKAEHNA).

KypHan perncrpaumMm M yyeta cneumanbHblX peLenTypHbiXx 6/1aHKOB pe3epBHOro
3anaca MUWHUCTEPCTBA CKpenaseTca TakXe NOAMNUCbI0 AupeKkTopa (B ciyyae ero
OTCYTCTBMA - 3amMecTUTens gupektopa) JenaptameHTa peryanpoBaHua obpalleHus
NNEKApPCTBEHHbIX CPEACTB M MEeOMUMHCKUX u3genuin MuHucTepctBa M nevaTtblo
MuHuctepcTsa.

18. B »ypHane peructpaumMmM W y4yeTa CheumanbHbiX pPeuenTypHbIX 6/1aHKoB
YKa3bIBalOTCA cneaytoline cBeeHuns:
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1) nopaaKoBbIi HOMep 3anucy;

2) npuxop cneumanbHbIX peLenTypHbIx 61aHKOB:

a) PEKBU3UTbI U AaTa PerncTpaLmMm NnpUxXoaHOro AOKYMEHTa;

6) o6Lee KONMYECTBO NOCTYNMUBLUMX CNeLManbHbIX PeLenTypHbIX 61aHKOB;
B) cepma U HoMep CMewunanbHOro peLenTypHoro 61aHKa;

) KOIMYECTBO CreumnasbHbIX peLenTypHbiXx 61aHKOB NO KaxKaoh cepuu;

A) damunua, umsa, otyecTso (NociegHee - NPU HaAUYUK) U NOANUCH OTBETCTBEHHOTO
paboTHUKa;

3) pacxop, cneyunanbHbIX peLenTypHbiXx 61aHKOB:
a) A4aTa Bbl4aumM cneumanbHbIX peuenTypHbiX 61aHKOB;
6) cepumn 1 HoMmepa BblAaHHbIX CNeLManbHbIX PeLenTypHbIX 61aHKOB;

B) KO/MYECTBO BbIAAHHbIX CMeunanbHbiX pPeuenTypHbiX 61aHKOB C YyKasaHMeM B
CKOBKax KO/IMYEeCTBa CMneumanbHbIX peuenTypHbiX 61aHKOB, BblAAHHbLIX ANA
obopMaEHMA Ha AOMY;

r) damunua, umsa, otyecTBOo (nocnegHee - NpW HaAnMuMM) U NOAMUCH NMUA,
NONYYMBLLErO CNeuunanbHble peuenTypHble 61aHKu;

A1) KOANYECTBO CNeLManbHbIX PeLenTypHbIX 61aHKOB, 0GOPMAEHHbBIX Ha AOMY;

e) damunua, umsa, oTyecTBo (mocneaHee - NpUM HaAMuMKM) M NoAnNUCb NUUa,
odopmuMBLLIETO CneLmanbHble peuenTypHble 61aHKKM Ha AoMy;

4) bamunnus, ums, oT4ecTBO (NocneaHee - NPU HaMYMK) U NOANUCH OTBETCTBEHHOIO
paboTHUKa;

5) ocTaTok cneumanbHbIX peLenTypHbiX 61aHKOB.

19. CneumanbHbiii peuenTypHbI 6aaHK ABAAETCA AOKYMEHTOM CTPOroi OTYETHOCTHU.
3anac cneymanbHbIX peuenTypHbiXx 61aHKOB B MeAMLMHCKOW OpraHu3aumm A0JIXKeH
XPaHWUTbLCA B CNeLManbHbIX MOMELEHUAX, ceridax nam B cneumasbHO N3roTOBAEHHbIX
WwKadax, 06UTbIX OLMHKOBAHHLIM KENe30M, C HaAEeXKHbIM BHYTPEHHUM WAU
HaBECHbIM 3aMKOM.

MomeleHunna, cendbl, WKadbl, B KOTOPbIX XPAHATCA CneumasnbHble peuenTypHble
61aHKN, AOMKHbI ObITb 3aKPbIThl HA 3aMKM M NOC/AE OKOHYaHMA paboTbl onevyaTaHbl
neyaTblo YMNOJIHOMOYEHHOW oOpraHM3auMm (MeauUMHCKOM oOpraHusauuu) wam
oNnnoOMbMpPOBaHbI.

20. B MeaAMUMHCKMX OpraHu3auuMax 3anac cneumasnbHbIX peuenTypHbiX 61aHKOB He
[LO/IKEH MpeBbILaTb ro40BoM NoTpebHOCTH.

21. Paspelwaetcs BblgaBaTb MeAUUMHCKOMY pPabOTHWMKY, MMEIOLWEMY MpaBo
Ha3HayaTb  HapKOTUYecKMe  (NCUXOTPOMHbIE)  NIEKApPCTBEHHble  Mpenaparthbl,
eaMHOBPEMEHHO He bonee ABaALATU CNELMaAbHbBIX peLenTypHbIX 61aHKOB.
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MeauuMHCKME  paboOTHMKM, BbINUCbIBAlOWME pPeuenTbl Ha  HapKOTUYECKUE
(ncuxoTponHble) NeKapcTBEHHbIE NpenapaThl, Ha OCHOBaHMM NPUKasa PyKoBoAMTENSA
MEANLUMHCKOM OpraHM3aunm HecyT JIMYHYH OTBETCTBEHHOCTb 33 COXPaHHOCTb
MOJIYYEHHbIX CMeuManbHbIX PeuenTypHbiXx 6naHkoB. CneuuanbHble peuenTypHble
61aHKK, NONYYEHHbIE MEANLUMHCKUM PabOTHUKOM, XPaHATCA Noa 3aMKoM B celidax,
MeTaNANYeckux Wwrkadax uam MeTaanyeckmnx AwmKax.

22. B MeAMUMHCKOM OpraHM3aLmm COo34aeTca NOCTOAHHO AENCTBYOWAA KOMUCCHA,
KoTopasa He pexe 1 pasa KBapTan (MO peleHuo PyKOBOAUTENs MeaULMHCKOM
OpPraHM3auMmn BO3MOXKHO Yalle) OCyLLecTBAAET NPOBEPKY COCTOAHUA PErucTpaumm m
yyeTa cneumanbHbIX PeLenTypHbiX 61aHKOB, B TOM 4YuCne MyTeM CBEPKWU 3anucei
KYpHana perucTpauuMmM UM y4yeTa ChneuManbHbIX peuenTypHbiXx 61aHKoB, C
baKTMYECKMM HanuumMem cneumanbHbIX peuenTypHbiX 61aHKOB, @ TaKKe MpPOoBepKy
COCTOSIHMA XPaHEHMA CNeLnanbHbIX peLenTypHbiX 61aHKOB.

Mo pesynbTaTam MNPOBEPKM B KypHane perucTpauuum wm yyeta cneumanbHbIX
peuenTypHbix 6naHKOB AenaeTca 3anuMcb O pes3ynbTaTax MpPOBEAEHUA CBEPKU
[aHHbIX, 3aKpenneHHas noAnMUCAMM BCEX UYJNEHOB KOMWUCCMM, WAM CO3AaeTcs
CNeumanbHbI akT NPOBEPKMU.

23. depepanbHble opraHbl UCMNOAHUTENbHOM BNACTU U OpraHbl UCMONHUTENIbHON
BfacTM cybbekToB Poccuitickoit degepaumm  OCYLWLECTBAAIOT  KOHTPO/b  3a
opraHusauuein perncTpaumm, ydeta W XpaHEHMa chneuuanbHbIX pPeuenTypHbIX
6/1aHKOB B YNONHOMOYEHHbIX OPraHu3aumax 1 MeguuUMHCKUX OpraHn3aumax.

24. Bblgaya cneuuanbHbIX peuenTypHbiXx 6NaHKOB W3  pe3epBHOro 3anaca
MuHucTepcTBa deaepanbHbIM  OpraHam  MCMNOAHUTENbHOM BAacTM UM OpraHam
MCNONHUTENbHOW BANacTM cybbekToB Poccuiickon dPepepaumm ocylecTBaseTca
OTBETCTBEHHbIM PabOTHMKOM NOABEAOMCTBEHHOIO YUYPEXKAEHUA Ha OCHOBAHWUM
peweHna 06 oTNycKe crneymanbHbIX PeLenTypHbIX 61aHKOB, 0GOPMIEHHOIO B BUAE
nUCbMa, NOAMNWCAHHOTO AMPEKTOPOM (B C/lyyae ero OTCYTCTBUA - 3amecTUTenem
AnpeKTopa) JenapTameHTa peryanpoBaHna obpaleHna NeKapCTBEHHbIX CPEACTB U
MeANLMHCKMX n3aenmini MuHucTepcrsa.

MpoBepKa AeATeNbHOCTU NOABEAOMCTBEHHOIO YUPEKAEHUA MO PErUCTPaALMUU, YYEeTy
N XPaHEHWIO Pe3epBHOro 3amnaca ocCylecTBaseTcs [lenapTaMeHTOM peryiMpoBaHusa
obpallleHns NeKapCTBEHHbIX CPeACTB M MeAUUMHCKUX u3aennin MuHuctepctBa 2
pasa B rog, He nosgHee 20 yncna mecaua, CNeayoLero 3a UCTEKLLMM NONYroAnem.

MpunoxeHue N 6
K npuka3y MuHucmepcmeaa 30pa8ooXpaHeHUs
Poccutickoli ®edepayuu

om 24 Hoabpa 2021 2. N 10941

NMPABUJIA O®OPMJIEHUA PELLENTOB, COOEPXALLUX
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HASHAYEHUE HAPKOTUYECKUX CPEACTB UNU
NMCUXOTPONMHbIX BEWLECTB, B TOM YUACJIE B POPME
NEKTPOHHbLIX AOKYMEHTOB

l. OpopmneHue peuenta Ha GymaxkHOM HocuTene

1. Ha peuentypHbix 6naHkax ¢opmbl N 107/y-HI B nesBom BepxHem yray
NPOCTaBAAETCA WTaMMN MeAMUMHCKOW OpraHusauMmM C YKasaHMemM ee MOoJIHOro
HaMMeHOBaHWA, agpeca W TenedoHa C AATON BbINUCKM (AaTon odopmneHwus)
peLenTa Ha IeKapCTBEHHbIV Npenapar.

PeuentypHble 6naHkn ¢opmbl N 107/y-HM un3roTaBAMBAOTCA WUCKAYUTENBHO
TMnorpadckmum cnocobom.

2. Ha peLenTypHbIX 6naHKax, odopmMmasembix NHAMBUAYANbHbIMU
npeAnpUHUMATENAMN, UMEIOWMMN NULEH3UIO Ha MEAMUMHCKYI AeATeNbHOCTb, B
BEPXHEM NEBOM Yray TMNorpadpckMm cnocobom MaM nytTem NPOCTaBAEHUA WTamna
[O/IXKeH BbITb yKasaH agpec MHAMBUAYANbHOIO NpeanpuHUMaTens, Homep M AaTa
NMLLEH3UN, HAMMEHOBaHMeE OpraHa rocyaapCcTBEHHOM BNACTH, BblAABLLETO INLEH3MIO.

3. PeuentypHble 6naHkn ¢opmbl N 107/y-HM 3anonHaoTcA MeAULMHCKMM
PabOTHMKOM YepHUAAMM UNN LIAPUKOBOM PYUKOM.

4. [onyckaetca o¢popM/IEHME BCEX PEKBU3UTOB (32 WCKAOYEHMEM PEKBM3MUTA
"Moanucb nedvauwero Bpava (nognuck denbaliepa, aKywepku)') peuenTypHbIX
6naHkos dpopmbl N 107/y-HIM ¢ ncnonb3oBaHMEM MeYaTatoLWMX YCTPOMUCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HIM B cTpokax "®amunama, uma, oT4ecTBoO
(nocnegHee - npu Hannumm) naumeHTa" n "BospacT" yKasbiBalOTCA MNONAHOCTbIO
bamununsa, Mma, otyecTBO (NocnedHee - NPW HaAMuMM) NaUMEHTa, ero Bo3pacT
(KonnuecTBo NONHbIX NET).

[lonycTMo yKasaHue AaTbl POXKAEHWUA NaumeHTa.
6. B peuentypHom 6naHke popmbl N 107/y-HN:

1) B cTpoke "Cepusa n Homep nonnca 06sa3aTeNbHOr0 MeAUUMHCKOTO CTpaxoBaHua"
YKa3blBaeTCcA HOMep noaunca o6s3aTeNbHOro MeANLMHCKOro CTPaxoBaHMA NauueHTa
(npwn Hanuuun);

2) B cTpoke "Homep MeAMLMHCKOM KapTbl" yKasblBaeTcd HOMep MeAMLMHCKOW
KapTbl NAaUMEHTA, NOYYAOLWETO MEANLMHCKYIO MOMOLb B aMBynaTOPHbIX YCA0BUAX,
nnn nctopmmn 6one3HN NaymeHTa, BbINMCbIBAEMOTO U3 MeAUUNHCKOM OpraHM3aumm;

3) B cTpoke "dPamuauna, MMaA, oT4ecTBO (NociegHee - NpU HaAMYMK) NeYallero Bpaya
(benbpwepa, akywepKku)" yKasbiBaeTCA MOAHOCTbIO GaMuana, UMA, OTYECTBO
(nocneaHee - npu Hanuumn) Bpava (Ppenbawepa, aKywepKn), BbiNUCABLLIEro peuenT
Ha HaPKOTUYECKUI (NCUXOTPONMHbIN) IeKAaPCTBEHHbIN Npenapar.
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7. B rpade "Rp" peuentypHoro 6naHka popmbl N 107/y-HN ykasbiBaeTca:

1) HanmeHoOBaHMe NleKapCTBEHHOrO NpenapaTta (MeXAyHapoAHOe HenaTeHTOBaHHOe
HaMMeHOBaHWe, TPYNNUPOBOYHOE WAM XMMMYECKOe HauMeHOBaHME, TOProBoe
HaMMeHOBaHME) Ha NATUHCKOM A3blKE WAW Ha PYCCKOM A3blKe, popma BbINyCKa,

[l03MPOBKA, KONMYECTBO (YKasblBaeTCcA NPOMNMUCbIO Ha peuenTypHom 61aHKe dopmbl
N 107/y-HN);

2) cnocob NpMMeHEeHUs NEeKapCTBEHHOro Mnpenaparta Ha roCyAapCTBEHHOM f3blKe
Poccuiickoit depepaunm nnm Ha rocygapcTBeHHOM s3bike Poccuiickon epepaunm m
rocyaapCTBeHHOM f3blke pecnyb/MK UM WMHbIX A3blKax HapoaoB Poccuiickoin
depepauun <1>.

<1> Yactb 1 cratbu 15 3akoHa Poccuiickon depepaumnm ot 25 oktabpa 1991 r. N
1807-1 "O asbikax HapogoB Poccuitickoint Pepepaummn” (aanee - 3akod N 1807-1).
(Begomoctn cvessa HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP,
1991, N 50, ct. 1740).

8. MNpu odpopmneHnmn peuenTypHbIX 61aHKOB 3anpeLlaeTcs orpaHnInMBaThbca 0bWmmMmm
yKa3aHuAmM, Hanpumep, "BHyTpeHHee", "U3BecTHO".

9. Mpu odpopmneHun naumeHTty peuentypHoro 6navka ¢dopmbl N 107/y-HMN Ha
HapPKOTUYECKUA (MCUXOTPOMHbIN) NIEeKAapPCTBEHHbIA Mpenapat B pPamKax OKa3aHusA
MeAULMHCKOM MomMolwM npu onpeaeneHHom 3abosneBaHUM Takon peuenT
3aBepseTca:

1) noanucoo M IMYHOM NeyYaTblo Bpaya IMbo noanucolo denbaliepa (akywepku);

2) neyatblo MeAMLMHCKOM opraHvsaummn, Anbo CTPYKTYpHOro nogpasgeneHus
MeAMUMHCKOM opraHu3auum "[na peuentoB"”, KOToOpas NPOCTaBAAETCA JIULOM,
YNONIHOMOYEHHbIM PYKOBOAUTENEM MEAUUMHCKOM OpraHusaumMm C YyKasaHuem
dbamunnmn, MmeHun, otyectsa (mocnegHee - MPU HANMYUKM) U NPOCTAaBAEHMEM €ro
JIMYHOM NoAnucH.

B cnyyasax Heobxogumoctm  odOpMNEHMA  peuenta Ha  HAPKOTUYECKUW
(NCcUXOTpPOMHbLIN)  NeKapCTBEHHbIM nNpenapaT Ha AOMYy B pPaMKax OKasaHuA
NanANATUBHOM MEOMULMHCKOM NMOMOLLM AOMYCKAETCA NpeaBapuTesibHOe 3aBepeHune
peuenta WTamMNoOM  MEeAMUMHCKOM  OpraHu3auuu, nevyatblo  MeAULMHCKON
OopraHusauum 1Mbo CTPYKTYPHOro noapasaeneHma meamunHCcKoi opraHusaumm "ns
peuenToB"”, KOTOpasA NpPOCTABAAETCA /IMLOM, YMNOJHOMOYEHHbIM PYKOBOAUTE/IEM
MeANLMHCKOM OpraHmn3aumu, ¢ ykasaHmem damunanm, UMeHu, otyecTsa (nocnegHee -
NPW HaAMYUKM) U NPOCTAaBAEHMEM €ro NMYHOW noanucu. lMNpu 3Tom B KypHane
perncTpauuMm M yyeta peuenTypHblx 6naHKoOB B COOTBETCTBUM C [lopAaakom
perncTpauum, yyeta M XpaHEHWUA CcheumanbHblX peuenTypHbiXx 61aHKOB Ha
HapKOTMYEeCKMe CcpeactBa  WAW  NCUXOTPOMHbIE  BELLECTBA, YTBEPXKAEHHbIM
HaCTOALLMM NPUKA3oM, AeNaeTcss OTMETKA O ero Bblgave Ana oGopmMAeHMA Ha AOMY,
a TaK)Xe OTMETKA, YA0CTOBEpPEHHaA Nognucbto Bpada Mbo dpenbawepa (akywepku),
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odpopmuslero peuent, o akte ero opopmJEHUA, KOTOPbIA MOMKeT ObiTb
AONONHUTENbHO NoaTBepXAeH GoTo- 1 (MAKn) BUAeOMaTepuanamu.

B cTpoke "OTmeTKa anTe4yHoM opraHn3aumnm ob oTnycke" cTaBuTCa OTMETKA anTe4yHOM
opraHuMsaumm o6 OTNyCcKe HAPKOTMYECKOro (MCMXOTPOMHOr0) J/IeKAapCTBEHHOTO
npenapata  (C  yKasaHMeM  HaMMEHOBaHMA,  KO/JMYECcTBA  OTNYLLEHHOrO
HapKOTUYECKOro (MCUXOTPOMHOr0) IEKAPCTBEHHOrO NpenapaTta U 4aTtbl ero OTnyckKa),
KOTOpan 3aBepaeTcs NoAnUCbio PabOTHMKA anTeYHOM OpraHu3auuu, OTNyCTUBLUErO
HAapPKOTUYECKUIN (NCUXOTPOMHbIA) NIEKAPCTBEHHbINM npenapaT (C yKasaHMem ero
bamunmm, MmeHun, oTyecTBa (NocneaHee - NPU HAZIMYMKM), @ TaKXKe KPYroh nevyaTbio
anTe4yHoM OpraHusauMm, B OTTUCKE KOTOPOM AO/MKHO ObiTb MAEHTUDUUMPOBAHO
NnosHOe HauMeHOBaHME anTe4yHoM OpraHn3auun.

10. Ha opHom peuentypHom 6naHke d¢opmbl N 107/y-HN paspewaetcs
OCYWECTBNATL Ha3HauyeHWe TONbKO OAHOr0 HAaMMEHOBAHWA J/IEKAPCTBEHHOrO
npenapaTa.

11. UcnpaBneHusa B peuenTte He A0NyCKatoTCA.

Il. OpopmneHue peuenta B popme 31€KTPOHHOrO AOKYMEHTA

12. Peuent B ¢dopme 31EKTPOHHOTO AOKYMEHTa, NOAMUCAHHOrO YCUAEHHOM
KBaNMOUUMPOBAHHON 3/N1EKTPOHHON nognucbio, GopmMUpyeTca MeAULUHCKUM
pPabOTHMKOM, CBEAEHUA O KOTOPOM BHeceHbl B peaepanbHbli PErUCTP MeANLUMHCKMX
PabOTHMKOB <2>, a TaK¥Ke NPWU YCNOBUN PerucTpaLmm MeauumMHCKoM opraHmM3auymm, B
KoTopoit odopmnaetca peuent, B denepanbHOM peectpe MeaUNLMHCKUX
opraHmsauum <3> eanHOM rocyaapcTBEHHON MHPOPMALMOHHOMW CUCTEMbBI B chepe
34paBOOXPAHEHUA W MOAKMOYEHMA TaKOWM MEeAUUMHCKOW OpraHuM3auuu K
rocyaapcrBeHHon MHGopMaLMOoHHON cucteme B chepe 34paBoOXpaHeHMA cybbeKkTa
Poccuiickoit ®epepaumm <4>,

<2> Yactb 4 cTtatbM 91.1 depepanbHoro 3akoHa N 323-d3 (CobpaHue
3aKoHogaTenbcTBa Poccuiickont Pepepaumn, 2011, N 48, ct. 6724; 2020, N 29, cT.
4516).

<3> Yactb 4 cratbm 91.1 depepanbHoro 3akoHa N 323-03 (CobpaHue
3aKoHogaTenbcTBa Poccuinickon ®epepaumn, 2011, N 48, cr. 6724; 2020, N 29, cT.
4516).

<4> Cratbm 91 u 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue

3akoHogaTenbcTBa Poccuiickoint Pepepaumm, 2011, N 48, c1. 6724).

13. Mo TpeboBaHMIO NaLMEHTa MAM €ro 3aKOHHOro npeactaBuTens opopmnserca
aK3emnaap peuenta 8 Gopme 3N1eKTPOHHOTO AOKYMEHTa Ha BymaxKHOM Hocutene ¢
oTmeTKoM "[ybnnKaT aNeKTPOHHOro AOKYMeHTa".
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