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"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
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3apeructpuposaHo B MuHtocte Poccum 26 mapta 2019 . N 54173

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
ot 14 aHBapa 2019 r. N 4H

OB YTBEPXXOAEHUU NMOPAOKA
HA3HAYEHWA NEKAPCTBEHHbBIX NMPEMNAPATOB, ®OPM PELIENTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbIE NMPEMAPATbI, MOPAOKA O®OPMIJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA

CnMcoK N3MEeHSILWNX JOKYMEHTOB
(8 pea. Mpukasa MuHsgpasa Poccum ot 11.12.2019 N 1022H)

B cootBetcTtBUM ¢ nyHkTOM 16 Yactu 2 ctatbn 14 depgepanbHoro 3akoHa ot 21 Hosiopsa 2011 r. N 323-93
"O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon ®egepaunn” (CobpaHue 3akoHogatensctBa Poccumnckon
®epepaumu, 2011, N 48, ct. 6724; 2013, N 48, c1. 6165; 2014, N 30, cT1. 4257; N 49, c1. 6927; 2015, N 10, cT.
1425; N 29, c1. 4397; 2016, N 1, cT. 9; N 15, c1. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 31, cT. 4791; N 50,
CT. 7544, 7563) n nognyHktamu 5.2.177, 5.2.179 n 5.2.180 [lNonoxeHus o MwuHMCTEpPCTBE 34paBOOXPaHEHMs
Poccunckon degepaummn, yTBEpXgeHHOro noctaHosneHmem lNpasutensctea Poccuickon ®epepaunm ot 19 umioHs
2012 r. N 608 (Cobpanwue 3akoHogaTtenbcTBa Poccuickon ®enepauun, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970;
N 20, cT. 2477; N 22, c1. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, c1. 3577; N 30, cT.
4307; N 37, c1. 4969; 2015, N 2, cT. 491; N 12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27,
cT. 4497; N 28, c1. 4741; N 34, c1. 5255; N 49, c1. 6922; 2017, N 7, cT. 1066; N 33, cT. 5202; N 37, cT. 5535; N 40,
cT. 5864; N 52, cT. 8131; 2018, N 13, c1. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT. 6273), NnpMKa3sbiBalo:

1. YTBepanThb:
NOopsiAOK Ha3HaYeHMs NekapCTBEHHbIX NpenapaToB cornacHo npunoxexuio N 1;
dopMbl peLenTypHbIX Br1aHKOB Ha NeKkapCTBEHHbIE NpenapaThl cornacHo npunoxeHuto N 2;

nopsigok oOpMIEHUsT peulenTypHbIX OraHKOB Ha JeKapCTBEHHbIE Mpenapatbl, UX ydYeTa U XpaHeHusi
cornacHo npunoxenuto N 3.

2. MpusHaTb yTpaTUBLLUMK CUMY:

npuka3d MuHucTepctBa 3gpaBooxpaHeHuss Poccuiickon ®epepaumm o1 20 gekabps 2012 r. N 11751 "O6
YTBEPXKAEHUN NOpsaKa Ha3HAYeHUS U BbIMUCbIBAHUSA NEKapCTBEHHbIX MpenapaToB, a Takke opM peLenTypHbIX
OGnaHKOB Ha NeKapCTBEHHble MpenapaTtbl, nopsaka odOopMIIEHMS YKa3aHHbIX OnaHkoB, UX yveTa U XpaHeHus"
(3apeructpupoBaH MuHuctepctBomMm toctuumm Poccuiickon ®epepauumn 25 uioHa 2013 r., pernctpaumnoHHbin N
28883);

NyHKT 2 W3MEHEHWN, KOoTopble BHOCATCA B [Mopsgok co3gaHus u OeAaTenbHOCTUM BpadebHOW KoMUccum
MEeLMLIMHCKON OpraHu3auun, yTBEPXKAEHHbIN npukasoMm MuHUCTepCcTBa 34paBOOXpPaHEHUs U COLMarbHOro
pa3sutna Poccuinckon Pepepauumn ot 5 maa 2012 r. N 502H, n B [MopsiAoK HasHayYeHUs U BbINUCbIBAHMUS
NneKkapcTBEHHbIX npenapaToB, YTBEpPXAEHHbIM npukasom MuHucTepcTBa 3apaBooxpaHeHusi Poccumnckon
®epepaumn ot 20 pekabpsa 2012 r. N 1175H, yTBepXAEHHbIX Npuka3oM MuHUCTEpPCTBA 34paBOOXPAHEHUS
Poccuinckon ®egepaunn ot 2 gekabpsa 2013 r. N 886H (3apermctpupoBaH MuHuctepcTBoM oCcTUUmMM Poccumnckonm
depepauymm 23 pekabpsi 2013 r., peructpaumoHHbii N 30714);

npuka3 MuHuctepcTea 3gpaBooxpaHeHuns Poccurickon ®egepauum ot 30 mioHs 2015 r. N 386H "O BHeceHum
N3MEHEHMI B MpUNoOXeHus K npukady MuHuctepcTBa 3gpaBooxpaHeHust Poccunckon ®epepauun ot 20 gekabpsa
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

2012 r. N 1175H "O6 yTBEpXOEHUN nopsaka Ha3HadYeHUs U BbINUCbIBAHMSA NEKAPCTBEHHbIX NpenapaToB, a Takke
¢dopM peuenTypHbiIX GraHKoB Ha MNekapcTBEHHble npenapartbl, nopsgka oopMMeHUs yKasaHHbIX GnaHKoB, KX
yyeTa n xpaHeHus" (3apeructpupoBaH MuHuctepctBom toctmumm Poccuinckon ®depepauumn 6 asrycta 2015 r.,
pernctpaunoHHbin N 38379);

NYHKT 1 USMEHEHUN, KOTOPbIE BHOCATCS B Npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®epgepaunm
oT 20 pekabpst 2012 r. N 1175H "O6 yTBepxaeHMM Mopsiaka Ha3HAYeHUs U BbIMUCbIBAHUS JeKapCTBEHHbIX
npenapaToB, a Tawkke OpM peLenTypHbIX GraHKOB Ha MekapcTBEHHble npenapaTtbl, Nnopsaka ogopMneHus
yKa3aHHbIX OnaHkoB, X yyeta u xpaHeHus" n npunoxeHne N 2 k npukasdy MuHucTepcTBa 30paBOOXpaHEHUs
Poccuiickon ®epepaumm ot 1 asrycta 2012 r. N 541 "O6 yTBepxaeHum popmMbl GriaHKOB peLienToB, CoaepKaLlmx
Ha3HayeHne HapKOTMYECKUX CPEeACTB UMM MCUXOTPOMHbIX BELLECTB, NOpsSaKka MX U3rOTOBMNEHWS, pacrnpeaeneHus,
perncTpaumm, ydeta M XpaHeHus, a Takke npaBun odopMmneHuns", yTBepXAeHHbIX npukaszom MwuHucTepcTBa
3apaBooxpaHeHnst Poccunckon ®epepaumun ot 21 anpensa 2016 r. N 254H (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumm Poccuickon ®enepauun 18 uons 2016 r., peructpaumoHHein N 42887);

NyHKT 5 W3MEHEHWW, KOTOpble BHOCSTCA B HEKOTOpble Mpukasbl MuHMUCTEpCTBa 34paBOOXPaHEHMS U
coumnansHoro passutusa Poccurickon ®egepaummn n MuHuctepcTsa 3gpaBooxpaHeHus Poccuiickon egepaumm no
BONpocaM oObpalleHUs nekapCTBEHHbIX MpenapaToB, COAepXalluMX HapKOTU4Yeckne CpeacTBa, MCUMXOTPOMHbIE
BELleCTBa U UX MNPEKypCcopbl, N NEeKapCTBEHHbIX CPeAcTB, nognexawux npeameTHO-KONMYECTBEHHOMY YYeTy,
YTBEPXOEHHbIX Npuka3om MuHucTepcTBa 3apaBooxpaHeHusi Poccuinckon depepaumm ot 31 oktabpsa 2017 r. N
882H (3apernctpmpoBaH MuHuctepctBom toctuuumn Poccuiickon ®epepaunn 9 aHsapsa 2018 r., pernctpaumoHHbIv
N 49561).

MwuHucTp
B.N.CKBOPLIOBA

Mpunoxexne N 1

K npukady MuHucTepcTBa 3apaBooOXpaHeHus
Poccuiickon ®eaepauun

oT 14 auBapsa 2019 r. N 4H

NnorPAANOK HABHAYEHUA NEKAPCTBEHHbLIX NMPEMAPATOB

CnMcok N3MEeHSILLNX JOKYMEHTOB
(B pea. Mpukasa MuHsgpasa Poccum ot 11.12.2019 N 1022H)

l. O6LWMme nonoxeHus

1. Hacrosiwmin nopsdok ycTaHaBnNMBaeT MpaBuna HasHauyeHWsl IeKapCTBEHHbIX npenapaTtoB Ans
MeAULIMHCKOTO NMpUMeHeHNs (Oanee - niekapCTBeHHble npenapaThbl) U 0DOPMIIEHNA UX HA3HAYeHWUs NPU OKas3aHWUK
MEANLMHCKOW NOMOLLIM B MEAULIMHCKUX OpraHu3aumax <1>.

<1> MyHkT 11 cTatbn 2 PepepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
300poBbst rpaxaaH B Poccuiickon ®epepauun” (CobpaHue 3akoHopgaTensctBa Poccuiickon ®epepauun, 2011, N
48, cT.6724; 2016, N 1, c1. 9, 28; 2017, N 31, cT. 4791).

2. HasHayeHune nekapCTBEHHbIX NpenapaToB OCYLLEeCTBNAETCS nevalimm Bpadom, penbaepom, akyLepkomn
B CITy4ae BO3IOXEHMS Ha HUX MOSIHOMOYMIA feyallero Bpaya B Nopsiake, yCTaHOBIEHHOM NpukazoM MuHucTepcTea
3[4paBOOXpaHeHnst U coumanbHoro passutus Poccuickon Pepepauumn ot 23 mapta 2012 r. N 2524 "O6
yTBepxaeHuun lNMopsaka BO3NoXeHns Ha denballepa, akywepky pykoBogutenem mMeauuMHCKON opraHusaumm npm
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opraHmM3auum OokasaHusi NepBUYHOM MeOUKO-CaHUTaAPHOM MOMOLLM U CKOPON MeOMUMHCKOW MOMOLLM OTAENbHbIX
YHKUMIN nevallero Bpada Mo HeNnocpeACTBEHHOMY OKa3aHUMI MEeOULUHCKOW MOMOLM naumeHTy B nepuos
HabnOeHUs 32 HAM U €ro nevYeHns, B TOM YMcne Nno HasHa4YeHUo U NPUMEHEHMIO NEKAPCTBEHHbIX Mpenaparos,
BKMOYas HapPKOTMYECKME JIEeKapCTBEHHbLIE npenapaTbl W MCUXOTPOMHLIE JIEKAPCTBEHHLIE npenapaTbl” <2>,
WHOMBMAYaANbHLIMWM  MpeanpUHUMATENSMKN,  OCYLLECTBASKOWNMN  MEAUUMHCKYID  OedTeflbHOCTb  (Janee -
MeauLUMHCKMe paboTHUKK).

<2> Q3apeructpupoBaH MuHuctepcteom toctuumm Poccunckon depepaummn 28 anpena 2012 r.,
peructpaumoHHelin N 23971, C KW3MEHEHUsIMKW, BHECEHHbIMWM npukasoMm MuHUCTEpCTBa 34paBOOXpPaHEHUs
Poccuiickon ®egepaumm ot 31 okta6ps 2017 r. N 882H (3apeructpmpoBaH MuHuctepctBom toctuumm Poccuickon
depepauyum 9 aHeaps 2018 r., peructpaumoHHbin N 49561).

3. CBefeHuss 0 Ha3Ha4YeHHOM reKapCTBEHHOM rMpenapaTe (HauMeHOBaHWe IeKapCTBEHHOro npenapara,
[03MpOBKa, Cnocob6 BBEAEHUS W MPUMEHEHUS, PEXUM [03UPOBaHUS, MPOLAOIIKUTENbHOCTE IeYeHUs U
060CHOBaHMe Ha3Ha4eHWs1 NeKapCTBEHHOro npenapaTa) BHOCATCS MeOUUMHCKMM paboTHMKOM B MEOMLIMHCKYHO
AOKYMEHTaLMI0 naumeHTa.

B cnyyasx, ykasaHHbix B nyHkTax 9 - 12 Hactoswero [lopsaka, meguumHCKkuin paboTHuK odopmnsaeT
Ha3Ha4eHvne reKapCTBEHHbIX MpenapaToB, B TOM 4uCre MOAMEeXalmx W3roTOBMEHWIO WM OTMNYCKY anTeyHbiMu
opraHusaumamu (ganee - nekapcTBeHHble NpenapaTtbl MHOUBUAYaNbHOIO M3roTOBMIEHUST), HA peLenTypHOM bnaHke,
0hOpPMIEHHOM Ha ByMaXkHOM HOCUTENE 3a CBOEW NoAnuchbio (danee - peuent Ha BymaxHoM HocuTene), u (unu) c
corfnacus naumeHTa WM ero 3akOHHOro npeacTtaBuTens <3> Ha peuenTypHoM OnaHke B chopme 3MeKTPOHHOro
AOKYMEHTa C UCMOMb30BaHWEM YCUINEHHOW KBannuunMpoBaHHOW 3NEKTPOHHON NOANMCYM MEAMLMHCKOro paboTHMKa
(oanee - peuent B opMe SMNEKTPOHHOIO AOKYMEHTA).

<3> B oTHoweHnn nuua, ykasaHHoro B Yactu 2 ctatbkn 20 PepepanbHoro 3akoHa ot 21 Hoss6psa 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 300poBbs rpaxgaH B Poccuiickon depepaummn” (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®egepauum, 2011, N 48, cT1. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT. 4791).

Peuent B (bopme 3MeKTPOHHOro AOKYMEHTa, COoAepXalun HasHavyeHWe HapKOTMYeCKUX cpeactB umm
NCUXOTPOMHbIX BELLEeCTB, MOAMUCHIBAETCA C WUCMOMb30BaHMEM YCUIIEHHOM KBanMULMPOBAHHOM 3EKTPOHHOMN
nognucy nevawlero Bpada unu dernbllepa, akylepku, Ha KOTOPbIX BO3MOXeHbl PYHKLUMM fevallero Bpaya, 1
COOTBETCTBYIOLLEN MEAULIMHCKON OpraHn3aumm <4>.

<4> Yactb 1 ctatbm 26 PegepanbHoro 3akoHa oT 8 aHeaps 1998 r. N 3-93 "O HapkoTuyeckux cpeacrsax u
ncuxoTponHbIx BewecTBax" (CobpaHve 3akoHopgaTenbctBa Poccunckon ®egepauunn, 1998, N 2, ct. 219; 2003, N
27, ct. 2700; 2011, N 49, c1. 7019; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238; 2017, N 31, c1. 4791).

OdopMneHue peLentoB B (OPME IMEKTPOHHbLIX [LOKYMEHTOB OCYLLECTBISIETCA B Clydae MNpUHATUSA
YMNONTHOMOYEHHbLIM OpPraHOM WCMOMHUTENBbHOW Briactu cybbekta Poccuiickon ®epepaumm B COOTBETCTBUM C
nyHkToM 4 cTtatbn 6 degepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnun nekapcTBEHHbIX
cpeactB" <5> peweHnss o6 wncnonb3oBaHMM Ha Tepputopun cybbekta Poccuickon Pepepauumn Hapsgy cC
peuentaMM Ha JleKapCTBEHHble npenapatbl, OQOPMIEHHbIMM Ha OyMaXXHOM HoOcuTene, peuenToB Ha
NeKapCTBEHHbIe npenapatbl, CHOPMUPOBAHHbBIX B (DOPME 3MEKTPOHHbIX LOKYMEHTOB.

<5> CobpaHue 3akoHogaTenbcTtBa Poccuiickon deaepaumm, 2010, N 16, c1. 1815; 2012, N 26, cT1. 3446;
2017, N 31, cT. 4791.

4. lMpn BbINUCKE MauMeHTa U3 MeAULMHCKOW OpraHumsauuu, B KOTOPOW eMy okKasblBanacb MeauuMHCKas
MOMOLLIb B CTALMOHAPHbIX YCIOBUSX, AAHHOMY MaUMEHTY MO PELUEHNO PYKOBOAUTENS MEAMLIMHCKOM OpraHM3aumum
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Ha3HayalTcHa ¢ ohopmneHnem pelenTta B opMe 3MNEKTPOHHOro AOKYMeHTa U (Mnn) Ha BymaxHoM HocuTene (3a
ucknioveHmeM oopMneHnsa peLenToB Ha NekapCTBEHHbIE NpenapaTthl, NoAanexaiime oTnycky 6ecnnatHo unm co
ckuakon) nnbo BbigalTCA (MaLMEHTY UM ero 3aKOHHOMY NpeacTaBUTEND) OOHOBPEMEHHO C BbINMUCKOW N3 NCTOPUK
OonesHn nekapcTBeHHbIe NpenapaTtbl, B TOM YMCNEe HapKOTUYECKNe U NCUXOTPOMHbIE NeKapCTBEHHbIE npenaparThl,
BHECeHHble B cnmcku Il mn Il nepeyHss HapKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB M WX MPEKYPCOPOB,
nognexawmx KkoHTtponto B Poccuiickonn Pepepaumun, YTBEPXOEHHOrO MoOCTaHoBreHneM [lpaButenbcTBa
Poccuiickon ®epepauum ot 30 uioHa 1998 r. N 681 <6> (manee - [lepedyeHb), cuUbHOOENCTBYHOLIME
nekapcTBeHHbIE NMpenaparbl, Ha CPOK Npuema naumeHTom Ao 5 gHew.

<6> CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumm, 1998, N 27, ct. 3198; 2004, N 8, cT1. 663; N 47,
cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, cT. 314; N
17, c1. 2100; N 24, cT1. 3035; N 28, cT. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50, cT. 6696, c1. 6720; 2011, N 10,
cT. 1390; N 12, cT1. 1635; N 29, cT1. 4466, c1. 4473; N 42, cT1. 5921; N 51, c1. 7534; 2012, N 10, cT. 1232; N 11, cT.
1295; N 19, cT1. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT. 5625; N 48, cT. 6686; N 49, cT. 6861; 2013, N 6, CT.
558; N 19, cT. 953; N 25, cT1. 3159; N 29, cT. 3962; N 37, cT. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT.
1626; N 23, cT. 2987; N 27, c1. 3763; N 44, cT. 6068; N 51, cT. 7430; 2015, N 11, cT. 1593; N 16, cT1. 2368; N 20,
CT. 2914; N 28, cT. 4232; N 42, cT1. 5805; 2016, N 15, cT1. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23, cT1. 3330;
N 30, cT. 4664; N 33, cT. 5182; 2018, N 27, cT. 4071.

5. HasHayeHrne nekapCTBEHHbIX MpenapaToB MNpW OKa3aHUM MEAULMHCKOW MNOMOLLM B CTauMOHapPHbIX
ycnoBusx B TpeboBaHMAX-HakNagHbIX, HanpaenseMblX B anTeYHble OpraHun3auun, SIBMSIOLWMECS CTPYKTYPHbLIMU
nogpasgeneHmsamMmn MeguLMHCKON opraHn3aumm, B KOTOPOW OKa3biBaeTCs MeAMLMHCKas MOMOLLb, OCYLLEeCTBMAsIETCA
B COOTBETCTBUM C VIHCTpyKLMEN O MOPSAKE BbIMUCbIBAHWUSI NIEKAPCTBEHHbBIX NpenapaToB U 0POpPMIIEHUS peLenToB
n TpeboBaHWi-HakNagHbIX, YTBEPXKAEHHON NpukazoM MuHUCTepCcTBa 34paBOOXPAHEHUS U COLMANBHOMO pas3BUTUS
Poccuiickon ®egepaunm ot 12 depans 2007 r. N 110 "O nopsigke Ha3Ha4Y€HUS U BbINMUCbIBAHUS NEKApPCTBEHHbIX
npenapaTos, U34eNui MEANLMHCKOrO Ha3HaYeHUsa 1 cneumanmM3MpoBaHHbIX NPOOYKTOB ne4yebHoro nuraHua" <7>.

<7> 3apeructpupoBaH MwuHuctepcteom tctuununm Poccuiickon depepaumn 27 anpena 2007 r.,
peructpaumoHHoin N 9364, ¢ M3MEHEHMSIMW, BHECEHHbIMW Mpukaszamm MUHUCTEpPCTBA 34pPaBOOXPaHEHUS U
coumnanbHoro passutusa Poccunckon ®egepaumm ot 27 asrycta 2007 r. N 560 (3apernctpuposaH MnHucTepcTBom
tocTnumm Poccuickon ®egepauun 14 centsabpsa 2007 r., permctpaumoHHein N 10133), ot 25 ceHTtabpsa 2009 r. N
794H (3apeructpupoBaH MuHuctepctsom toctuumm Poccunckon ®enepaumm 25 Hosopsa 2009 r., perncTpaumoHHbIn
N 15317), ot 20 auBapsa 2011 r. N 13H (3apeructpuposaH MuHuctepctsoM ocTuumm Poccunckon degepauun 15
mapta 2011 r., peructpaumoHHbin N 20103), npukazamm MwuHucCTepcTBa 3apaBooxpaHeHuss Poccuinckon
depepaumm ot 1 asrycta 2012 r. N 54H (3apeructpupoBaH MuHnctepctesom toctuumm Poccuiickon ®epepaumm 15
asrycta 2012 r., peructpauunoHHbin N 25190), ot 26 despansa 2013 r. N 94H (3apeructpuposaH MuH1CTEpPCTBOM
toctuuumn Poccuiickon ®epepauum 25 nioHsa 2013 r., peructpaumoHHbin N 28881).

6. HasHaueHne NekapCTBEeHHbIX MnpenapatoB  OcywecTendeTcdA MeaAUuMHCKUM pa6OTHI/IKOM no
MeXxayHapogHoMy HenateHToOBaHHOMY HauMMeHOBaHuo, a npu ero OTCYyTCTBUM - TpynnMpoBOYHOMY WU
XUMHN4eCKoMy HauMeHOoBaHUIO. B cny4yae OTCYTCTBUA MeXAYyHapoAHOro HenateHToOBaHHONO HamMeHOBaHUA WU
rpynnmpoBOYHOro UM XuUMnUYecKoro HammMmeHoBaHUA JieKapCTBEHHOro npenaparta, J'IeKapCTBeHHbIVI npenapart
Ha3Ha4aeTcda MeanLUMNHCKUM pa6OTHI/IKOM no ToOproBoMy HaMMeHoOBaHMIO.

KoHcynbTaHTlm0C: npumeyaHue.

Ecnn naumeHTy B cTauuoHape BpayebHOM KOMUCCMEN Ha3HA4YeHO IeKapCTBO C KOHKPETHbIM TOProBbIM
HaVMEeHOBaHMeM, TO Mpu JIeYEHUN ero B MHOM CTaLMoHape unn amOynaTtopHO eMy Ha3HavyaeTcsa npenapaTt ¢ TeM
Xe ToproBblM HanmeHoBaHueM (INoctaHoBneHue MNpasutensctea PP ot 30.06.2020 N 965).

I'Ipvl HaNMM4YMM MeguLUMHCKNX NoKasaHun (I/IHLI,I/IBI/Iﬂ,yaJ'IbHaﬂ HenepeHoOCMMOCTb, MO XU3HEHHbIM I'IOKa3aHI/|F|M)
no peLleHnto Bpaqe6H0171 KOMMCCUN MEONLINHCKON opraHmn3auum <8> OCyLlecTBndeTCcA HasHa4eHne n Od)OpMﬂeHMe
Ha3Ha4vyeHuaA JNneKapCTBEHHbIX MpenapaTtoB, HEe BXOoAALWMX B CTaHOApPTbI MeANLMHCKOM NMOMOLLM, pa3p860TaHHbIX B
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

COOTBETCTBMM C nyHKTOM 4 cTtatbn 10 ®epepanbHoro 3akoHa ot 21.11.2011 N 323-®3 "O6 ocHoBax oxpaHbl
3popoBbs rpaxkgaH B Poccuiickon ®epepaumn” <9>, nnbo no TOproBbiM HanmeHoBaHUAM. PelueHne BpayebHoM
KOMUCCUM MEOULUHCKOW OpraHmsaumm ukcmpyeTcs B MeOMLMHCKONW AOKYMEHTauuMM naumMeHTa u B XypHane
Bpa4ebHom kommuccum.

<8> lMpuka3s MunsgpaBcoupaseutna Poccum ot 5 mast 2012 r. N 502H "O6 yTBEpXXAeHMM nopsgka co3gaHus
N 0eaTensHOCTM BpavyebHOM KoMmMceun meguumMHckon opraHmsaummn” (3apermctpuposaH MuHioctom Poccum 9 mioHs
2012 r., peructpauunoHHeii N 24516), ¢ nameHeHnaMK, BHeCeHHbIMK npukazom MuH3gpasa Poccun ot 2 gekabps
2013 r. N 886H (3apeructpupoBaH MuHiocTom Poccum 23 gekabps 2013 r., permctpaumnonHbii N 30714).

<9> CobpaHue 3akoHogatenbcTtBa Poccuiickon ®Peagepaumm, 2011, N 48, c1. 6724; 2014, N 49, cT. 6928;
2017, N 31, cT1. 4791; 2018, N 53, cT1. 8415.

7. HasHayeHve nekapCTBEHHOro npenaparta B peuenTe Ha BymaxHOM HocuTene wnu peuente B dopme
9MNEKTPOHHOrO JOKyMeHTa OdopMMsieTcsa Ha WMMS nauueHTa, AN KOTOPOro npefHasHavyeH rnekapCTBEHHbIN
npenapar.

PeuenTt Ha BymaxHOM HocuTene, opopMeHHbIN Ha peuenTtypHom 6raHke dopm N 107-1/y, N 148-1/y-88, N
148-1/y-04 (n), yTBEpXOEHHbIX HACTOSLLUM NPUKA3oM, a Takke peuenT Ha ByMaxHOM HocuTene, 0OPMIIEHHbIN Ha
peuentypHoM ©OnaHke dopmbl N 107/y-HI, yTBepxaeHHoM npuka3om MuHMUCTEpPCTBaA 34paBOOXPaHEHUS
Poccuinckon ®egepaumm ot 1 asrycta 2012 r. N 541 "O6 ytBepxaeHum dopmbl 6naHkoB peLenToB, CoaepKaLLmx
HasHayeHne HapKOTMYECKUX CPEACTB MMM NMCUMXOTPOMHbIX BELLECTB, NOPSAKa UX U3rOTOBIEHWS, pacnpeaeneHus,
permcTpaumm, yyeta n XxpaHeHus, a Takke npasun odopmnenuns” <10> (ganee - popma N 107/y-HIT), moxeT 6bITb
nonyyYeH NauMeHTOM, ero 3aKkOHHbIM NPeacTaBUTENeM UNM fMLOM, MMEKOLWMM O(OPMIIEHHYIO B COOTBETCTBUN C
rpaxkgaHckmm 3akoHogaTenbcTBom Poccuinckon depepaumm OOBEPEHHOCTb OT MauveHTa Ha NpaBO MONyvYeHus
Takoro pelenTa (ganee - ynoriHOMOYEHHOE NUL).

<10> 3apeructpupoBaH MwuHuctepctBsom tctuummn Poccuiickon ®epepaumm 15 asrycta 2012 .,
pernctpaumoHHein N 25190, ¢ wn3MeHeHuAMUW, BHeCeHHbIMW Mpukazamm MuHUCTepcTBa 34paBOOXPaHEHUs
Poccuiickon ®epepaummn ot 30 uoHa 2015 r. N 385H (3apernctpmposaH MuHUCTEpPCTBOM tocTULmMmM Poccuinckom
®epnepaummn 27 HoAbpsa 2015 r., pernctpaumoHHbii N 39868), ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MuHucTepcTBom toctuuum Poccuinckon ®egepaunn 18 uons 2016 r., peructpaumoHHbin N 42887), ot 31 okTabps
2017 r. N 882H (3apeructpupoBaH MwuHuctepctBoMm toctuumm Poccunckon ®epepauumn 9 aHsaps 2018 r.,
pernctpaunoHHbin N 49561).

Peuent B opme 3nekTpoHHOro [AOKyMeHTa OopMUpyeTcs C WCMOMb30BaHUEM TOCYAapCTBEHHOW
NHOPMALIMOHHOM cucTembl B cdepe 34paBooxpaHeHus cybbekta Poccuiickon Pepepaumun, MeguLMHCKOW
WMHPOPMALIMOHHON CUCTEMbI MEAULIMHCKOW opraHmnsaumm <11>,

<11> CraTtbu 91 1 91.1 ®egepanbHoro 3akoHa oT 21 Hos6ps 2011 roga N 323-®3 "O6 ocHoBax oxpaHbl
3g0poBbs rpaxaaH B Poccuiickon ®epepaummn” (Cobpanune 3akoHogaTensctBa Poccunckon ®epepaunm, 2011, N
48, cT. 6724; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 39, cT. 4883; N 48, cT. 6165; 2014, N 30, cT. 4257; N
43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27, c1. 3951; N 29, cT1. 4397; 2016, N 1, cT.
9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 18, cT. 2663; N 31, CT. 4794).

dakT Bblgaun peuenTa Ha NekapcTBEHHbI npenapaTt 3akoHHOMY MPeACTaBUTEN0 UMK YNONTHOMOYEHHOMY
nmuy UKCUpyeTcs B MEAMLMHCKOW JOKYMEHTaLMM NaumeHTa.

8. MeguumHckum paboTHMKaM 3anpellaeTcs OQOPMNATbL peuenTbl NpWM  OTCYTCTBUM Y NauueHTa
MEOULIMHCKUX MOKa3aHWii; Ha He3aperncTpuMpoBaHHble NeKapCTBEHHble npenapatbl <12>; Ha JeKapCTBEHHbIe
npenapatbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMEN MO MeAULMHCKOMY MPUMEHEHWUIO MpedHasHadeHbl Ans
NMPYMEHEHWs] TONMbKO B MEOMLMHCKMX OpraHu3auumsix; Ha HapKOTMYecKue CpencTBa U MCUXOTPONHble BELlecTBa,
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

BHECeHHble B cnucok I I'IepeqHﬂ, 3aperncTpupoBaHHble B KadeCTBe JieKapCTBEHHbLIX MnpenapaTtoB, B LeEeNnAax
npuMeHeHuna anda nev4yeHna HapkomMaHun.

<12> PeweHune CoeTa EBpasunckon skoHoMuyeckon kommccum ot 3 Hosdpa 2016 r. N 78 "O [lNpasunax
perncTpaumm n 3KCNepTU3bl NEKApCTBEHHbIX CPEACTB ANS MeOUUUHCKOro npumeHeHus" (ouumanbHbIi canT
EBpasuiickoro skoHommu4eckoro cotosa http://www.eaeunion.org/, 21 Hos6psa 2016 r.). Ctatbsa 13 degepansHOro
3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHMm nekapCcTBEHHbIX CPeACTB ANA MeAULMHCKOro npuMeHeHms"
(CobpaHue 3akoHopatenscTtBa Poccunckon depepaumm, 2010, N 16, c1. 1815; 2015, N 29, cT. 4367; 2018, N 24,
cT. 3407).

NHamBuayanbHeIM NpeanpuHMMaTensiM, OCYLLECTBAAIOWMM MEANLMHCKYIO AeATeNIbHOCTb, AONOMHUTENBHO K
TpeboBaHMAM, yKasaHHbIM B ab3alle MNepBOM HACTOSILIEero MNyHKTa, 3anpeliaetcss odopMiATb peuentbl Ha
HapKOTUYeCKNe CpeacTBa M MNCUXOTPOMHble BellecTBa, BHeceHHble B cnuvckvi || u Il TepeuyHsa (oanee -
HapKOTUYECKME U NCMXOTPONHbIE NleKapcTBeHHble npenapatsl cnvuckos Il v 11l Mepeyxs).

9. MNMpn Ha3HaAYE€HUN HAPKOTUYECKMX M MCUXOTPOMHBLIX NEeKapCTBEHHbIX npenapatoB cnucka Il MNepeyHs, 3a
UCKINIOYEHMEM IEKApCTBEHHbIX MpenapaTtoB B BuAe TpaHcOepMarnbHbIX TepaneBTUYEeCKUX CUCTEM U
neKapCTBEHHbIX MpenapaToB, CoAepPXallMX HApPKOTUYECKOE CPEeACTBO B COYETAHMU C aHTarOHUCTOM OMWOUAHBIX
peLEeNnToOPOB, pPeLENTbl HAa OyMaXXHOM HocuTerne oopMIIAIOTCA Ha peuenTypHoM 6naHke dopmbl N 107/y-HIT.

10. PeuenTypHbii 6nank doopmbl N 148-1/y-88 odhopmnsieTcst Npy HasHa4YeHWK:

1) HapkoTMYeCKMX © NCUXOTPOMHBLIX JIEeKAapCTBEHHbIX npenapatoB cnucka |l TlMepeyHs B Buge
TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, HApPKOTUYECKUX JleKapCTBEHHbIX npenapaToB cnucka |l MNepeyHs,
cofepXalmnx HapKoTUYeCcKoe CpPefCcTBO B COMETaHUM C aHTarOHUCTOM OMMOWMAHBLIX PeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapartoB cnucka Il MNepeyHs;

2) nekapCTBEHHbIX NpenapaToB, obnagatwmx aHabonmMyYeckon akTUBHOCTLIO (B COOTBETCTBMM C OCHOBHbIM
dapMakonornyeckum OencTtenem) M OTHOCSLLUMXCA MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW Knaccudukaumm,
pekoMeHAoBaHHOW BcemupHon opraHusaumen 3gpaBooxpaHeHus (ganee - ATX) <13>, k aHabonuyeckum
ctepougam (kog A14A) (manee - nekapcTBeHHble Mpenapatbl, obnagawlwme aHabonmMyeckon akTUBHOCTbIO B
COOTBETCTBUMU C OCHOBHbIM hapMaKonormyecknm JencTBuem);

<13> Cratbsa 18 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapcTBEHHbIX
CpeacTB aons meguumnHckoro npumeHexus" (CobpaHue 3akoHopatenscTBa Poccunckon depepaumm, 2010, N 16,
cT. 1815; 2014, N 52, cT1. 7540).

3) nekapCcTBEeHHbIX MpenapaToB, YyKa3aHHbIX B nyHkte 5 [lopagka oTnycka @U3MYeckuMm nuvuam
fniekapCTBEHHbIX MpenapaToB Ans MEAWMLUMHCKOro NPUMMEHEHWs, codepXaliux Kpome MarblX KOnM4ecTB
HapKOTUYECKNX CPEeACTB, MCUMXOTPOMHbIX BELLECTB U WX MPEKYpCOpoB Apyrume apmakonornyeckne akTuBHble
BelllecTBa, YTBEPXAEHHOro npukasom MuHWCTEepCcTBa 34paBoOOXpaHeHus U coumanbHoro passutusa Poccuickon
®epepaumm ot 17 mas 2012 r. N 562+ <14> (ganee - Nopsgok 0TNycKa nekapcTBEHHbIX MpenapaTos);

<14> 3apeructpupoBaH MuHuctepcteom toctuumm Poccuinckon Pepepauum 1 umwoHa 2012 r.,
pernctpaumoHHein N 24438, ¢ W3MEHEeHUAMW, BHECEHHbIMU Mpukasamn MuHUCTepcTBa 34paBOOXpPaHEeHUs
Poccuinckon ®egepaumm ot 10 miona 2013 r. N 369H (3apeructpmpoBaH MuHucTepcTBoM toctuumm Poccuickon
®epepaummn 15 mona 2013 r., pernctpauuonHsin N 29064), ot 21 asrycta 2014 r. N 465H (3apermctpupoBaH
MuHuctepctBom toctuumm Poccuiickon ®epepaummn 10 ceHTsiopa 2014 r., pernctpaumonHsin N 34024), ot 10
ceHTa6psa 2015 r. N 634H (3apernctpmpoBaH MuHucTepctBoM tocTuumm Poccunckon ®epepauun 30 ceHTabps
2015 r., peructpaumoHHbein N 39063), ot 31 okta6psa 2017 r. N 882H (3apeructpmpoBaH MUHMCTEPCTBOM HOCTULMM
Poccuiickon ®epepauumn 9 aHsapa 2018 r., pernctpaunoHHbin N 49561).
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4) nekapCTBEHHbIX NpenapaTtoB WHAMBWUAYaNbHOrO M3rOTOBMEHUS, COAEPXKAaLLUMX HapKOTUYEeCKoe CpPeacTBO
nnn NCUxoTponHoe BelecTBo cnucka |l MNepeyHs, n gpyrne dapmakonormyeckne akTuBHbIE BeLecTBa B 03€, He
npeBblLLatoLen BbiCLUYI0 pasoByo A03Y, U NPU YCNOBUKU, YTO 3TOT KOMOUHMPOBAaHHBLIN NEKapCTBEHHbIV npenapart
He ABNSeTCH HapKOTUYECKUM UMK NCUXOTPONHbLIM fleKapCTBEHHbIM npenapatoM cnucka |l MNepeyHs;

5) nekapcTBeHHbIX MpenapaToB, noasiexallMx NpPeaMeTHO-KOIMYECTBEHHOMY YYeTy, He NMEePEeYUCIIEHHbIX B
noAnyHkTax 1 - 4 HaCTOSILLEro NyHKTa (3a UCKIMYEHNEM JIeKapCTBEHHbIX NMpenapaToB, oTnyckaemblx 6e3 peuenTa).

11. PeuentypHbii 6naHk dopmbl N 148-1/y-04 (n) odopmnsaeTrca npu HasHa4YeHUn feKkapCTBEHHbIX
npenapaToB rpaxgaHam, MMelLlWMM npaBo Ha ©OecnnatHoe nonyvyeHue neKapCTBEHHbIX npenapatoB Mnuv
nony4YeHve fieKkapCcTBEHHbIX MpenapaToB CO CKUAKOW.

12. PeuenTypHbii 6nank doopmbl N 107-1/y ochopmnseTcs npu Ha3HaYeHUN:;
1) NnekapCTBEHHbIX NpenapaToB, yKkasdaHHbIX B NyHKTe 4 [lopsgka oTnycka nekapcTBeHHbIX NpenapaTos;
2) nekapCTBEHHbIX NpenapaTos, He ykasdaHHbIX B NyHkTax 9 - 11 HacToswero MNopsagka.

13. MNpwn HasHa4YeHUN NekapCTBEHHOro Npenapara UHAMBMAYaNbHOro N3roTOBMEHWS B pelenTte Ha BymaxHoM
HocuTene wm (unu) peuente B (POpPME INEKTPOHHOIO AOKYMEHTa HaMMEHOBaHMS NeKapCTBEHHbIX MpenapaTos,
BKIMIOYEHHbIX B MEpPeYeHb EeKapCTBEHHbIX CPeacTB  ANS  MEeOULUMHCKOTO  MPUMMEHEHWs,  noanexanx
npegMeTHO-KONMYeCTBEHHOMY ydeTy <15> (ganee - nekapcTBeHHble npenaparbl, BKNOYeHHbIe B nepeyeHb MKY),
yKasblBalOTCA B Havane peuenTta, 3aTeM - BCe OCTaslbHble MHIPeONEHTbI.

<15> lNpukas MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®egepaunm ot 22 anpend 2014 r. N 1831 "O6
YTBEPXKOEHUN  MEPEYHs  JeKApCTBEHHbIX  CPeacTB And  MEeAUMUMHCKOrO  MPUMEHEHMs,  MoAnexaiimx
npeamMeTHO-KONNMYeCTBEHHOMY y4yeTy" (3apeructpupoBaH MuHuctepctBoM tocTuuum Poccuiickon ®epepaunm 22
mona 2014 r., peructpauuoHHeln N 33210), ¢ W3MEHeHUsAMU, BHECEHHbIMW npukazamn MuHUcTepcTBa
3gpaBooxpaHeHus Poccuiickon ®enepaummn ot 10 ceHTabps 2015 r. N 634H (3apermctpmpoBaH MnHMCTEPCTBOM
tocTnumm Poccuiickon ®epepauun 30 ceHTabps 2015 r., pervctpaumoHHein N 39063), ot 31 okts6psa 2017 r. N
882H (3apeructpupoBaH MuHuctepcTBom tocTuuumn Poccuiickon ®epepauun 9 aHBapsa 2018 r., pernctpalmoHHbIN
N 49561), ot 5 anpena 2018 r. N 149H (3apeructpupoBaH MuHnctepcTBom toctuuumn Poccuiickon depepaunm 3
mas 2018 r., peructpauyunonHein N 50961), ot 27 mona 2018 r. N 4714 (3apeructpupoBaH MUHUCTEPCTBOM
tocTnumm Poccuinckon ®egepauun 14 asrycta 2018 r., peructpaumoHHbin N 51885).

14. lNMpn Ha3Ha4yeHUU NeKapCTBEHHOro npernapaTta B peuenTte Ha GymaxHOM HocuTene u (Mnu) peuenTe B
dopmMe SNEeKTPOHHOro [OOKYMEHTa 3anpeLlaeTcsi MpeBblllaTb KOMMYECTBO HAPKOTUYECKMX CPEeACTB  unu
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbINMMCAHO B O4HOM peuenTe, ycTaHoBneHHoe npunoxeHnem N 1 k
HacTosiLeMy Nopagky, 3a UCKNoYEHWEM CryYaeB, yKasaHHbIX B MyHkTax 16 n 25 HacTosiwero MNopsagka.

15. Tpun HasHavyeHUW nekapcTBEHHbLIX MpenapaToB, BKMOYEHHbIX B nepedveHb [MKY, pgosa koTopbIx
MpeBbIlaeT BbICLUMIA OOHOKPATHbIV MPUeM, MeaWUMHCKUA paboTHMK OO03HayaeT A03y 3TOro JIeKapCTBEHHOro
npenapaTta B peuente Ha 6ymMaxHOM HOCuTene MPOMUCbIO C NPOCTaBNEeHMEM BOCKNMUATENbHOrO 3Haka u (Mnu)
npocTasnseT BOCKNUUATENbHbIA 3HaK Npy 0opMIIeHnmn pelenTta B OopMe 3reKTPOHHOIo JOKYMEHTa.

16. Konn4yecTBo Ha3Ha4YeHHbIX NleKapCTBEHHbLIX NpenapaTtos, BKMOYeHHbIX B nepeveHsb MKY, npu okasaHwun
naumeHTam, Hyxgalwmmcsa B ANUTENbHOM NeYeHUn, NepBUYHON MeOUKO-CaHUTapHOW NOMOLLM U MannmMaTUBHOM
MEAMLMHCKON NOMOLLM MOXET ObiTb YBENMYEHO C Y4eTOM KIMHMYECKMX pekomMeHadauui He bonee yem B 2 pasa no
CPaBHEHWIO C KONTMYECTBOM HApPKOTUYECKNX CPEACTB UMK MCUXOTPOMHbIX BELLECTB, KOTOpPOe MOXET OblTb BbINMCAHO
B OZIHOM peLenTe, ycTaHoBNeHHbIM npunoxeHnem N 1 k HacToawemy Nopsaaky.

(B pea. Npwukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

B cnyyasx, npegycMOTpeHHbIX ab3auem nepBbiM HACTOALLEro NMYHKTA, Ha peuenTtax Ha GyMaxHOM Hocutene
npousBogutca Hagnucek "o crneunanbHOMY HasHa4YeHWK", OTAENbHO 3aBEPEHHas MOAMUCLI0 MeAULMHCKOro
paboTHMKA U ne4yaTbld MeOuUMHCKOW opraHusauumn "[Ons peuentoB”, Ha peuentax B oOpMe 3M1eKTPOHHOro
OOKyMeHTa npousBoautcs oTmeTka "o  cneuywanbHOMY Ha3HayeHu" C NpoCTaBNeHWEM  YCUMEHHOW
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KBanMuLMpoOBaHHON SNEKTPOHHOM NoANUCU MEeAUNLIMHCKOro paboTHuKa.

17. CocTaB nekapCTBEHHOro npenapara, nekapcTseHHas opmMa u obpalleHne MeauumnHckoro paboTHrka K
hapmaLieBTU4EeCKOMY paboTHMKY 00 OTMyCcke NeKapCTBEHHOro npenapata 0OpMIISIOTCA Ha NaTMHCKOM S3bIKE B
poAVTENBHOM Nagexe.

Mpy ocdopmneHnn peuenTypHbIX GNaHKOB AOMYCKaeTCs MCMonb3oBaHue cokpalueHun (mpunoxexHne N 2 k
HacTosiwemy Nopagky).

Mpu HasHa4yeHuM NeKapcTBEHHOroO MnpenapaTta He [OoMnycKaeTcsl CokpalleHwe GrM3KMx No HauMeHOBaHMSM
WHTPEAMEHTOB, COCTAaBMSOWMX JEKAPCTBEHHBLIA MNpenapaTt, He MOo3BONSLWNX YCTaHOBUTb, Kakoh WMEHHO
niekapCTBEHHbIV NpenapaTt HasHaueH.

18. Cnocob npvMeHeHuUsi nekapcTBEHHOro npenaparta obo3HayaeTcs C ykasaHWem A03bl, 4acTOTbl, BPEMEHU
npMema OTHOCWUTENbHO CHa (YTPOM, Ha HOYb) W ero AnUTENbHOCTW, a ANs NEeKapCTBEHHbIX npenapaTos,
B3aMMOAENCTBYIOLLMX C MULLEN, - BPEMEHN MX ynoTpebneHus OTHOCUTENbHO npuema nuwmn (40 edbl, BO BpeMs
enpl, nocrne edbl).

19. MNpyn HeobGXoaUMOCTU HEMEOSIEHHOrO WM CPOYHOro (B TeuveHue [AByx pabounx aHen) oTnycka
NeKapCTBEHHOro npenapata nauuMeHTy B BEpXHEW 4acTu peuenta Ha OymMaXXHOM HOcuTene NpOoCTaBnsoTCA
obo3HauveHus "cito" (cpoyHo) unu "statim" (HemegneHHo). AHanoruyHble 0603HaYeHUs NPOCTaBNATCS B BUAE
OTMETOK Npu ocbopmrieHnn peuenTta B hopMe 3MeKTPOHHOIO JOKYMEHTa.

20. lMpn odopmneHun HasHadeHUs rOTOBOrO JNEKAPCTBEHHOrO npenaparta B peuente Ha OGymMaxHOM
HocuTene unu peuente B oopme 3MEKTPOHHOTO LOKYMEHTA KONMMYECTBO AEMCTBYIOLLMX BELLECTB yKa3blBaeTcs B
COOTBETCTBMU C UHCTPYKLMUEN NO MEANLIMHCKOMY MPUMEHEHUIO NIEKAPCTBEHHOIO NpenapaTa.

Mpn ohbopMneHnn HasHa4YeHUs1 NekapCcTBEHHOIO NpenapaTa MHAMBMAYaANbHOIrO M3roTOBMIEHUS B peLenTe Ha
OymaxHOM HocuTene unum peuente B popMe 3MEKTPOHHOrO AOKYMEHTa KONMMYECTBO TBEpAbIX WU CbIMy4ymX
dapmavneBTnyeckux cybctaHumn ykasbiaetcst B rpammax (0,001; 0,5; 1,0), XMakux - B MUNNUUTpax, rpammax u
Kannsx.

21. PeuenTbl Ha BymMaxkHOM HocuTene, B )OpMe 3NIeKTPOHHOrO AOKYMeHTa, 0pOpMIieHHbIe Ha peLenTypHOM
6naHke opmbl N 148-1/y-88 1 npegHasHadeHHble AN OTMNycKa NeKapCTBEHHbIX NpenapaTtos, NpeayCMOTPEHHbIX
noanyHktamm 2 - 5 nyHkta 10 HacToswero Nopsiaka, AedcTBUTENbHbI B TedeHne 15 gHen co gHSA 0opMMeHHs.

22. PeuenTbl Ha 6ymaxHOM HocuTene, B hopMe 3MEKTPOHHOrO AOKYMEHTa, OpOpPMIEHHbIE HA peLenTypHOM
6naHke dopmbl N 148-1/y-04 (1) u npedHa3HayYeHHble ONA OTNycKa NEKapCTBEHHbIX MPenapaToB rpaxgaHam,
yKkasaHHbIM B nyHkTe 11 HacTtoswero lNopsagka, gencteutenbHbl B TedyeHne 30 gHen co AHS odhopmrieHusi, 3a
UCKMOYeHMeM cnyvaeB opopmeHnst peuenta B COOTBETCTBUM C NyHkTamu 39 n 40 HacToswero lMopsaka, npu
KOTOpbIX OH AEUCTBUTESNEH B TeueHne 15 gHen co gHA 0popMeHus.

(8 pea. MNpukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

23. PeuenTbl Ha 6yMmaxHOM HocuTene, B hopMe SMEKTPOHHOrO JOKYMEHTa, 0pOPMIIEHHBIE HA PELIENTYPHOM
6naHke dopmbl N 148-1/y-04 (1) u npegHa3HayeHHble AN OTNycka NeKapCTBEHHbIX MpenapaToB rpakgaHam,
OOCTUMLUMM MNEHCUOHHOro BO3pacTa, WHBanuWaam MepBOW rpynnbl, AeTAM-UHBaNWAaMm, a Takke rpaxaaHam,
CTpajalLmnm XpOHUYECKMMY 3aboneBaHusMu, TpebyWMMY ONIMTENBHOTO KYPCOBOMO feYEHUs, [ENCTBUTENbHBI B
TeyeHune 90 aHen co aHsA ohopMIEHMS.

Ansi nevyeHnss XpoHMYECKMX 3a00NeBaHU yka3aHHbIM KaTEropusM rpakaaH fekapCTBEHHble npenapatbl C
ocdhopmMreHnem peuenTtoB Ha OymaXHOM HocuTene WM peuenToB B (OpMEe 3MEKTPOHHOro OOKyMEeHTa MOryT
Ha3Ha4aTbCH Ha Kypc nedvexus go 180 gHen.

(B pea. Npwukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

24. PeuenTbl Ha GyMaXXHOM HOCUTENe, B hopMe SMIEKTPOHHOIO A0KYMEHTa, 0hOPMIIEHHbIE HA PELLENTYPHOM
6naHke dopmbl N 107-1/y n npegHa3Ha4YeHHble AN OTNycka JeKapCTBEHHbLIX MpenapaToB, NPeAyCMOTPEHHbIX
nyHkTOoM 12 HacTosiwero MNMopsagka, oencTBUTENbHbI B TedeHne 60 aHen co AHSA 0opMIIeHus.
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Mpu Ha3HayeHWM roTOBbIX NEKAPCTBEHHbIX MpPenapaToB U JIEKApPCTBEHHbIX NpenapaToB MHAUBMAYAIbHOIO
N3roTOBMEHUa naumeHTam ¢ 3aboneBaHnamn, TpedyoLwmMMn ANUTENBHOIO KypCcOBOro fieyeHund, ¢ opopmneHnem Ha
peuentypHoMm 6naHke copmbl N 107-1/y peuenTta Ha GymaxxHOM HocuTene nnn B oopMe 3NEKTPOHHOIO JOKYMEHTa
yCTaHaBnMBaeTCsa CPOK AeNCTBMSA peLenTta B npegenax o OQHOro KaneH4apHoro roaa.

B cnyyae yctaHOBneHus cpoka OeWcTBUS peuenTa B npefernax 4O OAHOro roga B peuenTe npocTaBnsercs
oTmeTka "lMo cneumanbHOMY HasHayeHuKo", obo3HavyaeTcsl CpoK AENCTBMSA peuenTa U NepuogudHOCTb OTnycka
NeKapCTBEHHbIX MpenapaTtoB U3 anTeyHOW OpraHmsaumM Unv MHAMBUAYanbHbIM NpeanpuHUMaTenemM, UMeKLUm
NUUEH3NI0 Ha papMaLeBTUYECKYID AeATeNbHOCTb <16> (exeHedenbHO, €XEeMeCAYHO W UWHble nepuoapl).
[ononHuTenbHO 3TO yKasaHue 3aBepsieTcs NOoAMMUCbI0 M NeyvyaTbio MeOULUHCKOro paboTHUKA, a Takke nevartbio
MeauLUMHCKON opraHu3auumn "[na peuentoB" (ana peuenta Ha OymaxHOM HocuTene) WNM YCUNEHHON
KBanM@pULUUPOBaHHON 3NEKTPOHHOW MOAMUCLIO MEeOULMHCKOro paboTHMKa M nvua, YNONTHOMOYEHHOro 3aBepsTb
OOKYMEHTbI OT UMEHU MeMLIMHCKON opraHm3auum (ang peuenta B oopMe 3NEKTPOHHOrO AOKYMEHTA).

<16> TyHKT 47 vactn 1 ctatbn 12 PepepansbHoro 3akoHa ot 4 masa 2011 r. N 99-03 "O nuueH3nMpoBaHUn
oTaenbHbIX BUAoB geaTtensHocTn" (CobpaHne 3akoHogaTensctsa Poccunckon ®eagepaunn, 2011, N 19, c1. 2716;
2012, N 31, cT1.4322; 2013, N 9, cT. 874; N 27, c1. 3477; 2014, N 30, cT. 4256; N 42, cT. 5615; 2015, N 1, cT. 11; N
29, cT. 4342; N 44, ct. 6047; 2016, N 1, c1. 51; 2018, N 31, cT. 4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT.
8424).

25. PeuenTbl Ha npou3BogHble 6apOUTYpPOBON KUCMNOTbI, KOMOMHMPOBAHHbLIE NEKApPCTBEHHbIE Npenaparhbl,
cogepXawme KogewH (ero comuv), WHble KOMOWHMPOBAHHbLIE JIEKAapCTBEHHbIE Mpenaparbl, noanexawme
NpeaMeTHO-KONMMYECTBEHHOMY YYETY, NEeKapCTBEHHbIE npenapatbl, obnagatowmne aHabonnmyeckon akTMBHOCTLIO B
COOTBETCTBMM C OCHOBHbIM (DApPMaKOMOrM4YeCcKMM OEWCTBUEM, AN JeYEeHUs MauMEHTOB C XPOHUYECKUMMU
3aboneBaHnsaAMN MOryT 0hopMNATLCA Ha Kypc nedeHnst o 60 gHen.

B cnyuyae, korga kypc nedeHus coctaBnsieT 6onee 30 gHenm OONOMHUTENBHO B peuenTtax Ha GymaxHoMm
HocuTene npou3BoguTca Hagnuck "Tlo cneumanbHOMY HasHa4yeHuo", 3aBepeHHas MoAMNUChbId MeOULUHCKOro
paboTHMKa M nevaTblo MEAMLMHCKON opraHm3aumm "0na peuenTtoB”, peuenTtax B POpMe 3N1eKTPOHHOIO JOKYMEHTa
npoussBoauTca otMeTka "o chneumanbHOMY HasHayeHuo", ¢ NpocTaBfeHNeM YCUINEHHOW KBannduLMpoBaHHOM
3MNEKTPOHHOW NoAMMCYM MEeOUUMHCKOro paboTHMKa M nuua, YNoSIHOMOYEHHOrO 3aBepsATb AOKYMEHTbl OT MMEHMU
MEeLMLMHCKON OpraHv3aLmm.

(8 pea. Npwukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

26. Peuent Ha GymaxxHOM HOcuTene, B )OpMe 3MEeKTPOHHOrO AOKYMEHTa, OPOPMIIEHHbIN C HapyLleHnem
YCTaHOBMEHHbIX HacToswmM MopsiakoM TpeboBaHUI, cuMTaeTcs HegelCTBUTENbHBIM.

Il. HasHauyeHWe nekapcTBeHHbLIX NpenapaToB NPU oKasaHUKU
MeAULVHCKOW NOMOLLU B CTaLMOHAPHbIX YCITOBUAX

27. lNpun okasaHMM NauneHTy MeauLMHCKOM NOMOLLM B CTaLMOHAPHbLIX YCIOBUAX Ha3HavYeHe NnekapCTBEHHbIX
npenapaToB npou3eoguTcs 6e3 opopmneHnst peuenta MeguUMHCKUM paboTHUKOM €OUHOMNNYHO, 32 UCKIIOYEHNEM
cnyyaes, yKasaHHbIX B NyHKTe 28 HacToswwero MNopsagka.

28. CornacoBaHWe HasHa4YeHWs MeKapCTBEHHbIX MpenapatoB C 3aBedyloluM OTAeneHuem  unu
OTBETCTBEHHLIM [OEXYPHbIM BpayYom §MOO ApYrMM  JMLOM, YMNOSTHOMOYEHHBLIM TMPUKA3oM [MaBHOro Bpava
MEAULMHCKOW OpraHmMsauuu, a Takke, NPy Hanuyuu, ¢ BPayoM - KIUHUYECKMM dhapMakonorom HeoGxoaumo B
cnyyasx:

1) 0OHOBPEMEHHOTO Ha3HaueHNs NATY 1 6onee NekapCcTBEHHbIX NpenapaToB O4HOMY NAUUEHTY;

2) HasHauyeHusl JieKapCTBEHHbIX MpPernapaToB, He BXOAALWMX B MNepeyeHb >XU3HEHHO HeobxoauMbIX W
BaKHEMLLUX NEeKapCTBEHHbIX npenapaTtoB <17>, Npu HETUNUYHOM Te4eHWUU 3aboneBaHusi, HanmMuuM OCIOXHEHU
OCHOBHOro 3aboneBaHusi U (UNK) conyTCTBYHOLUX 3aboneBaHuii, NPM Ha3HAYeHWN NEKApCTBEHHLIX NpenapaTos,
0COOEHHOCTH B3aMOAENCTBUSA M COBMECTUMOCTM KOTOPBIX COTMAacHO UHCTPYKLMSIM MO UX NMPUMEHEHWIO MPUBOASAT K
CHIDKEHUI0 3dppeKTUBHOCTM M Be3onacHOCTW hapmakoTepanuu 1 (Mnun) co3datoT NOTEHUManbHy ONacHOCTb Ans
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XN3HU N 300POBbA NauneHTa.

<17> TlyHkt 1 cTatbm 60 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalueHum
nekapctBeHHbIx cpeacTs" (CobpaHue 3akoHogaTenbcTBa Poccunckon depepaumm, 2010, N 16, ct. 1815; 2012, N
26, cT. 3446; 2014, N 52, cT. 7540).

B ykasaHHbIX cnyyasix HasHayeHve JeKapCTBEeHHbIX MpenapaToB UKCUpYeTCa B MeOULMHCKON
OOKYMEeHTaUuMn nauuMeHTa U 3aBepsieTcsl MoAMMCbio MeAULMHCKOro paboTHMKa WU 3aBeaylolero oTaerieHneM
(OTBETCTBEHHOIO AEXYPHOrO Bpaya Ui ApYroro ynosIHOMOYEHHOro nmua).

29. MeguumHCKMM  pabOTHMK MEAMUMHCKOW  opraHusauuuM (ee  CTPYKTYpHOro nogpasgeneHus),
pacnonoXXeHHON B CENbCKOM HAaCEeNeHHOM MyHKTe, OCYLLeCTBMseT Ha3HayeHue NeKkapCTBEHHbIX MnpenapaToB B
crnyyasix, ykasaHHbIx B nyHkTax 28 un 30 HacToswero [Nopagka, equHONMYHO.

30. Mo peweHnto BpayvyebHOM KOMWCCMM NAUUEHTaAM MNpW OKa3aHUM UM MEOULMHCKOA MOMOLM B
CTaUMOHAPHbIX YCMOBUSIX Ha3Ha4aloTCs NEeKapCTBEHHblIE MpenapaTbl, HEe BKIIOYEHHbIE B MeEpeyYeHb KU3HEHHO
HeobXOAMMbBIX W BaXKHEMLMX JieKapCTBEHHbIX MNpenapaTtoB, B Cry4ae WX 3aMeHbl M3-3a WMHAUBUAOYarbHON
HEeNepeHOCUMOCTU, MO XKMUIHEHHBLIM MOKa3aHWUAM.

PeweHne BpayebHOM Komuccun UKCUMpyeTcs B MEOMLMHCKOM [OOKYMEeHTauuuM nauueHTa W XypHane
BpayebHom koMmccuu.

31. B cnyyasx o6cnegoBaHMA W NeYeHUs rpaxgaHuHa B CTAUMOHAapPHbIX YCIMOBMSAX B paMKax
NpefocTaBneHs MeauUMHCKMX YCNyr Ha BO3Me3OHOM OCHOBE 3a CYeT MUYHbIX CPEeACTB rpaxgaH, cpeacTB
IopuanYeckuX UL U UHbIX CPeACTB Ha OCHOBaHWM [OroBopa, B TOM 4ucre pJoroBopa Ao6poBOMbHOrO
MeOMUMHCKOro cTpaxoBaHus <18>, emy MOryT ObiTb Ha3HayeHbl NeKapCTBEHHble MnpenapaTbl, HE BXOAsLWME B
nepeyvyeHb XW3HEHHO HeobXoOMMbIX W BaXKHEWWWUX FeKapCTBEHHbIX NpenapatoB, €CNU UX Ha3HayeHue U
npumMeHeHne obycrnoBneHo MeaNLMHCKUMW NOKa3aHUsaIMM.

<18> T[loctaHoBneHune T[lpaBuTtenbctBa Poccuiickon Pepepaumm ot 4 oktsab6pa 2012 r. N 1006 "O6
yTBepxaeHun [paBun npegocTaBneHus MeLULMHCKUMW  OpraHmsaumMsaMy  NnaTHbIX  MeguuMHCKMX — yenyr”
(CobpaHue 3akoHogaTenbcTBa Poccuinckon depepaummn, 2012, N 41, cT. 5628).

lll. HasaHayeHue nekapcTBEHHbIX NpenapaToB
npu okaszaHUM NepBMYHON MeAUKO-CaHUTapHOW NOMOLLX, CKOPOW
MeAULUMHCKOM MOMOLLM U NansiuaTMBHON MeAULMHCKOW MOMOLLM

32. lNpn OKasaHMM MEPBMYHON MEOUKO-CAHUTAPHOM MOMOLLUM U NannaMaTMBHOM MEeOULMHCKOMW NoMOoLLM B
aMOynaTopHbIX YCMNOBUSIX Ha3Ha4YeHWe NeKapCTBEHHbIX MpenapaToB OCYLLECTBSAETCS MEAULUUHCKAM paboTHMKOM
B Crny4asx TUNUYHOIO TeYeHusi 3aboneBaHns NauneHTa Ucxoas U3 TSHKECTU U XxapakTepa 3aboneBaHus.

33. HasHaueHne nekapcTBEHHbIX NpenapaToB Mo PeLIeHW0 BpayeBHOM KOMUCCUM NPpY OKa3aHWM NepBUYHOI
MeQUKO-CaHUTaPHON MOMOLLW, NannMaTUBHOW MeaULIMHCKON NMOMOLLM B aMBynaTopHbIX YCMNOBUAX NMPOU3BOAMTCA B
cryyasx:

1) OQHOBPEMEHHOIro HasHa4eHuda OOHOMY NauneHTy NATU U bonee JIEKapPCTBEHHbIX NpenapaTtoB B Te4YeHue
OOHNX CYTOK UINKN CBbllLe OeCATU HaMMeHOBaHUN B TEYEHNE OQHOrO Mecsua;

2) Ha3Ha4YeHMWs1 NIekapCTBEHHbIX NPenapaToB NPy HETUMMYHOM TedeHnn 3aboneBaHusl, HanUYUM OCMOXHEHNI
OCHOBHOro 3aboneBaHusi U (UNK) CONyTCTBYHOLUX 3aboneBaHuii, NpU Ha3HaYeHUW NeKapCTBEHHLIX Mpenaparos,
0COBEHHOCTN B3aUMOENCTBUS M COBMECTUMOCTM KOTOPbIX COTMacHO UHCTPYKLMSIM MO UX MPUMEHEHWIO MPUBOAST K
CHIDKEHUIO 3PHEKTUBHOCTM M BE30NacHOCTU NeveHust naumneHTa u (Unu) co3garoT NOTEeHLMAnbHY ONacHOCTb AN
XM3HW W 300POBbS NALMEHT;
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3) NepBMYHOrO Ha3Ha4YeHUs NaUNEHTY HAPKOTUYECKMX M NMCUXOTPOMHBIX JIEKAapCTBEHHbBIX NPenapaToB CN1CKOB
Il n Il NMepeyHsa (B cnyyae NpUHATUS pykoBoguTeNneM MeAULMHCKOW OpraHusauum pelleHns o HeobxoammocTu
cornacoBaHus HazHa4YeHUs TakMX NekapCTBEHHbIX NpenapaToB ¢ BpadebHom komuccuen).

34. NoBTOpHOE Ha3Ha4YeHMe HapKOTUYECKUX M MCUXOTPOMHbIX NeKapCTBEHHbIX npenapartoB cnuckos |l u I
lMepeyHsa npoun3BOAUTCS MEOAVLMHCKMM pPabOTHMKOM CaMOCTOATENbHO MauMeHTaM C BbIPaXEHHbIM OOoneBbiM
CMHOpPOMOM tobOoro reHesa, HapylleHMeM CHa, CYOOPOXHbIMU COCTOSHUSIMW, TPEBOXHbLIMU PacCTPOWCTBaMW,
HobrsamMmn, NCUXOMOTOPHBLIM BO3BYKAEHNEM.

35. lNpwn okasaHUM CKOPOW MEOULMHCKOW MOMOLLM NEeKapCTBEHHbIE MpenapaTbl Ha3Ha4YalTCad MeOULUHCKAM
pabOTHWKOM Bble3gHOW Opuragbl CKOPOW MEAWMLUMHCKOW MOMOLUM, MEAULMHCKMM pPabOTHWKOM MeOMLIMHCKOW
opraHu3aumm npu oKasaHuM MEeOULUHCKOW MOMOLLM rpagaHaMm npu 3aboneBaHusAX, HecHacTHbIX Cryyasx,
TpaBMax, OTPaBMIEHUSAX U OPYrMX COCTOSHMAX, TPEOYIOLMX CPOYHOrO MEOULIMHCKOIO BMeLLaTeNnbCTBa.

IV. HazHauyeHune nekapcTBeHHbIX NpenapaToB rpaxgaHam,
MMeKLWMM NpaBo Ha 6ecnnaTHoe NnonyvyeHue fieKapCTBEeHHbIX
npenapatoB UnNu NoflyyeHue fieKapcTBeHHbIX NpenapaToB
CO CKMAKOM, NPU OKa3aHMU NepBUYHOMN
MeOUKO-CaHUTapHOW NOMOoLLMU

36. MNpu okasaHWM NEpBUYHON MEOUKO-CaHWTapPHOW MOMOLLM Ha3HayeHne MeAUUMHCKUM paboTHMKOM B
COOTBETCTBMM CO CTaHAapTamMy MeAUUMHCKOM nomowmn <19> nekapCTBEHHbIX MpenapaToB, OTMYCKaeMblX
GecnnaTtHO WM CO CKWOKOW, OCYLUECTBMSIETCS Ha peuenTypHom ©OnaHke dopmbl N 148-1/y-04 (n) ¢ y4eTom
pa3BuTMa 3aboneBaHWsi, OCODEHHOCTEN TEYEHUSI OCHOBHOIO W COMYTCTBYKOLEro 3aboneBaHun creayowum
KaTeropusam rpaxaaH:

<19> MyHkT 4 yactn 1 ctatbn 37 PegepanbHoro 3akoHa ot 21 HoA6ps 2011 r. N 323-9®3 "O6 ocHoBax
OXpaHbl 300poBbs rpaxaaH B Poccunckon ®epepaummn” (CobpaHue 3akoHopaTensctBa Poccuiickon ®egepauun,
2011, N 48, cT. 6724; 2018, N 53, cT1. 8415).

1) rpaxgaHam, MMelLWyM NpaBo Ha MOSy4YeHWe rocyaapCTBEHHOW couuanbHOM momolwm B Buae Habopa
coumnanbHbIX YCryr, B COOTBETCTBMU C NEPEeYHEM NeKapCTBEHHbIX NpenapaTtoB A8 MeAMLMHCKOro NpuMeHeHus, B
TOM YKUCre feKapCTBEHHbIX NpenapaToB AN MegUUMHCKOrO NPUMEHEHWs, Ha3HavYaeMbIX NO peLLeHno BpavyebHbIxX
KOMUCCUIA MEeQULIMHCKNX opraHu3aummn <20>;

<20> Yactb 2 crtaTtbu 6.2 degepanbHoro 3akoHa oT 17 uionga 1999 r. N 178-®3 "O rocygapcTBeHHOM
coumanbHon nomown" (CobpaHne 3akoHogaTtenbctBa Poccuiickon ®enepaunm, 1999, N 29, ct. 3699; 2009, N 30,
cT. 3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165).

2) nvuyam, 60nbHBIM reModunmMen, MyKOBUCUMOO30M, rMNOdU3apHbiM HaHW3MOM, GonesHbio [ouwe,
3110Ka4eCTBEHHbIMU HOBOOOpa3oBaHNAMM NTIMMAOVAHON, KPOBETBOPHOW U POACTBEHHbBIX MM TKaHEN, pacCesHHbIM
CKIEepo30OM, reMOMUTUKO-YPEMUYECKUM  CUHOPOMOM,  IOHOLLUECKUM apTpUTOM C  CUCTEMHbIM  Havanowm,
Mykononucaxapugosom |, Il u VI Tunos, nuy nocne TpaHcnnaHTauMmM opraHoB U (MNn) TKaHen B COOTBETCTBUU C
nepeyHeM nekapCcTBEHHbIX NpenapaToB, yTeepxaaeMbiM [paButensctBom Poccuiickon deaeparmm <21>.

<21> YacTtb 7 ctatbn 44 depepanbHoro 3akoHa oT 21 Hoa6psa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
300poBbst rpaxaaH B Poccuiickon ®epepaunn” (CobpaHue 3akoHopaTensctBa Poccuiickon ®epepaumm, 2011, N
48, cT. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rpaxgaHam, UMeloLMM NpaBo Ha MoSfyYeHWe NeKapCTBEHHbIX MpenapaTtoB GecnnaTtHO MMM nony4veHue
NEeKapCTBEHHbIX MpenapaTtoB CO CKMAKOM 3a cyeT cpeacts OwomkeToB cybbekToB Poccuiickon depepauumu, B
cooTBeTCTBMU C [lepeyHeM rpynn HaceneHus u kateropuii 3abonesaHun, Npu aMmOynaToOpHOM fleYEHUN KOTOPbIX
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neKkapcTBEHHble CPeacTBa U M3aenns MeauLMHCKOro HasHayeHns OTNYCKalTCca Mo peuentam Bpaden becnnaTtHo,
n MNepeyHem rpynn HaceneHus, npy amOynaTopHOM NeYeHnn KOTOPbIX NeKapCTBEHHbIE CPeaCTBa OTMNYCKalTCs No
peuentam Bpayen ¢ 50-NpOLEHTHON CKMAOKOM CO CBOOOAHBLIX LEH, YTBEPXOEHHbIMU MNOCTAHOBMEHWEM
MpasutenbcTBa Poccunckon depepaumm ot 30 nrons 1994 r. N 890 <22>;

<22> CobpaHue 3akoHogaTenbctBa Poccunckon ®epepaumm, 1994, N 15, ct. 1791; 1995, N 29, cT. 2806;
1998, N 1, cT. 133, N 32, c1. 3917; 1999, N 14, c1. 1724, N 15, cT. 1824; 2000, N 39, cT. 3880; 2002, N 7, cT. 699.

4) rpaxgaHam, CTpagalolyM XU3HEYrpoXalWMMN U XPOHUYECKMMWU MPOrpeCCUpYOWMMA  PeaKUMU
(opdaHHbIMK) 3ab60neBaHUSAMK, MNPUBOOSALLMMU K COKpPALLEHUI0 MNPOAOIMKUTENBHOCTUM XKU3HM TpaXpaH U MuX
MHBanNMOgHoOCTn <23>.

<23> [MoctaHoBneHne lpaButensctBa Poccunckon ®egepaumm ot 26 anpens 2012 r. N 403 "O nopsgke
BeaeHus PenepanbHOro perncTpa nuu, cTpagatroLlmx XU3HEYrpOXaLWUMMU U XPOHNYECKUMU NPOrPECCUPYHLLUMU
peakumm (opdpaHHbIMK) 3ab0neBaHUSMY, NPUBOOALLMMMN K COKPALLEHWNIO NPOAOIMKUTENBHOCTU XU3HU FPaXaaH u nux
WHBaNWOHOCTK, 1N ero pernoHaneHoro cermeHTa” (Cobpanne 3akoHogaTensctea Poccuiickon ®eapepaunm, 2012, N
19, cT. 2428; N 37, cT1. 5002).

Mpu ocopmneHnmn peuenta Ha 6naHke dopmbl N 148-1/y-04 (1) Ha BymaxHOM HocuTene oopMAsoTCA ABa
3K3emnnsipa, OAMH M3 KOTOPbIX OCTAeTCsd B anTeyHOW opraHv3auuu, BTOPOW - B MEAMUMHCKON AOKYMEHTauuu
naumeHTa.

37. MNMpaBo Ha3HavaTb NekapCcTBEHHbIE NpenapaThbl rpaxxaaHam, MMerLwUM npaBo Ha GecnnaTHoe nonyyeHue
neKkapcTBEHHbIX NpenapaToB UMK NoMy4YeHe NekapCTBEHHbIX MPenapaToB CO CKUOKOMW, TakKe UMELOT:

1) meguumHckne paboTHMKK, paboTarowme B MEOULMHCKON OpraHn3auumn no COBMECTUTENBLCTBY (B Npeaenax
CBOEWN KOMMNETEHLMN);

2) meguuuHckMe paboTHMKM CTauMOHapHbIX OpraHM3auuin coumanbHOro OOCNYXMBaHWS MNpPU  HanMyuu
NMUEH3UN Ha OCYLUEeCTBMEeHNe MeOUUMHCKON OeATenbHOCTN <24>, npedycMmaTtpuBalollen BbiMOnHeHue paboT
(okasaHune ycnyr) No oka3aHuo NepBUYHON MEeANKO-CaHUTapHON NOMOLLM B amBynaTopHbIX YCNoBUaX (HE3aBUCMMO
OT BEAOMCTBEHHOW NPUHAANEXHOCTH);

<24> TyHKT 46 4Yactn 1 ctatbmn 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-93 "O nuueH3snpoBaHum
oTaenbHbIX BUZoB gesatensHocTn" (CobpaHne 3akoHogaTensctBa Poccunckon ®egepauun, 2011, N 19, c1. 2716;
2012, N 31, cT.4322; 2013, N 9, cT. 874; N 27, cT. 3477; 2014, N 30, cT. 4256; N 42, c1. 5615; 2015, N 1, c1. 11; N
29, cT. 4342; N 44, cT1. 6047; 2016, N 1, cT. 51; 2018, N 31, cT1. 4838; N 32, cT. 5116; N 45, c1. 6841; N 53, cT.
8424).

3) MeauumHckMe pabOoTHMKM MEAMLMHCKMX OpraHvM3auui, OKasbiBalLWMX NEPBUYHYHO MEOUKO-CaHUTapHYH
MOMOLLb, MOABEAOMCTBEHHbIX (hedeparibHbIM OpraHaM MCMOSTHUTENbHOW BlAaCTU UMM OpraHam UCMOJTHUTENbHOMN
BnacTu cyobekTtoB Poccuiickon deagepaumu;

4) nHamBuayanbHble NpeanpyHUMaTeny, ocyLLecTBSAWNe MEANLMHCKYI0 AeATENbHOCTb U BKIHOYEHHbIE B
pPeecTp MeAMULIMHCKUX OpraHu3aLuii, OCYLLECTBNAIWNX OeATEeNbHOCTb B cdepe 06sA3aTenbHOro MeaMLUUHCKOro
CTpaxoBaHus.

38. MNpKn HasHaYeHUM NeKapCTBEHHbIX NpPenapaToB rpaxaaHam, MMeloLLMM NpaBo Ha GecnnaTtHoe nonydyeHue
NeKkapcTBEHHLIX MpernapaToB MMM MONyYeHVe NeKapCTBEHHbIX NMPenapaToB CO CKUAKOMW, B peLenTe ykasbiBaeTcs
HoMep TenedoHa, Mo KOTOPOMY pabOTHWMK anTevyHOW opraHuW3auuu nNpu HeoGXOAMMOCTU MOXET corfiacoBaTb C
MeOuUMHCKUM paboTHUKOM 3aMeHY NekapcTBEHHOro npenapara.
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39. HasHauyeHue HapKOTMYECKMX M MCUXOTPOMHLIX JIeKapCTBEHHbIX npenapatoB cnucka |l Mepeynsa (3a
WCKIMIOYEHMEM JeKapCTBEHHLIX MpenapaTtoB B BuAe TpaHCAepMarnbHbIX TepaneBTUYECKMX CUCTEM, a Takke
NeKapCTBEHHbIX MpenapaToB, CoAepallMx HaApKOTUYECKOe CPEeACTBO B COYETaAHMM C aHTarOHUCTOM OMMOUAHbLIX
PeLLENTOpPOB) rpaxgaHam, WMMeLWUM MpaBo Ha OecnnaTHOe MNOMyYeHUE JleKapCTBEHHbIX MpenapaToB WIu
Mony4YeHns NEeKapCTBEHHbIX MPenapaTtoB CO CKUOKOMW, OCYLLECTBNSAETCA Ha peuenTypHoMm OnaHke dopmbl N
107/y-HI1, K KOTOPOMY AOMONHUTENBHO 0hOPMIISIETCS peuenT Ha peLenTypHom 6naHke dopmbl N 148-1/y-04 (n) (B
OBYX 3K3emnnsgpax npyv opopMrneHun Ha BymaxkHoOM HocuTene).

40. HasHayeHne HapKOTMYECKMX M MCUXOTPOMHbIX NEKapCTBEHHbIX npenapaTtoB cnucka Il MNMepeyHsa B Buae
TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NEeKapcTBEHHbIX npenapaTtoB cnuvcka Il MNMepeyHs,
coAepxallmx HapkoTU4eckoe CpeAcTBO B COMETaHUU C aHTarOHMCTOM OMMOMAHBLIX PELLenTOPOB, MCUXOTPOMHbLIX
nekapcTBeHHbIx npenapatoB cnucka Il MNepeyHsa, nekapcTBEHHbIX NpenapaToB, BKKYEHHbIX B nepeveHb [KY,
neKkapcTBEHHbIX MnpenapaToB, obnagawowmx aHabonmyeckon akTMBHOCTbIO B COOTBETCTBUM C  OCHOBHbIM
dhapmakonormyeckum OenrcTBuemM, KOMOMHMPOBAHHBLIX NEKAapCTBEHHbBIX NPEnapaTtoB, YKa3aHHbIX B MOAMyHKTE 3
nyHkta 10 HacTosiwero lNopsigka, NpegHasHayeHHble AN NeYeHns rpaxgaH, MMmelLwmx npaso Ha bGecnnaTHoe
nonyyYyeHWe nekapCTBEHHbIX MpenapaTtoB WM MOJNydeHMEe NeKapCTBEHHbIX MNPenapatoB CO  CKUOKOW,
OCYLLECTBMSIETCS Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88, K KOTOPOMY AOMOMHUTENbLbHO OodopMnsieTcs
peLenT Ha peuenTypHoM GriaHke cpopmbl N 148-1/y-04 (n1) (B OBYX 3k3emnnspax npu oPopMieHmn Ha BymaKHoOM
HocuTene).

Mpunoxexne N 1

K MNopsaaky HasHavyeHus
neKapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOMY MPUKA30M
MwuHucTepcTBa 30paBOOXpaHEHMs
Poccuitckon denepaumm

oT 14 ausaps 2019 . N 4H

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB UNU NCUXOTPOMHbIX BELLUECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OQHOM PELIENTE

N n/n | MexayHapogHoe HenaTeHTOBaHHOE dopma BbInycka u Konuyectso
HavMeHOBaHWe HapKOTUYECKOro U 0031poBKa
NCUXOTPOMHOO fIeKapCTBEHHOIO
npenaparta
1 BynpeHopduH + HanokcoH TabneTku 60 TabneTok

cybnuHreanbHble

0,2 mr + 0,2 mr (ynakoBka, kpatHas N 20)
2 BynpeHopduH PacTtBop ansa nHbexkumin, 30 amnyn
0,3 mr/mn 1 mMn (wnpuy-Tio6UKoB)
3 BynpeHopduH TpaHcaepmanbHbIi
nnacTblpb
35 mkr/vac 20 nnacTbipen
52,5 mkr/yac 10 nnactblpen
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

ManaBepuH + TebanH

BBegeHusa 0,72 + 5,75 +
2,7+ 0,36 + 0,05 mr/mn 1
Mn 1,44 +11,5+54 +
0,72 + 0,1 mr/mn 1 mn

70 mkr/yac 5 nnacTbipen
4 OvrnapokogenH Tabnetkun
NPOJIOHIMPOBAHHOIO
aencreus
60 mr 40 tabnetok
90 mr 30 TabneTtok
120 mr 20 Tabnetok
5 MopduH PactBop A4ns uHbekuun,
paCTBopoBlgﬂenHoML;Kox(Horo 20 amnyn
A (wnpuy-Tio6UuKoB)
10 mr/mn 1 mMn
6 KogenH + MopduH + HockanuH + PactBop 4519 NOAKOXHOro

20 amnyn

BHYTPb

20 mr/mn 20 mn

7 TpumenepnguH Tabnetkn 25 mr 50 TabneTok
8 TpumenepnanH PacTtBop Ans nHbekumi
10 mr/mn 1 mn (mnsv?ua-lrrcr)lgﬂkoa)
20 mr/mn 1 mn
9 MopduH TabneTku (kancynbl)
MPOJIOHrMPOBAHHOTO
AeNCTBUs
10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Ttabn. (kanc.)
200 mr 20 Tabn. (kanc.)
10 MopduH Tabnetkn
5wmr 100 TabneTok
10 mr 100 TabneTok
11 MopduH Kannu ansa npuema

4 (pnakoHa
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41

(pen. ot 11.12.2019)
"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

dnakoH 50 mkr/go3a

2,0 mn (10 go3)

12 MopduH PacTteop ansa npuema
BHYTPb (MOHOA03bI)
2 Mmr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
13 OkcukonoH + HanokcoH TabneTtku
MPOMOHIMPOBAHHOTO
AencTBUs
5wmr+2,5wmr 100 TabneTok
10 Mr + 5 wmr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | NponnoHundennnatTokcuatTunnunepn | TabneTku 3aweyHble 20 50 TaBreTOK
OVH Mr
15 ®eHTaHun TpaHcaepmanbHas
TepaneBTMyeckas
cucrtema
12,5 MKr/yac 20 nnacTbipen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnactblpen
75 MKr/yac 10 nnactbipen
100 mkr/vac 10 nnactblpen
16 deHTaHun TabneTkn NnoabA3bIYHbIE
0,1 mr
0,2 mr
0,3 mr 50 TabneTok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHunN Cnpen HasanbHbIN

24 chnakoHa
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

3,2 mn (20 po3)
5,0 mn (40 pgos)
dnakoH 100 mkr/gosa
2,0 mn (10 go3)
3,2 mn (20 go3)
5,0 mn (40 gos)
dnakoH 200 mkr/gosa

2,0 mn (10 go3)

12 cbnakoHoB

6 donakoHoB

12 gpnakoHoB

6 donakoHoB

3 donakoHa

12 dpnakoHoB

3,2 mn (20 po3) 6 pnakoHoB
5,0 mn (40 gos) 3 dhnakoHa
18 bytopdaHon PactBop Ans nHbekumnn 2 20 amnyn
mr/mn 1 mn
19 Han6ydwuH PactBop ans uHbekummn
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
20 deHobapbuTan Tabnetkn
5wmr
50 mr 50 TabneTtok
100 mr

Mpunoxexne N 2

Kk MNopsaaky HasHaveHus
nekapcTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKa3oM
MwuHncTepcTBa 34paBooXpaHeHus
Poccuiickon ®epepauun

oT 14 ausapsa 2019 r. N 4H

PEKOMEHOOBAHHbIE K UCMOJIb3OBAHUIO COKPALLEHUA

Cnuncok M3MeHSoLLINX OOKYMEHTOB

NP1 O®OPMJIEHUM PELIENTOB

(B pen. MNMpukasa MuHsgpasa Poccum ot 11.12.2019 N 1022H)

CnpaBo4Ho
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41

(pea. ot 11.12.2019)

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

N n/n CokpalleHne NonHoe HanucaHue MNepeBog
1. aa ana no, NOPOBHY
2. ac., acid. acidum Kucnota
3. aer. aerozolum aspo30orb
4. amp. ampulla amMmnyna
5. ag. agua Boja
6. ag. purif. aqua purificata BOJA OYULLIEHHas
7. but. butyrum macno (TBepaoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CINOXHbIV
10. D. Da (Detur, Dentur) Byt (yom Buaro, fyers
11. D.S. Da, Signa Detur, Signetur Bb'p‘ii;ﬂoaioéHS;';;ﬁLngy‘qu
12. D.t.d. Da (Dentur) tales doses Boinan (nTy;;:eGgSg; BbiaHb!)
13. dil. dilutus pa3BegeHHbIN
14. Div. in p. aeq. Divide in partes aequales Paspgenv Ha paBHble yacTu
15. emuls. emulsio 3MynbCuUs
16. extr. extractum 3KCTPAaKT, BbITSXKA
17. F. Fiat (fiant) MycTb obpasyeTca (obpasyoTcs)
18. gran. granulum rpaHynbl
19. gt., gtt gutta, guttae Kanns, kannm
20. gtt. peror. guttae peroralis Kannu gnga npuema BHYTPb
21. inf. infusum HacTown
22. in amp. in ampullis B amnynax
23. in tab. in tab(u)lettis B TabneTtkax
24, in tab. prolong. in tab(u)lettis prolongatis B TaGHeLszB%gg;zz:;mgsBaHHb'M
25. |intab. prolong obd. | in tab(u)lettis prolongatis obductis B T:Sg:;giﬁgﬁ;gﬁ?%ﬁgiﬁirxblM

HafexXXHaa nNpaBoBad noaAepXXkKa
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

obonoukomn
26. lin. linimentum Xunagkas masb
27. lig. liquor XWOKOCTb
28. lot. lotion NOCbLOH
29. m. pil. massa pilularum nuntonbHas Macca
30. membr. bucc. membranulae buccales NNeHKN 3aLleyHble
31. M. Misce, Misceatur Cwmewan (Myctb 6ygeT cmeluaHo)
32. mixt. mixtura MUKCTYpa
33. N. numero Yncrom
34. ol. oleum Macno (>kugkoe)
35. past. pasta nacra
36. pil. pilula, pilulae NUNIONS, MUK
37. p. aeq. partes aequales paBHble 4YacTn
38. ppt., praec. praecipitatus OCaXaeHHbIN
39. pulv. pulvis NOPOLLOK
40. q.s. quantum satis CKOMbKO n0Tp5:£l/§Tc;|, CKOJSbKO
41. r., rad. radix KOPEHb
42. Rp. Recipe Bosbmun
43. Rep. Repete, Repetatur MosTopu (MycTb GyneT NOBTOPEHO)
44, rhiz. rhizoma KOpHeBMWLLE
45, S. Signa, Signetur 06032%1;('23;2)6 YReT
46. sem. semen cems
47. simpl. simplex npocTomn
48. Sir. sirupus cupon
49, sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBop Ang npuema BHYTPb
51. spr. spray cripen
52. spr. nas. spray nasale cnpew HasanbHbIN
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HafexXXHaa nNpaBoBad noaAepXXkKa


http://www.consultant.ru/
http://www.consultant.ru/

MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

53. supp. suppositorium cBeva, Cynno3nTopun

54. susp. suspensio CyCreH3usi, B3BECb

55. tabl. tab(u)letta TabneTka

56. t-ra, tinct. tinctura HacTonka

57 STT Systemata Therapeutica TpaHcaoepmarnbHas
Transcutanea TepaneBTnyeckas Cuctema

58. ung. unguentum Ma3b

59. vitr. vitrum CKMsiHKa

Mpunoxexune N 2

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuiickon ®eaepaunn

oT 14 ansaps 2019 . N 4H

CnncoK N3MEHSIOLLNX JOKYMEHTOB
(B pea. Mpukasa MuHsgpasa Poccum ot 11.12.2019 N 1022H)

®OPMA PELENTYPHOI'O BITAHKA N 107-1/y

MMHMCTEPCTBO 3IOPaBOOXPaHEeHMUs
Poccurickon demepaumm

HauMeHOBaHMe (mTamIl)
MEOUMLMHCKOM OpIraHM3alun

HammeHoOBaHMe (WTaMiIl)

VHIMBUAOYAJIBHOTO MNPEenNNpUHUMATETS
(yxazaTb alpec, HOMEp M IaTy JMLEH3UM,
HalMMeHOBaHME opraHa I'OCyIapCTBEHHOMU
BJIACTM, BHIOABIIETO JIMLEH3UII)

Kon ¢opwmer mo OKYI

Kon yupexnenmsa no OKIIO
MemMuMHCKasA OOKYMEHTAalLUsd
dopma N 107-1/y

YTBepXIeHa IPMKa30M
MyHMCTepCTBa 3OPaBOOXPAHEHMA
Poccurickon demepaumn

or 14 suBapsa 2019 r. N 4H

PELEIT
(B3pOCUBM, IOEeTCKMM — HYXHOEe I[IOINUEPKHYTH)
" " 20 .
dammnmda, MHMLMAJE MMEHM M OTdYecTBa (IocJiefHee — MIPM HaJMdMM)
nauueHTa
JaTa poxmeHmAa
daMmnmsa, MHMLMAJE MMEHM M OTYecTBa (IocJenHee — NPM HaJlMdUM)

Jledamero Bpada (denbrnumepa, akyLepKu)
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(I'IppeVLKangVivingpzaOBfgsoccw14 or 14.01.2019 N 4n [JokymeHT npepoctasneH KoHcynbTaHTI0C

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa... Aata coxpanerua: 19.11.2020

Mognmce M.II.
¥ IeuyaTh Jleuamero Bpauda
(moonnmuch Qenbramepa, akyllepKu)

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOYEePKHYTH) (ykazaThb KOJMUUECTBO
MeCcHdleB)

OBbopoTHasas CTOPOHAa

OTmeTKa 0 HasHa4YeHun leKkapCTBEeHHOro
npenapaTa no peLleHnto BpayebHoOn KoMnccmm

MpurotoBun MNpoBepun Otnyctun

®OPMA PELENTYPHOIO BITAHKA N 148-1/y-88

MI/.[HI/.[C‘I‘epC‘I‘BO S3OPaBOOXPaHEHMA

Poccurickon demepaumm Konm dopmer mo OKYI 3108805
MeouMuMHCKAS OOKyMEeHTAalus
HammeHoBaHMe (mTaMil) dopma N 148-1/y-88
MeIMLMHCKOM opITaHu3alumn YTBepXIeHa IIpMKa30M
MyHMCTepCTBa 3IOPaBOOXPAaHEHUS
HamMmeHoBaHMe (WTaMiIl) Poccurickon denmepauum
VHOVBUOYAJBHOTO MNPEeINPUHMMAaTETS or 14 supaps 2019 r. N 4H

(ykazaTb ampec, HOMEp M IaTy JULEeH3UM,
HaVMMEeHOBAaHME OpraHa I'OCYIapCTBEHHOM
BJIACTM, BHOABIIETO JIMLIEHS3MIO)

rarararn rararairara
Cepusa N
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

LJL L1t LJL L aLd

PELEINT no 20 .
(naTa obopMIieHMs pelLernTa)

(B3pOCJBM, IOETCKMM — HYXHOE NOINUEPKHYTH)

QamMunma, MHMLMAJE MMEHM UM OTUeCTBa (nocynenHee - npn HaJMUUM)
IIalMeHTa

JaTa poxneHmAa

Ampec MecTa XuTenbCcTBa MM N MEIMUMHCKOM KapTh aMOyJlaTOPHOTO IalMeHTa,
IOJIyYyamnmero MeIMUMHCKY [IOMOIEL B aMOyJIATOPHBEIX YCJIIOBUSAX

damMmnma, MHMLMAJE MMEHM UM OTUueCcTBa ([NocjiemHee — IPM HAJUUUM)
Jleyamero Bpada (denbnumepa, akyLepKu)

[loonuce ¥ HedaThb Jeyalero Bpauda M.II.
(momnmuce Qernbpraumepa, akyllepKu)

PeuenT pmemcTBUTEJIEH B TedeHme 15 pgHenl

ObopoTHasa CTOPOHAa

OTmMeTKa 0 HasHauYeHWUW NeKapCTBEHHOro
npenapara no peLueHnio BpayeGHoli koMmmuccum

MpuroToBun MpoBepun OtnycTtvn

Cnncok N3MEHSILLNX JOKYMEHTOB
(B pegq. Mpukasa MuHsgpaea Poccum oT 11.12.2019 N 1022H)

®OPMA PELIENTYPHOI'O BITAHKA N 148-1/y-04 (n)

MuHunCTEPCTBO 30paBOOXpPaHEHMUS MECTO OJ1A YTBEPXOEHA
Poccuiickon ®epepauuu LUTPUXKOOA <*> npukasom MuHucTepcTea
www.consultant.ru Crpanuua 22 n3 35
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

Lramn
Kopg

MeOMLMHCKON opraHM3auum

LLramn
Kopn

nHOnBuaOyanbHOro npeanpuHnMmaTtens

3paBOOXPaHEHMS
Poccuiickon ®epepauuu
or"_ " 2019r.N__

Kog dopmbl no OKY[] 3108805
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Mpuka3 MuHsgpasa Poccum ot 14.01.2019 N 4H
(pen. ot 11.12.2019)
"O6 yTBEPXXAEHUM MOpsiAKa HAa3HAYeHUs eKapCcTBEHHbIX Npenapa...

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTa coxpaHeHnus: 19.11.2020

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

Koa kateropun | Kog Ho3onorndeckon opmbi MCcTOYHUK hrHaHCMpOBaHMS: % onnatbl:
rpaxaaH (no MKB) (noaYepkHyTL) (noo4epkHyTb)

1. ®egepanbHbiv OogXeT

2. Brogxet cybbekTa Poccuinckon | 1. BecnnatHo

degepaumm 2.50%

3. MyHuumnanbHbIn GlooxkeT 3. nHon %
PELUENT Cepus N Hata ocopmneHus: 20 .

damunus, nHMUMansl UMeHU 1 oT4ecTBa (MocneaHee - NPy Hanu4yun)
naumeHTa Harta poxgeHus

CHMNC

N nonuca
obsA3aTenbHoro
MeANLMHCKOro
CTpaxoBaHUS:

Homep MeanLMHCKOW KapTbl NauueHTa, nonyyaroLero MeanLmMHCKyo NoMOLLb B aMOynaTopHbIX YCNOBUSIX

damunus, nHMUMansL UMeHU 1 0T4ecTBa (MOCNeaHee - NPy HanU4yun)
neyvallero Bpaya (denballepa, akyLiepku)
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Py6. Kon. R et et o e e e s e e e e e e e e e e e e e e e e e e e

S o =

Mognuce 1 nevatb nevawiero Bpa4ya

M.TT.
(mognuce denbaluepa, akyLepkm)

PeuenT gevictButeneH B TeveHne 15 gHen, 30 aHen, 90 gHewn (Hy>KHOE NOAYEPKHYTD)
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Mpuka3 MuHsgpasa Poccum ot 14.01.2019 N 4H
(pen. ot 11.12.2019)
"O6 yTBEPXXAEHUM NOpsiAKa HAa3HAYeHUs leKapCTBEHHbIX Npenapa...

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTa coxpaHeHnus: 19.11.2020

OTnyweHo no peuenTy: ToproBoe HauMeHoOBaHWNE N JO3MPOBKA:
ara otnycka: " " 20 T KonunyecTtBo:
y U
MpuroTtoBun: MpoBepwn: Ortnyctun:

(7vHKS oTpbIBa)

Kopeluok peuenTypHoro 6naHka Cnocob npMmeHeHus:

HauMeHoBaHMe MpoponMKNTENLHOCTD OHen

nekapcTBEHHOro npenapara:

,D,O3VIPOBKaZ Konnyectso npnemMoB B O€Hb: pas

Ha 1 npuewm: en.
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[aTta coxpaHeHus: 19.11.2020

<*> B cny4yae M3roToBMeHMs peLenTypHoro 6rnaHka ¢ Mcnosib30BaHNEM KOMIMBbIOTEPHbIX TEXHOMOMUIA.

O6opoTHasa cTopoHa

OTmMeTKa 0 HazHa4YeHWUW NeKapCTBEHHOIO
npenapara no peLueHnio BpayebHoli kommuccum

MpurotoBun Mposepun OtnycTtun

Mpunoxexune N 3

K npuka3y MuHncTepcTBa 30paBoOXpaHeHNs
Poccuiickon ®eaepaunn

oT 14 ausaps 2019 . N 4H

NnoPAOOK
O®OPMIIEHUA PELIENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMNAPATDI,
UX YYETA N XPAHEHUA

CnMcok N3MEeHSILLNX JOKYMEHTOB
(8 pea. Mpukasa MuHsgpasa Poccum ot 11.12.2019 N 1022H)

I. OchopmneHue peuenta Ha GymaxxHOM HocuTene

1. Ha peuentypHbix 6nadkax cdopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n1) B NeBOM BEpXHEM Yrny
npocTaBnsieTcs WraMn MeguLMHCKON OpraHn3auum ¢ ykasaHMemM ee HaumeHoBaHusl, agpeca 1 TenedoHa.

JdononHutenbHo Ha peuentypHoMm 6naHke dopmbl N 148-1/y-04(n) npoctaBnsAeTca ko4 MeOUUUHCKON
opraHmsaumm B cootTBeTcTBUM ¢ OCHOBHBLIM rOCy4apCTBEHHbLIM perncTpauMoHHbIM Homepom (ganee - OMPH).

Cepusi peuentypHoro 6naHka cgopmbl N 148-1/y-04(n) BknoyaeT kop cybbekta Poccuiickon Pepepauun,
COOTBETCTBYHOLLNIA OBYyM nepsbim umdpam Obuwepoccuiickoro Knaccudpukatopa 00BbEKTOB
aAMUHNCTPATUBHO-TeppUTopmansHoro aenenns (ganee - OKATO).

Paspeluaetcs u3arotaBnuBaTb peuenTypHble OnaHku dopmel N 107-1/y n cdopmbl N 148-1/y-04(n) ¢
MOMOLLIbHO KOMMBIOTEPHBIX TEXHOMOMUN.
(8 pea. MNpukaza MuHzgpasa Poccum ot 11.12.2019 N 1022H)

2. Ha peuenTypHbIX 6naHkax, O(bopMﬂﬂeMbIX nHamemagyarnbHbiM1  npegnpuHnMartenamMmm, MmMmerwmnmMmn
NMUEeH3n0 Ha MeauUUHCKY [OeATellbHOCTb, B BEpXHeM JieBoM yrny TI/II'IOFpaCbCKI/IM cnocobom unu nytem
npocTaBrieHna wtamMmna AOoJNKeH ObITb yKazaH agpec uHouBuAyanbHOro npegnpuHnMmartend, HomMmep W AaTta
NMUeH3nn, HanMmeHoBaHne opraHa FOC}’AapCTBeHHOVI BacTu, BblaaBLUEro NIMUeH3nto.
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3. PeuentypHble GnaHkm copm N 148-1/y-88, N 107-1/y nu N 148-1/y-04(n) 3anonHaTCAS MeAULMHCKAM
paboTHMKOM pa3bopyuMBO, YETKO, YEPHUNAMMN UIN LLIAPUKOBOW PYYKOW.

4. [lonyckaeTca ohopMneHne BCeX PEKBU3UTOB (3a UCKNoveHueM peksusuTa "lMoanuce nevawero Bpada
(noanuck denbaliepa, akywepku") peuentypHbix 6rnaHkoB dopmbl N 107-1/y, doopmbl N 148-1/y-88 n dpopmbl N
148-1/y-04(n) c ncnonb3oBaHMeEM NevaTalLwmnx YCTPONCTB.

5. OdbopmneHmne peuenTypHbix 6naHkoB opmbl N 148-1/y-04(n) BkntovaeT ungpoBoe KOANPOBaHUE.
LindpoBoe koanpoBaHme ykasaHHbIX peLenTypHbIX 6r1aHKOB BKIOYaET:

1) kog meamumHckon opradusauunv (OI'PH) unu kog nHamemayaneHOro npeanpuHMmaTtens B COOTBETCTBUN C
OCHOBHbIM rOCY0APCTBEHHbIM PErnCTPauMOHHBIM  HOMEPOM WHAUBMAYaNbHOro npeanpuHuMarens (ganee -
OIPHWIM), npocTaensieMblin Npy U3rOTOBREHUW peLenTypHbIX BraHKoB;

2) KoA KaTeropuu rpaxkgaH, UMeLUX NpaBo Ha Nofny4yeHne NekapcTBEHHbIX NpenapaToB B COOTBETCTBUM CO
ctatben 6.1 degepanbHoro 3akoHa oT 17 uwons 1999 r. N 178-®3 "O rocymapCTBeHHOW coumarnbHon nomom”
<1>, 1 Kkop Hosomnornyeckon copMbl Mo MexayHapogHOW CTaTUCTUYEcKOW Knaccudwukauun bonesHen (oanee -
MKB), 3anonHsiemMble nevyawiMm BpavyoM MyTEM 3aHECEHUS KaXOoW uudpbl B MycTble AYEWKW, Npyv 3TOM TOYKa
NpoCTaBnseTCs B OTAENbHON AYENKe;

<1> CobpaHue 3akoHogaTenocTtBa Poccuiickon degepaumm, 1999, N 29, crt. 3699; 2009, N 30, ct. 3739;
2010, N 50, cT. 6603; 2013, N 48, cT. 6165.

3) oTmeTka 06 MCTOYHUKE brMHaHcupoBaHus (penepanbHbii GomkeT [1], GlogxeT cybbekta Poccunckomn
depepauymu [2], myHmumnaneHbin GrompkeT [3]) 1 npoueHTe onnathl peuenta (6ecnnatHo [1], 50% [2], nHon % [3]);
(B pea. Npwukasa MuHsgpasa Poccum o1 11.12.2019 N 1022H)

4) WTPUXKOL, - AOMONMHUTENbHBIN PEKBU3NUT (B Clydae U3roTOBMEHWUs Ha Tepputopun cybbekta Poccuiickon
®enepaumn peuenTypHoro 6naHka ¢ MCMob30BaHMEM KOMMbIOTEPHBIX TEXHOMOINIA).
(nn. 4 BBegeH lMNpukasom Munsgpasa Poccun ot 11.12.2019 N 1022H)

6. B peuentypHbix 6nankax dpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpadbe "®amunus, nHnumansl
UMeEHU 1 OoTYecTBa (NocrneaHee - NPU Hanuyun) nauymeHTa" ykasbiBalOTCa paMunus, UHULManb UMEHU 1 oTYyecTBa
(Npu Hanuunn) naumneHTa.

7. B peuentypHbix 6naHkax cpopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "[data poxaeHus
yKa3bIBaeTCs faTa poXaeHUs naumeHTa (4Mcno, mecsd, roa).

JdononHutensHo B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 u coopmbl N 107-1/y ona geten B Bo3pacTe
0o 1 roga B rpadpe "OaTa poxaeHUa" ykasblBaeTCs KONNMYECTBO MOMHbIX MECSLEB.

8. B peuenTypHbix GnaHkax copmbl N 148-1/y-04(n) B rpadax "CHWUJIC" n "N nonuca obsasatenbHoro
MELMLMHCKOrO CTpaxoBaHUSA" yKa3blBalOTCS CTPAXOBOW HOMEP WMHAUBMAYANbHOrO NULIEBOrO cyeTa rpaxgaHuHa B
MeHcnoHHom coHae Poccuiickon Pepepaumm (CHWUIIC) (npu HanuumuM) m Homep nonuca o6si3aTenbHOro
MEeLMLMHCKOro CTPaxoBaHus.

9. B peuentypHbix 6nankax copmbl N 148-1/y-88 B rpade "Agpec mecTa XuTenbCTBa WM HOMeEpP
MEeAMLUMHCKOW KapTbl NauueHTa, Nofyyarolero MeamumHCKylo NoMoLlb B aMOynaTopHbIX YCroBusix" yka3biBaeTcs
agpec mecTa xutenbctBa (MecTa npebblBaHWA uMNM mecta akTU4ecKOro MpPoXMBaHWUS) NauneHTa UM Homep
MEeAMLMHCKOW KapTbl MaumMeHTa, Nony4arLwero MeaNLMHCKYH0 MOMOLLb B aMOynaTopHbIX YCNOBUAX <2>.

<2> [Npwuka3 MuHncTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepauunm ot 15 gekabps 2014 r. N 834H "O6
YTBEPXKAEHUN  YHUMDULMPOBAHHBIX (POPM  MEOULMHCKOW OOKYMEHTauuW, WCMOoNb3yeMblX B  MEAULMHCKUX
opraHm3aumsx, okasblBaoLwMX MeJULNHCKYO NOMOLLL B amBynaTOpPHbIX YCIOBUAX, U MOPSAAKOB MO UX 3anofHeHuo"
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(3apeructpupoBaH MuHuctepcteom toctuuun Poccuiickon ®epepauun 20 cespans 2015 r., permctpauynoHHsin N
36160), ¢ usmeHeHnsIMn, BHECEHHBIMW NpuKa3oM MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon ®epepauum ot 9
aHBaps 2018 r. N 2 (3apernctpmpoBaH Munuctepcteom toctuumm Poccunckon ®epepauun 4 anpensa 2018 r.,
pernctpaunoHHbin N 50614 ) (nanee - npyvka3s N 834H).

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpacde "Homep MeaMUMHCKOM KapTbl MNaUMEHTa,
nonyyawLero MeauuMHCKyl0 NMOMOLWb B ambynaTopHbIX ycroBusiX" ykasbiBaeTcs HOMEp MeOULMHCKOW KapTbl
nawumeHTa, NonyyawLero MeamLMHCKY0 MOMOLLb B aMOynaTopHbIX YCNOBUSX <3>.

<3> Mpuka3 N 834H.

10. B rpade "®amunusa, vHuumManbsl UMEHM M oTyecTBa (MocregHee - NpW Hanu4yMKM) fevawiero Bpava
(cbenbawepa, akywepkun)" peuentypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4qHbIm
cnocobom MM C NOMOLLbIO LUTaMna yKasbiBaloTCA amMunusi, UHMLManbsl MMEHU M oT4yecTBa (nNocrnegHee - npu
HanNU4MM) MeguUUMHCKOro paboTHMKa, Ha3HaYMBLLENO NIEKAPCTBEHHbIE NpenapaTbl 1 0POPMUBLLETO peLenT.

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

1) HauMmeHOBaHWe feKapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE HaWMeHOBaHMe,
rPYyNnnMPOBOYHOE WM XMMWUYECKOE HaMMEHOBaHWE, TOProBOE HaWMEHOBAHWE) Ha FaTMHCKOM s3blke, dopma
BbIMNycKa, [O3NPOBKA, KONTMYECTBO;

2) cnocob npumeHeHus1 NeKkapCTBEHHOrO npenapara Ha rocyaapcTBeHHOM fA3blke Poccunckon depepaumm
UNn Ha rocygapcTBeHHOM si3blke Poccuiickon ®epepauum n rocygapCTBEHHOM SA3bIKE pecnybnnK U MHbIX si3blkax
HapogoB Poccuiickon ®epgepaunmn <4>,

<4> Yactb 1 ctatbn 15 3akoHa Poccunckon ®egepauunm ot 25 oktabps 1991 r. N 1807-1 "O asbikax
HapopoB Poccuiickon ®epepaunn" (Begomoctn cbesfa HapoaHbix genytatoB PCOCP u BepxosHoro CoseTta
PC®CP, 1991, N 50, ct. 1740; CobpaHue 3akoHopaTtenbcTBa Poccurickon ®egepaumm, 1998, N 31, c1. 3804)
(oanee - 3akoH N 1807-1).

12. TMpwn odopmneHun peLenTypHbiX OMnaHKoB 3anpellaeTcs orpaHv4MBaTbCs OOLWMMM  yKasaHUAMW,
Hanpumep, "BHyTpeHHee", "3BecTHO".

13. PeuenT, odopmMmneHHbIi Ha peuentypHom GnaHvke dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n),
noanvcbiBaeTcs MeAULMHCKAM PpaboTHMKOM U 3aBEpPSIeTCs ero nevaTbio.

PeuenTt, odopmneHHbIn Ha peuentypHoM 6Onavke copmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n)
OOMNOSTHUTENBHO 3aBepseTcd nevyaTbio MeaUUMHCKOM opraHmsauunm "Ons peuentos”.

14. Ha ogHom peuenTtypHom OnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspewaetcs
OCYLLEeCTBNATb Ha3Ha4YeHne TONMbKO OAHOro HaMMeHOBaHWS NeKkapCTBEHHOro Npenapara.

Ha ogHom peuentypHom ©6naHke ¢opmbl N 107-1/y paspeluaeTcs OCyWEeCTBMASATb HasHaAYeHWE TONbKO
O[HOrO HaMMEeHOBaHWs NeKapCTBEHHOro mnpenapara, oTHocawerocs no ATX K aHTUNCUXOTUYECKMM CcpeacTBam
(kog NO5A), ankcuonutukam (kog NO5B), cHoTBOpHBIM 1 cegaTuBHbiM cpeactBam (kog NO5C), aHTnaenpeccaHTam
(kog NOBA) n He nognexawero npeamMeTHO-KONMYECTBEHHOMY yYeTy, U A0 TPeX HanMEeHOBaHUN NIeKapCTBEHHbIX
npenapaToB - AMsi UHbIX NIeKapCTBEHHbIX NMpenapaToB, He OTHECEHHbIX K BbilLeyKa3daHHbIM ATX.

15. cnpaeneHusa B peuenTe He JOMyCcKalTCs.

16. Mpu odopmneHun peuenTypHbix OnaHkoB copm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) Ha
NeKapCTBEHHbIE NpenapaThbl, HA3HAYEHHbIE MO pPeLleHnto BpayebHom Komuccmm, Ha 0bopoTe peuenTypHoro bnaHka
CTaBUTCSA cneunanbHas oTmeTka (Ltamn).
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17. Ha peuentypHom ©OnaHke c¢opmbl N 148-1/y-04(n) BHM3Y MMeeTCsi NUHUSA OTpbIBA, pasgensowas
peuenTypHbIN BraHK 1 KOPELLOK.

Kopellok oT peuenTta, oqOPMMEHHOr0 Ha yKka3aHHOM peLenTypHOM 6naHke, BblOaeTcs nauueHTy (ero
3aKOHHOMY NpeAcTaBUTENi0) B anTeYHOW OpraHusauuM, Ha Kopellke [enaeTca OTMeTka O HauMeHOBaHUu
nekapcTBEHHOro npenapara, 03UpoBKe, KONNYecTBe, cnocobe NprMeHeHus.

18. OdhopmneHre crneuunanbHOro peLenTypHoro GnaHka Ha HapKOTU4YecKoe CpedcTBO M MCUXOTPOMHOE
BELLEeCTBO OCYLUECTBMSETCA B COOTBETCTBUM C npukasoMm MuHucTepctBa 3gpaBooxpaHeHusi Poccunckon
®epepaumu ot 1 aBrycta 2012 r. N 541 "O6 ytBepxxaeHun popmMbl 6NaHKOB peLenToB, CoaepXallmx Ha3HayveHne
HapKOTMYECKNX CPEACTB UMM NCUXOTPOMHbBIX BELLECTB, NOpsiaKka UX U3roTOBMEHWS, pacnpeaeneHusi, permctpaumm,
yyeTa 1 xpaHeHus, a Takke npasun ocopmreHms” <56>,

<5> 3apeructpupoBaH MwuHuctepcteom toctuumm Poccuiickon ®epepaumn 15 asrycta 2012 .,
peructpaumoHHbin N 25190, ¢ un3MeHeHUsIMKW, BHECEHHbIMW Mpukadamn MuHUcTepcTBa 34paBOOXpaHEHUs
Poccuinckon ®epepaumm ot 30 mioHa 2015 r. N 385H (3apeructpmpoBaH MuHUCTEpcTBOM tocTuumm Poccuinckon
depnepaummn 27 HoAbpsa 2015 r., pernctpaumoHHbii N 39868), ot 21 anpenst 2016 r. N 254H (3apernctpvpoBaH
MuHucTepcTBom tocTuuum Poccuinckon ®epepaunn 18 uons 2016 r., pernctpaumoHHbin N 42887), ot 31 okTabps
2017 r. N 882H (3apeructpupoBaH MuHuctepctBoMm toctuuum Poccuiickon ®epepauum 9 sHeapsa 2018 r.,
permctpaumoHHbin N 49561).

Il. OchopmneHue peuenta B hopme 31IEKTPOHHOIrO 4OKYMEHTa

19. Peuent B opme SnNEeKTPOHHOro [AOKYMEHTa, MNOAMUCaHHOro YCUIIEHHON KBannduunpoBaHHON
9MNEKTPOHHOW MOANUCBI0, opMUpyeTCa MeauUMHCKUM paboTHUKOM, CBedeHWs O KOTOPOM BHECEHbl B
denepanbHbIi perMcTp MeguumHckux paboTHUKOB <6>, a Takke NpuW YCMOBWM perncrpauun MeguumHCKOn
opraHu3aumu, B KOTOpoW odhopmnisieTcss peuent, B dedepanbHOM peecTpe MeOVUMHCKMX opraHusauum <7>
€IMHON rocyaapCTBEHHON WHGOPMAaLMOHHON cucTteMbl B cdepe 34paBOOXPaHEHUA U NOOKMNIOYEHUST Takow
MEeOMULIMHCKOW OpraHn3auun K rocygapCcTBeHHON MHpOpMaLMOHHOM cucTemMe B cpepe 30paBooXpaHeHusi cybbekTa
Poccunckon degepaumm <8>.

<6> T[lyHKTBl 6, 7 [lonoxeHus o eOuHOW rocyfapCTBEHHOM WH@OPMaLUMOHHOW cucteme B cdepe
3[paBooXpaHeHnsi, yTBEPXKAEHHOro noctaHosneHnem MNpasutensctea Poccunckon ®epepauum ot 5 masa 2018 r. N
555 (CobpaHune 3akoHogaTenbcTBa Poccunckon ®Pepepaumu, 2018, N 20, cT. 2849; N 49, c1. 7600; N 50, cT. 7755;
2019, N 6, ct. 533) (nanee - lNonoxeHne 0 eaMHON cUcTEME).

<7> MyHkTbl 9, 10 MNoNoxeHnss 0 eAnHON cucTeme.

<8> Ctatbu 91 n 91.1 ®degepanbHoro 3akoHa ot 21 Hosi6psa 2011 roga N 323-®3 "O6 ocHoBax oOxpaHbl
300poBbst rpaxaaH B Poccuiickon ®enepauun” (CobpaHne 3akoHopgaTensctBa Poccuiickon ®eaepaunn, 2011, N
48, cT. 6724; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 39, cT1. 4883; N 48, cT. 6165; 2014, N 30, cT. 4257; N
43, cT. 5798; N 49, cT. 6927, 6928; 2015, N 1, c1. 85; N 10, cT1. 1425; N 27, cT. 3951; N 29, cT. 4397; 2016, N 1, CT.
9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 18, cT. 2663; N 31, CcT. 4794).

20. MNpu odopmrieHun peuenta B OpMe 3NEKTPOHHOrO [OKYMEHTa Ha fekapcTBeHHble npenaparthl,
ykasaHHble B nognyHktax 2 - 5 nyHkta 10 n nyHkte 12 lNopsigka Ha3HayeHWs NekapcTBEHHbIX MpenapaTtos,
YTBEPXKAEHHOrO HacTOAWMM MPUKa3oM, U OTNyCKaemble 3a MOSIHYI0 CTOMMOCTb, 3anonHSTCa cneayowue
PEKBU3UTI:

1) ko cybwekTa Poccuiickon Pegepaumm no OKATO, onpenensownii rocyAapCcTBEHHYHO MHOPMAaLMOHHYHO
cuctemy B chepe 3gpaBooxpaHeHusi cybbekta Poccuiickon depepauumm, B KOTOpoW COpMMpPOBaH pelenT B
opme aNEeKTPOHHOIO JOKYMEHTA;

2) HanMeHoBaHME MEOMLUMHCKOW opraHu3auun, agpec, TtenedoH vunm amunus, uHUumMansl UMEHU WU

www.consultant.ru Crpanuua 30 n3 35
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71222D4DEF6AD111EA921027DBD4DFC752D1D53FCB4A23E98E805B4F8A03CA4B6E4AA437B56BE95fAx3H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71022DDDCFBAD111EA921027DBD4DFC752D1D53FCB4A2399EE805B4F8A03CA4B6E4AA437B56BE95fAx3H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71022DDDCFBAD111EA921027DBD4DFC752D1D53FCB4A23999E805B4F8A03CA4B6E4AA437B56BE95fAx3H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71022DDDCFBAD111EA921027DBD4DFC752D1D53FCB4A2399BE805B4F8A03CA4B6E4AA437B56BE95fAx3H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71022DDDCFBAD111EA921027DBD4DFC752D1D53FCB4A2399AE805B4F8A03CA4B6E4AA437B56BE95fAx3H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71321D4DEF7AD111EA921027DBD4DFC752D1D50F8B0A96BCCA704E8BDFC2FA4BEE4A94267f5x4H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71321D4DEF7AD111EA921027DBD4DFC752D1D50F9B5A96BCCA704E8BDFC2FA4BEE4A94267f5x4H
consultantplus://offline/ref=CB50FA61FEBDCEDC226D4F9C5F54EEB0E71021DDD1FDAD111EA921027DBD4DFC672D455FFDBDBC3E9CFD53E5BEfFx5H

MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

oTyectBa (nocrnegHee - NpW  HanMuuuM) WHOAMBUOYANbHOTO MNPEeAnPUHUMATENS), MMEIOLWEro FMLEH3NI0 Ha
MEeOULMHCKYIO OeSTEeNbHOCTb, ero agpec;

3) OIPH iopuanyeckoro nuua (MeguumHckon opraHmsauum) wunum  OMPHUM  mwHamBuayanbHoro
npeanpuHuMaTens;

4) pata ocpopMneHus peuienTa (ykasbiBaeTcs YNCIO, Mecsl, rod);

5) pata okoH4aHusi gencteus peuenta (hopMupyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOW CUCTEMOWN B
cdepe 3gpaBooxpaHeHns cybbekTa Poccuinckon ®enepaunm B COOTBETCTBMM CO CPOKaMy AelcTBus peuenTos: 15
aHen, 30 gHen, 60 gHen, 90 agHen, go 1 roga);

6) yHMKanbHbIN HOMep peuenTta (opMMpYeTCsl FOCy4apCTBEHHOW MHAOpPMaUMOHHON cucTtemon B cdepe
3apaBooxpaHeHust cydbekta Poccuiickon ®epepauum n obecneumBaeT 0gHO3HAYHYHO MAEHTUUKALMIO peuenTa B
dopme aNeKTPoHHOro AokymeHTta B codetaHmm ¢ OKATO, OMPH nnn OrPHUNM);

7) oTmeTkn "cito" (cpo4dHo) unm "statim" (HemegneHHo) NpuM HEOHXOOUMOCTU CPOYHOrO UMM HEMEANEHHOro
OTMycKa nekapcTBEHHOro npenapaTa nauneHTy;

8) agpec nmauueHTa (ykasblBaeTCs MOYTOBbLIN aApec MecTa XUTenbCTBa (MecTa npebbiBaHUS Mnu mecta
HaKTU4ECKOro MPoXMBaHWSA) C yka3aHMEeM MHOEKCa, HauMeHOoBaHus Kpas, obnacTtu, pecnybnvku, aBTOHOMHOMO
oKpyra, HaMeHOBaHUSA HaCeneHHOro MyHKTa, HaumMeHoBaHMs ynuupbl (MpocnekTa, nepeynka, npoesga), Homepa
AoMa (C ykasaHneMm Kopnyca, Npy Hanuuum), Homepa KBapTupsbl);

9) HOMep 3MNEKTPOHHOW MEAULMHCKOW KapTbl MauueHTa B rocygapCTBEHHOW MHAOPMAaLMOHHON CUCTEME B
cepe 3gpaBooxpaHeHusa cybbekta Poccuickon depepaumy;

10) dhamunus, ums, 0THECTBO (MPM HANMYMK) NauueHTa NOMHOCTbIO;

11) paTta poxgeHuns nauuweHTa (ykasbiBaeTcsl YMCno, Mecsl, rof), Ana geter go 1 roga OONOMHUTENBHO
YKa3bIBaETCs KONIMYECTBO MOJIHbIX MECALEB;

12) damunusg, uHMLManbsl MMEHW K oT4yecTBa (nocriegHee - MpU HanuMyMM) MeauUMHCKOro paboTHMKa
MONHOCTbIO;

13) HaumeHOBaHWe nekapCTBEHHOrO npenapaTta (MexayHapooHOoe HenaTeHTOBaHHOEe HauMeHOBaHue,
rPyNnnMpOBOYHOE MIN XMMUYECKOE HavMeHOBaHWe, TOProBOe HauMEHOBAHME) Ha NaTUHCKOM A3blKe, [03UPOBKa,
opma Bbinycka, KONIMYECTBO;

14) cnocob NpMmMeHeHMs nekapCTBEHHOrO npenapaTta Ha rocyaapcTBeHHOM sA3blke Poccunckon ®egepaumn
WM Ha rocygapcTBeHHOM fA3blke Poccuinckon degepaumm u rocygapCTBEHHOM A3blke pecnybnuK M UHbIX A3blkax
HapogoB Poccuiickon ®epepaunmn <9>;

<9> YacTtb 1 ctatbn 15 3akoHa N 1807-1.

15) npusHak yTBEPXOEHUS HasHauyeHWsl NeKapCTBEHHOro npenaparta Mo pelleHuio BpadeGHON KoMUCCUU
MeONLIMHCKOW OpraHu3aLuu;

16) oTMeTKa O Ha3Ha4YeHUW NEKApCTBEHHOrO npenapaTa Nno peLleHuto BpayebHOW KOMUCCUM MEAMLMHCKOW
opraHmMsaumMm B cCryyasix, ykasaHHbiXx B ab3aue BTOpoM nyHkTa 6 [lopsgka Ha3HayeHWst NekapCTBEHHbIX
npenapaToB, YTBEPXOEHHOrO HACTOSILLMM MPUKa30oM;

17) oTMeTKa O cneumanbHOM Ha3HaYeHUN NeKapCcTBEHHOro Npenapara (3anonHsAeTCst B Cny4asx, yka3aHHbIX
B NyHkTax 16 n 25 Mopsiaka HasHa4YeHUs NekapCTBEHHLIX NPenapaToB, YTBEPKAEHHOrO HAaCTOSLUMM NPUKA30M);

18) oTMeTka 0 creuuanibHOM HasHa4YeHWM JeKapCTBEHHOro npenapaTa nauuWeHTy ¢ 3aboneBaHviem,
TpebyloLWMM ONMTENbHOrO KypCOBOMO JleYeHusl (3anofiHseTcsl B criyyae, ykasaHHOM B nyHkTe 24 [lopsgka
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

Ha3Ha4YeHna IneKapCTBEHHbIX npenapaTtoB, YTBEPXAEHHOro HacToAlnMm I'IpVIKa3OM) C NnpocCTaBliEHNEM
nepnoan4yHOCTM OTNyCKa NnekapCTBeHHOro npenapara,

19) npu odopmneHum peuenta B (OpMe 3SMEKTPOHHOrO [OKYMEHTA Ha NeKapCTBEHHble npenapaTbl,
yKasaHHble B nognyHkTax 2 - 5 nyHkta 10 mn nyHkTe 12 lNopsgka HasHayeHus fieKapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOrO HAaCTOSALWUM NPUKA30M, rpaxgaHam, MMeL MM NpaBo Ha becnnaTHoe NonyvYeHne NeKapCTBEHHbIX
npenapaToB WNW MOfyYeHWe JNEeKapCTBEHHbIX MpenapaToB CO  CKUOKOW,  3arofHSAITCS  PEKBU3UTHI,
npeaycMOTpPEeHHble noAanyHkTamu 1 - 18 HacTosILLEro NyHKTa, a Takke CrneayoLlimne pekBu3mnTbI:

a) Kateropus rpaxaaH, MMeLLMX NpaBo Ha Mofy4YeHWe NeKkapCTBEHHbIX NMpenapaTtoB B COOTBETCTBUM CO
ctatben 6.1 degepanbHoro 3akoHa oT 17 utonsa 1999 r. N 178-®3 "O rocymapCTBeHHOW coumarnbHoOn nomowm”
<10>;

<10> CobpaHuve 3akoHogaTenocTtBa Poccuiickon ®egepauun, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739;
2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

©) kog Hosonornyeckon opmbl no MKB;

B) MCTOYHMK nHaHcupoBaHusa (1 - degepanbHein OlomkeT, 2 - BogxeT cydbekTa Poccuinckon degepaunm,
3 - MyHUUMNanbHbIN BIOOXKET);

r) pasmep onnatsl (1 - 6ecnnatHo, 2 - 50%, 3 - uHon %);
(B pea. Npwukasza MuHsgpasa Poccum o1 11.12.2019 N 1022H)

[) CTpaxoBOW HOMEpP WHAMBMAYANbHOIO NMLUEBOrO cyeTa rpaxgaHuHa B lNMeHcmoHHoM dpoHae Poccuiickon
®epnepaumu (npy Hanuydumn) (CHAUNC);

€) HoMep nonuca 06s13aTeNbHOr0 MeANLMHCKOro CTPaxXOBaHWS.

21. lNMpu npocTaBneHun OTMETKW, yKasaHHOW B noanyHkte 16 nyHkta 20 Hactosdwero lNMopsagka, peuenT B
dopmMe SMNEKTPOHHOro [AOKYMEHTa MOANUCLIBAETCH YCUITEHHOW KBanudULMPOBaAHHOW 3rEKTPOHHOM NOAMUCHIO
npegcepaTens Unu cekpetaps BpadebHOW KOMUCCMM MEOULMHCKOW OpraHusauuun, npu nNpocTaBfeHMn OTMETOK,

ykasaHHbIx B nognyHkrax 17 n 18 nynkra 20 Hactosiwero [lopsgka, - ycuneHHsIMW KBanuuuMpoBaHHbLIMU
3NEKTPOHHBIMY NOAMUCAMM COOTBETCTBYHOLUNX MEAULIMHCKNX PaBOTHMKOB.

22. Mo TpeboBaHMIO NauMeHTa UMM ero 3aKOHHOrO MpeacTaBuUTenst 0POPMMAETCA IKIEMNNAP peuenTta B
dopMe 3NeKTPOHHOrO AOKYMEHTa Ha ByMaXkHOM HocuTere, B TOM Yucne nyTeM ero opopMIeHnst Ha peLenTypHbIX
6naHkax coopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c otmeTkon "[ybnvkaT aneKTpOHHOro JOKyMeHTa".

lll. YyeT peuenTypHbIx 611aHKOB

23. Yyet peuentypHbix 6naHkoB cdopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), mM3roTaBnMBaembIxX
TMnorpadckMm cnocobom (panee - peuentypHble GnaHkW, MoanexaiwimMe y4veTy), OCYLLECTBNSAETCHA B XKypHanax
yyeTa, NPOHYMEPOBAHHbIX, MPOLLIHYPOBAHHBLIX U CKPENSIEHHbIX NOAMMCLI0 PYKOBOAUTENS U NeYvaTblo MeOULMHCKOW
opraHu3aumm unu MNOANUCBLID WMHAUBMAYANbHOIO MpeanpuHUMAaTens, UMEIOLWEro NULEH3NI0 Ha MeAULIMHCKYHO
OeATenbHOCTb.

24. XKypHan y4yeTa peuenTtypHbix 6naHkoB copmbl N 107-1/y conepxuT criegytoLime rpadbl:
1) HoOmep No NopsAaKY;

2) B pa3sgene "lMpuxoa™

a) pata peructpaumm JoKyMeHTa, NoATBEPXAatoLLEero NocTynneHue;

6) HoMep 1 gaTa AOKyMeHTa, NoATBepKaatoLlero nocTynneHne, HanMeHoBaHWe NocTaBLUNKA;
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(I'Ip[)eVLKangVivingpzaOBfg;Doccw14 or 14.01.2019 N 4 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"O6 yTBEPXXAEHUM MOPSAKa HA3HAUEHWS NIEKAPCTBEHHbIX Npenapa... Aata coxpanerua: 19.11.2020

B) obLlee KONMYECTBO NOCTYNUBLUNX PELENnTYpPHbIX BraHKOB;

r) damunusa, uHUUManbl MMEHM U oTyecTBa (nocregHee - MpUM HanNUuMM) M MNOANUCHL OTBETCTBEHHOIO
MeAMLMHCKOro paboTHMKa, NOMy4YMBLLErO peuenTypHble OMaHku OT MOCTaBLUMKAE;

3) B pa3gene "Pacxoa™
a) Aarta Bblgayv peLenTypHbIX 6naHKoB;
©0) KOnM4YecTBO BblAAHHbLIX PELLENTYPHbIX OM1aHKOB;

B) hamunus, vHULManbl UMEHW U OTYecTBa (nocrnegHee - MpWM HanMyuu) OTBETCTBEHHONO MEAULMHCKOro
paboTHuKa, Nony4MBLLIEro peLenTypHble bnaHku;

F) noanncb OTBETCTBEHHOIO MeANLNHCKOIro pa6OTHl/IKa, nojsiydmBLLEero peuenTtypHblie OnaHku;

4) cdhamunusa, uHMUManNbl UMEHU W oT4yecTBa (MocregHee - MPU HanMMuMM) U MNOAMNUCHL OTBETCTBEHHOMO
MeanUMHCKOro paboTHUKA, BblgaBLUEro peLenTypHble 6naHku;

5) ocTaTok peuenTypHbIX Br1aHKOB.

25. )XXypHan ydeTa peuenTypHbix 6naHkoB dopm N 148-1/y-88 n N 148-1/y-04(n) copepXxuT crneayowime
rpadosbl:

1) Homep No NopsaaKy;

2) B pasgene "Mpuxoa™

a) gaTta peructpaumm JOKyMeHTa, MOATBEPKAAoLLEro NocTynneHue;

©) HOMep n JgaTa JOKyMeHTa, NoATBepXAatoLwero NocTynneHne, HaMMeHOBaHWE NOCTaBLLMKa;
B) obLuee KONMYeCTBO NOCTYMMBLUUX peLenTypHbIX GraHKOB;

r) cepun 1 Homepa peLenTypHbIX BrIaHKOB;

4) KOnM4ecTBO peLenTypHbIX 6naHKoB No cepusim;

e) cdamunus, vHUUManbl MMEHW W oTdyecTBa (MocregHee - MpW HanMMyMM) U MNOAMNUCHL OTBETCTBEHHOMO
MeAULIMHCKOro paboTHMKa, NONyYMBLLErO peLenTypHble GnaHKM OT NOCTaBLLMKA;

3) B pa3gene "Pacxoa™

a) Aarta Bblgayn peLenTypHbIX Gr1aHKOB;

©) cepumn 1 HoMepa BblAaHHbIX peLenTypHbIX 6naHKoB;
B) KOJIMYECTBO Bbl4aHHbIX peuenTypHbIX OMaHKoB;

F) cbamvmvm, UHMUnanbl MMeHn n oT4yecTBa (nocne,que - npu HaJ'IW-II/lI/l) OTBETCTBEHHOIO MeanUNHCKOro
pa6OTHMKa, nony4ymeLlero peuentypHblie OnaHku;

[) NoAnucb OTBETCTBEHHOMO MeAMLMHCKOro paboTHMKA, NONYyYMBLLErO peuenTypHble GraHKku;

4) chamunusa, uHMUManNb UMEHU U OTYyecTBa (MocregHee - MPU HanMMyYMM) U MNOAMNUCH OTBETCTBEHHOMO
MeaULMHCKOro paboTHMKa, BbiAABLLErO peLenTypHble bnaHku;

5) ocTaToK peuenTypHbIX GraHKOB.

26. YyeT crneumarnbHbIX peLenTypHbiXx GraHKOB Ha HapPKOTUYECKOe CPedcTBO U MCUXOTPOMHOE BEeLLECTBO
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

OCYLLECTBMSIETCS B COOTBETCTBMM C npuka3om MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon depepaumm ot 1
asrycta 2012 r. N 541 "O6 yTtBepxaeHun opMbl GNaHKOB peLIenToB, COAEPXKALUMX Ha3HaAYeHMe HapPKOTUYECKMX
CPEeACTB WM NCUXOTPOMHbLIX BELLECTB, MOpsgka WX WM3roTOBMEHMWS, pacnpefeneHus, perncrpauumm, yveta u
XpaHeHus, a Tarke npasun ogopmneHma” <11>.

<11> 3apeructpupoBaH MwuHuctepctBom toctuuum Poccuiickon ®epepauum 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190, ¢ u3MeHeHussMW, BHECEHHbIMW npukazamm MuHUCTEpCTBa 34paBOOXPaHEHUS
Poccuiickon ®epepaumm ot 30 uoHa 2015 r. N 385H (3apeructpupoBaH MuHuctepctBomM toctuumm Poccuiickon
depepaummn 27 Hos6ps 2015 r., peructpaumoHHbii N 39868), ot 21 anpenst 2016 r. N 254H (3aperMcTpupoBaH
MuHnctepcTBoM tocTuumm Poccuickon degepaumm 18 miona 2016 r., permctpauunoHHbin N 42887), ot 31 okTs10ps
2017 r. N 882H (3apeructpupoBaH MwuHuctepctBom toctuumm Poccunckon Pepepauumn 9 saneaps 2018 r.,
permctpaumoHHbin N 49561).

27. Y4yeT peuenToB, OMOPMNIEHHbIX B (OPME SMEKTPOHHONO [OKYMEHTa, OCYLIEeCTBMseTcs B
rocygapcTBeHHOM MHOPMaUMOHHON cucTeMe B cdhepe 3gpaBooxpaHeHus cybbekta Poccuiickon depepaumm
nocpeacTBOM BeeHWs1 e4MHOMO peecTpa peLenToB, 0popMIeHHbIX B (POPME 3NEKTPOHHbLIX AOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 6naHKoOB

28. MeguumHCKMe opraHusaumm nony4arT Heobxoaumble peuenTypHble 6naHku, W3roTOBMNEHHbIE
Tunorpadckum cnocobom, Yepes opraHbl YNpaBrieHUsi 34paBOOXPaAHEHMEM WM OpraHu3auum, YNofHOMOYEHHbIE
Ha 3TO opraHamMu UCMONHUTENbHOM BracTn cydbekTtoB Poccuiickon epgepauuu.

(B pea. Npwukasza MuHsgpasa Poccum o1 11.12.2019 N 1022H)

29. PeuenTypHble OnaHku, noanexawme yyeTy, XPaHATCA OTBETCTBEHHbIM JMLOM, Ha3HaYeHHbIM
pykoBoAMTENEM MeAWLUMHCKOW oOpraHusauuu, B 3anupaeMoM MeTannuMyeckom wkady (cende) wnm
MeTanmyeckom sLmKe.

30. NHgvBurayanbHbll NpeanpuHumaTtenb, UMELWMA NULEH3NI0 Ha MEOULMHCKYI0 OeATENbHOCTb, XPaHWUT
peuenTypHble 6rnaHk1, noanexalne y4yeTy, B 3anMpaeMom MeTannmyeckom Lwkady (ceide) nnm metannmyeckom
ALNKe.

31. MNpoBepka COCTOAHWUSI XpaHeHUs, yy4eTa, (PakTUYECKOro Hanuuusi U pacxoda pPeLenTypHbIX GraHKoB,
noanexalumx y4yeTy, OAMH pa3 B KBapTasn OCYLLECTBNSETCS KOMUCCUEN, CO34aHHOM B MeQULIMHCKOW OpraHm3auuu.

32. Peu,enTyprle GnaHku, O(bOpMJ'IﬂeMble Ha 6yMa)KHOM HOcCuUTEerne K1 noanexaiwiune ydeTty, BbloakTCAd
MeANLNHCKUM pa6OTHVIKaM, nMerLmnm npaso OCbOpMJ'IeHVIFI peuenTos, Mo pacnopsaXeHuto rnaBHOro spaya unn ero
3amecTutens.

|_|OJ'Iy'~IeHHbIe peuenTypHbie OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeOULUUHCKUMU paGOTHI/IKaMVI B
nomMeLleHunax, o6ecneqMBarou.|,|/|x NX COXPaHHOCTb.

33. XpaHeHue cneuuanbHbIX peuenTypHbiX OnaHKoB Ha HAPKOTUYECKOE CPEeACTBO U MCUMXOTPOMHOE
BELLECTBO M Bbldaya yKasaHHbIX peLenTypHbiX OfaHKOB MeOuUMHCKOMY pPabOTHUKY OCYLLECTBMSAETCS B
COOTBETCTBMM C NMpuka3om MuHucTepcTBa 3apaBooxpaHeHms Poccunckon ®epepaumm ot 1 aerycta 2012 r. N 54H
"O6 yTBEpXOAEHUM opMbl OnaHKOB peLIenToOB, CoAepXallMx Ha3HavyeHMe HapKOTUYEeCKUX CpeactB wnm
NMCUXOTPOMHbIX BeLlecTB, NOpsaKka UX U3roTOBMEHUS, pacnpeaeneHus, permcTpauumn, yyeTta u XxpaHeHus, a Takke
npasun oopmneHns” <12>.

<12> Q3apeructpupoBaH MwuHuctepctsom toctuumm Poccuiickon ®epepaumm 15 asrycta 2012 r,
pernctpaumoHHbin N 25190, ¢ u3MeHeHWsIMW, BHEeCeHHbIMW rnpukazamm MuHUCTEepCTBa 34paBOOXpaHEHUs
Poccuinckon ®egepaumm ot 30 miona 2015 r. N 385H (3apeructpmpoBaH MuHucTepcTBoM toctuumm Poccuinckon
depepauuun 27 Hosab6ps 2015 r., peructpauunoHHein N 39868), ot 21 anpensa 2016 r. N 254H (3apeructpupoBaH
MuHncTtepcTBoMm toctuumm Poccuinckon ®epepaunm 18 uions 2016 r., pernctpaumoHHein N 42887), ot 31 okTabps
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MNpuka3 MuH3apasa Poccum ot 14.01.2019 N 41
(pen. ot 11.12.2019)
"O6 yTBEPXAEHUM MOPAAKa HAa3HAYeHUs NeKapcTBEHHBIX Npenapa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 19.11.2020

2017 r. N 882H (3apeructpupoBaH MuHuctepctsom toctuumm Poccunckon Pepepauumn 9 ausaps 2018 r.,
pernctpaunoHHbin N 49561).

34. [lporpaMMHO-TEXHUYECKME CpeACTBa rOCYAapCTBEHHbIX MHGOPMALMOHHBIX cucteMm B  cdepe
3[paBOOXpPaHEHUS, MEANLMHCKUX MHPOPMALMOHHBIX CUCTEM MEAMNLIMHCKUX OpraHn3auun obecnevmBaloT XpaHeHue
3MNEKTPOHHBIX peuenToB, 0POPMIEHHbIX B (POPME 3MIEKTPOHHBIX JOKYMEHTOB B TEYEHME CPOKOB, YCTAaHOBMEHHbIX
ONsl XpaHeHus peuenToB, OPOPMIEHHBIX HA COOTBETCTBYHOLIMX hopMax peuenTypHbix 6naHkoB Ha OymakHOM
HocuTene <13>.

<13> lyHKT 14 npaBun OTNyCcka NeKapCTBEHHbIX NpenapaToB Ans MEOULUHCKOrO NPpUMEHEHMUs!, B TOM Yucne
UMMYHOOMOMOIrMYECKNX  JIEKApPCTBEHHbIX  MpenapaToB, anTeYHbIMU  OpraHusauusMun,  WHAMBUAYaNbHbIMU
npegnpvHuMaTensMm, UMELMMU NIMLEH3NI0 Ha papMaLeBTUYECKYID AEATENbHOCTb, YTBEPXKOEHHbIX MPUKa3oM
MuHucTtepcTBa 3gpaBooxpaHeHusi Poccunckon ®epepauum ot 11 wmona 2017 r. N 403H (3apeructpmpoBaH
MuHucTepcTBom tocTuumm Poccuickon ®epepaumm 8 ceHtabpsa 2017 r., pernctpaumoHHbii N 48125).
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