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3apeructpupoaHo B MuHtocte Poccum 26 mapta 2019 1. N 54173

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALINA

NMPUKA3
ot 14 auBaps 2019 r. N 44

OB YTBEPXOEHUN NOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX MPEMAPATOB, ®OPM PELIEMTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHBbIE NMPEMNAPATbI, MOPAOKA O®OPMITEHUA
YKA3AHHbIX BJIAHKOB, X YHETA U XPAHEHUA

B cootBeTcTBUM C nyHKTOM 16 Yactn 2 ctatbn 14 PepepanbHoro 3akoHa oT 21 Hosiopsa 2011 r. N 323-d3 "O6
OCHOBax oOXxpaHbl 340poBbs rpaxaaH B Poccuiickon Pepepaummn” (CobpaHune 3akoHogaTtenbcTBa Poccuiickon
denepaumm, 2011, N 48, cT1. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT. 4257; N 49, cT1. 6927; 2015, N 10, cT. 1425; N
29, cT. 4397; 2016, N 1, c1. 9; N 15, cT1. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017, N 31, cT. 4791; N 50, cT. 7544,
7563) wn pognyHktamun 5.2.177, 5.2.179 v 5.2.180 [lMonoxeHns o MuHucTepcTBe 3apaBooxpaHeHusi Poccuiickon
depnepaummn, yreepxaeHHoro nocraHosneHuem lMpasutensctea Poccunckon ®egepauun ot 19 uioHsa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickon ®Pepepaummn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT1. 2477; N
22, cT. 2812; N 33, cT1. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577; N 30, cT1. 4307; N 37, cT. 4969; 2015,
N 2, c1.491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT.
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,
cT. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT1. 6273), npukasbiBato:

1. YTBEpPAUTD:
NOPSsIAOK HA3HAYeHNs NEKAapPCTBEHHbIX NpenapaToB cornacHo npunoxeHuto N 1;
opMbl peLlenTypHbIX GITAaHKOB Ha NlIeKapCTBEHHbIE NpenapaThl cornacHo npunoxexuio N 2;

nopsigok odopMieHns peuenTypHbiXx 6naHKkoB Ha fnekapCTBeHHble npenapatbl, UX yYyeTa U XpaHeHUs COornacHo
npunoxexuio N 3.

2. MNpusHaTb yTpaTUBLUMMU CUIY:

nopukad MwuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®egepaummn ot 20 gekabpsa 2012 r. N 1175H "O6
yTBEPXOEHUN Mopsiaka HasHayYeHusi U BbINUCBIBAHMSA NEKapCTBEHHbIX MpenapaToB, a Tawkke (opM peuenTypHbIX
OnaHKOB Ha IeKapCTBEHHble npenapatbl, Nopsigka OQOPMIIEHMS YyKa3aHHbIX OnaHkoB, UX ydeTa W XpaHeHus"
(3apervctpupoBaH MuHucTepcTBoM toctuumm Poccuiickon Pepepaumm 25 noHa 2013 r., pernctpaumoHHbin N 28883);

OYHKT 2 W3MEHEeHWW, KoTopble BHOCATCA B [lopsgok co3gaHus UM OeATenbHOCTUM BpayvyebHoM KoMMCCUM
MEeOWLMHCKON opraHu3aLlumu, YyTBEpPXAEHHbIM npukasoM MuHucTepcTBa 34paBOOXpaHEHUs U COLMArbHOrO pPas3BUTUS
Poccunckon ®epepaummn ot 5 mas 2012 r. N 502H, n B lNopsagok HasHa4YeHUs1 M BbINUCbIBAHUS NEKAPCTBEHHbIX
npenapaToB, YTBEPXAEHHbIN NpukazoM MuHucTepcTBa 3gpaBooxpaHeHns Poccuinckon ®egepaumm ot 20 gekabps 2012
r. N 1175H, yTBepXaeHHbIX npukasom MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®epepauum ot 2 aekadbps 2013 r.
N 886H (3apeructpupoBaH MuHmnctepcteom toctuummn Poccunckon depepaumm 23 gekabps 2013 1., permctpaunoHHbIN
N 30714);

npukas MuHncTtepcTBa 3apaBooxpaHeHunss Poccunckon ®epepaumm ot 30 umioHa 2015 r. N 386H "O BHeceHun
N3MEHEHN B NPUITOXeHUs K npukasy MmnHuctepcTea 3gpaBooxpaHeHms Poccuickonn depepaumm ot 20 gekabpa 2012 r.
N 11751 "O6 yTBepxaeHUW nopsiaka Ha3HayYeHusl U BbINUCbIBAHWS NEKapCTBEHHbIX NpenapatoB, a Tawkke opM
peuenTypHbiXx OMnaHKOB Ha NeKapCTBEHHble npenapatbl, nopsgka 0OopMMeHMs yKasaHHbIX OfaHKoB, UX yyeTa U
xpaHeHusa" (3apeructpuposaH MuHuctepcTBoM tocTuummn Poccuiickon ®epepaumm 6 asrycta 2015 r., permctpaumoHHbIn
N 38379);

OYHKT 1 M3MEHEeHUn, KOTopble BHOCATCA B nNpuka3d MuHucTepcTBa 3apaBooxpaHeHns Poccunckon denepaumm ot
20 pekabps 2012 r. N 1175H "O6 yTBEpXOeHWUM NopsaKka Ha3Ha4YeHUs U BbIMMCbIBAHUA FIEKapCTBEHHbIX NpenapaTtos, a
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Takke opM peuLenTypHbix 6naHKoB Ha NekapCcTBEHHble Mpenaparbl, nopsaka ohOpPMIEHUSA yKasdaHHbIX GraHkoB, UX
yyeTa n xpaHeHus" n npunoxexHne N 2 k npukasdy MuHuctepctBa 3gpaBooxpaHeHus Poccuiickon degepauun ot 1
asrycta 2012 r. N 54H "O6 yTtBepxaeHUn opmbl GraHKOB peLenToB, cogepKallmMx HasHaYeHWe HapKOTUYECKMX
CPeACTB UNKU NCUXOTPONHbIX BELLECTB, NopsaKa UX N3roToBNeHus, pacnpeaeneHuns, peructpaumm, y4eta u XxpaHeHus, a
Takke npasun oopmMneHus", yTBepXXaeHHbIX npukasom MuHucTepcTBa 3apaBooxpaHeHusa Poccuickon deanepaumm ot
21 anpenst 2016 r. N 2541 (3apeructpupoBaH MuHucTtepcTBom toctuuum Poccuickon ®egepauun 18 umona 2016 r.,
perncTpaumoHHbin N 42887);

OYHKT 5 U3MEHEHUIN, KOTOPblE BHOCATCS B HEKOTOPbIE Mpukasbl MrHUCTepcTBa 30paBOOXPaAHEHUS N COLManbHOro
passutua Poccuiickon ®epepaunn n MuHUCTepcTBa 3apaBooxpaHeHust Poccuinckon degepaumm no Bonpocam
obpalleHnsi NekapCTBEHHbIX MpenapaToB, COAEpXallMX HApPKOTUYECKNE CPEACTBa, MCUMXOTPOMHbIE BeLLecTBa U UX
NpeKypcopbl, U NeKapCTBEHHbIX CPEACTB, NOAMNeXaLlnx NpeaMeTHO-KONMYECTBEHHOMY YYeTY, YTBEPXKOEHHbIX NPUKa30oM
MwuHncTepctBa 3gpaBooxpaHeHus Poccuiickon ®epepauum ot 31 oktabps 2017 r. N 882H (3apernctpupoBaH
MuHucTepcTBom tocTuumm Poccunckon ®enepauunm 9 aHeaps 2018 r., pernctpaunoHHbin N 49561).

MuHucTp
B.N.CKBOPLIOBA

Mpunoxexne N 1

K npuvkady MyHucTepcTBa 34paBOOXpaHEHMs
Poccuiickon depepanmm

oT 14 anBapsa 2019 r. N 4H

noPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
l. O6wWwme nonoxeHus
1. HaCTOHLIJ,I/IIZ I'IOpHLI,OK yCTaHaBJ'II/IBaeT npanma Ha3HavyeHnda J'IeKapCTBeHHbIX npenapaTOB anda MmegmumnHCKoro

npuMeHeHVs (Oanee - nekapcTBeHHble MpenapaTbl) U OOPMIEHUA MX HasHaYeHUst MpPU OKasaHUM MeAMLIMHCKON
NMOMOLLIM B MEAULIMHCKUX OpraHn3aumuax <1>.

<1> [yHkT 11 cratbu 2 PepepansHoro 3akoHa ot 21 Hosbps 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl 340POBbS
rpaxgaH B Poccuiickon ®epepaumn” (CobpaHne 3akoHopaTtenbctBa Poccuiickon ®epepaumun, 2011, N 48, cT. 6724;
2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. HasHayeHve nekapCTBEHHbIX MpenapaToB OCYLLECTBISETCS NevyalmMm BpayoMm, enballepoM, akyLlepkon B
Cnyyae BO3MOXEHUA Ha HUX MOSTHOMOYWMIA fevallero Bpada B OOpsaKe, YCTaHOBEHHOM npuka3om MuHucTepcTtBa
3[paBOOXpaHeHUs U coumansHoro passuTtus Poccunckon ®Pepepaumm ot 23 mapta 2012 r. N 252H "O6 yTBEpXaEHWM
Mopsaka BO3NOXeHUA Ha penballepa, akylepky pyKoBoAUTENEM MEeOULUMHCKOW opraHv3aumym npyv opraHu3aumm
OKa3aHMs NepBUYHON MEAMKO-CaHUTAPHOW MOMOLLWM U CKOPOM MEAULMHCKOM MOMOLUM OTAEMbHbLIX PYHKLUMI fevallero
Bpaya MO HEenocpeacTBEHHOMY OKa3aHWI0 MEOULMHCKOW MOMOLUM MauMeHTy B nepuon HabniogeHus 3a HUM U ero
neyeHuss, B TOM 4YMUCre MO HA3HAYEHMIO U MPUMEHEHMUIO FNEKAPCTBEHHbIX MpenapaTtoB, BKMKOYasi HapKoTU4Yeckue
nekapcTBeHHble  npenapatbl W NCUXOTPOMHbIE  NEKapCTBEHHble  npenapaTbl" <2>,  MHAMBUAOYaNbHbIMU
npeanpuHMMaTeNsiMU, OCYLLECTBISIOLMMN MEOULMHCKYIO OEATENBHOCTL (4anee - MeanuMHCKne paboTHUKK).

<2> BapeructpupoBaH MuHuctepcteom toctmummn Poccuiickon eagepauum 28 anpens 2012 r., permctpaumoHHbI
N 23971, ¢ nameHeHuaMn, BHECEHHbIMU NpukasoMm MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon depepauumn ot 31
okta6pst 2017 r. N 882H (3apeructpupoBaH MuHuctepctBom toctuumm Poccuiickon depgepaumm 9 aneapst 2018 r.,
pervctpaunoHHbii N 49561).
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3. CeBegeHuss O Ha3HaA4YeHHOM JeKapCTBEHHOM npenapate (HaVMeHOBaHWE JleKapCTBEHHOro npenapara,
J031poBKa, cnocob BBeAeHUS M MPUMEHEHUS!, PEXUM [O03MPOBaHUs, NPOAOIKUTENBHOCTb NeYEeHUss U 06OCHOBaHWe
Ha3Ha4YeHUsi NeKapCTBEHHOro npenapaTta) BHOCATCA MEAMUMHCKUM pabOTHMKOM B MEOMLMHCKYID OOKYMEHTauuio
nauueHTa.

B cnyyasx, ykasaHHbIX B nyHkTax 9 - 12 HacTosiwero Mopsaka, MeavumMHCKMi paboTHMK ochopMisieT HasHavyeHne
rfiekapCTBEHHbIX NpenapaToB, B TOM YMcie nogsnexalux N3roToBMEHUIO U OTMYCKY anTeyYHbIMK opraHusaumsamm (ganee -
nekapcTBeHHble nNpenapaTbl MHAMBUAYANbHOrO M3roTOBMEHMS), Ha peuenTypHoM 6naHke, opoOpMIIEHHOM Ha OyMaXXHOM
HOocuTene 3a CBOEW Moanucbio (ganee - peuent Ha GyMaHOM HocuTene), u (Mnn) ¢ cornacusl NauveHTa unuM ero
3aKOHHOro npegcraBuTena <3> Ha peuenTypHoM GnaHke B opMe 3NEKTPOHHOro [OKYyMEHTa C WCMNONb30BaHWEM
YCUNEHHON KBanMULUMPOBAHHOW 3MEKTPOHHON nognucn MeguumnHckoro paboTHuka (manee - peuent B copme
3NEKTPOHHOTO AOKYMEHTA).

<3> B oTHOLWeHUN Nuua, ykasaHHoro B Yactu 2 ctateu 20 degepanbHoro 3akoHa ot 21 Hos6psa 2011 r. N 323-93
"O6 ocHoBax OXpaHbl 300poBbsi rpaxaaH B Poccunckon Pepepaummn” (CobpaHue 3akoHopaTenbctBa Poccuiickon
depepaumm, 2011, N 48, cT. 6724; 2013, N 48, c1. 6165; 2017, N 31, cT. 4791).

Peuent B opMe 3neKTPOHHOMO [OKYMEHTA, COAepXallMn Ha3HavyeHWe HapKOTMYECKUX CpencTB unu
NCUXOTPOMHbIX BELLECTB, NOANUCLIBAETCS C UCMOSb30BaHUEM YCUMNEHHOW KBannULMPOBAHHON 3MNEKTPOHHOM Noanucu
nevatlero Bpaya unv enbalepa, akyLepku, Ha KOTOPbIX BO3MOXEHbI (DYHKLMU Nevallero Bpaya, U COOTBETCTBYHOLLEN
MeONLMHCKOM opraHmnsauumn <4>.

<4> Yactb 1 cTatbu 26 degepanbHoro 3akoHa oT 8 aHBaps 1998 r. N 3-®3 "O HapkoTudeckux cpencrteax u
ncuxoTponHbix BewecTBax" (CobpaHne 3akoHogaTenscTBa Poccuiickon Pegepaumm, 1998, N 2, cT. 219; 2003, N 27, cT.
2700; 2011, N 49, cT. 7019; 2013, N 48, cT1. 6165; 2016, N 27, cT. 4238; 2017, N 31, cT1. 4791).

OdopmneHne peuentoB B OPME SMEKTPOHHbIX [AOKYMEHTOB OCYLLECTBMSeTCA B Cryvae MpUHATUS
YMOSTHOMOYEHHBLIM OPraHOM UCMONTHUTENbLHOM BNacTh cybbekta Poccuiickon ®egepaumm B COOTBETCTBUM C YHKTOM 4
cratbn 6 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalweHun nekapcTBeHHbIX cpeacTts” <5>
peweHns o6 wucnonb3oBaHMM Ha TeppuTopum cybbekta Poccunckon Pegepaumm Hapsgy € peuentamu  Ha
nekapcTBeHHble npenapartbl, 0POPMIEHHLIMX Ha ByMakHOM HOCUTene, peuenToB Ha NEeKapCTBEHHble npenapaTsbl,
CHOPMNPOBAHHBIX B POPME 3MEKTPOHHBIX JOKYMEHTOB.

<5> CobpaHue 3akoHopaTenbcTBa Poccuinckon ®enepaumn, 2010, N 16, cT. 1815; 2012, N 26, cT. 3446; 2017, N
31, cT. 4791.

4. MNpwu BbINWCKE NaumeHTa U3 MEgULMHCKON opraHu3aummn, B KOTOPOW eMy OKasbiBanacb MeauuMHCKas MOMOLLb B
CTaUUOHAaPHbIX YCMOBUSIX, JAHHOMY MaUMEHTY MO PELUEHUI0 PYKOBOAUTENS MEAMLIMHCKOW OpraHm3aLun Ha3HayawTcs C
odhopmrieHnem peuenta B OpMe 3MEKTPOHHOIrO AOKYMeHTa U (Mnn) Ha GyMaxHOM HocuTene (3a WUCKIHYEHUEM
0hOPMIIEHUA pELIENTOB Ha NekapCTBEHHble MpenapaTtbl, nognexaiue oTnycky 6ecnnaTHO unmM Co ckuakomn) nmnbo
BblgaloTcs (MaumeHTy WM ero 3aKOHHOMY MpeacTaBMTEN) OAHOBPEMEHHO C BLIMUCKOM M3 mUcTopun BonesHu
nekapCTBEHHbIE Npenaparbl, B TOM YMCe HapKOTUYECKUE M MCUXOTPOMHbIE NEKAaPCTBEHHbIE NpenapaThl, BHECEHHbIE B
coucku Il n lll nepeyHs HapKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U MX NPEKYPCOPOB, NoASeXaLlnX KOHTPOSIO B
Poccuiickon deagepaumm, yTBepXaeHHOro noctaHoBneHmeM lNpaeutenscrtea Poccunckon ®epepauun ot 30 moHa 1998
r. N 681 <6> (ganee - [NepeyeHsb), CUNBHOAENCTBYIOLLMNE fNekapCTBEHHbIE NpenapaThbl, Ha CPOK NpuemMa nauneHTom o 5
OHen.

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

5. HasHayeHune nekapCTBEHHbIX NpenapaToB Npu OKa3aHWU MEAWLMHCKOW MOMOLLM B CTaLMOHAPHbLIX YCIOBUSX B
TpeboBaHMsIX-HaKNagHbIX, HaANpPaBnseMbIX B anTeYHble OpraHnsaumu, SBMAIOWNECH CTPYKTYPHbIMU NogpasgeneHnsamm
MEOVLUMHCKON OpraHusauum, B KOTOPOM OKa3biBaeTCa MeAMUMHCKasi MOMOLLb, OCYLLECTBRSETCA B COOTBETCTBUWU C
MHCTpyKUMen O nopsiake  BbIMUCbIBAHUA  NEKapCTBEHHbIX  npenapatoB U O0OpMMEHMs  peuentoB U
TpeboBaHW-HaknagHblX, YTBEPXOEHHOW npuka3oM MWHMCTEPCTBA 34pPaBOOXPAHEHUS U COLMAIbHOIO pPas3BUTUS
Poccuiickon ®epepaumm ot 12 deBpana 2007 r. N 110 "O nopsigke HasHa4YeHWs U BbIMUCbIBAHUS JIEKAPCTBEHHbIX
npenapaTos, u3genvin MegUUUHCKOrO Ha3HayYeH1s 1 cneunanuampoBaHHbIX MPOAYKTOB Nle4ebHOro NnuTaHns” <7>.

<7> 3apeructpupoBaH MuHuctepcTeom toctnummn Poccuiickon ®egepaumn 27 anpens 2007 r., permcTpaumoHHbIN
N 9364, ¢ M3MEHEHMsIMM, BHECEHHbIMW npukasamm MUHUCTEPCTBA 34PABOOXPAHEHMSI M COLMANBHOINO Pa3BUTUS
Poccuiickon ®epgepauun ot 27 asrycta 2007 r. N 560 (3apernctpupoBaH MuHucTepcTBOM tocTvumMmn Poccuinckon
depepaummn 14 centsabpsa 2007 r., pernctpaumnoHHbii N 10133), oT 25 ceHTabps 2009 r. N 794H (3aperncrpmpoBaH
MwuHucTepcTBom tocTnumm Poccuinckon ®enepauun 25 Hosi6psa 2009 r., permctpaumoHHein N 15317), ot 20 aHBaps
2011 r. N 13H (3apeructpupoBaH MuHucTepcTtBOM tocTuumm Poccuiickon ®egepauum 15 wmapta 2011 .,
pernctpaumoHHbin N 20103), npukazamn MuHmnctepcTBa 3apaBooxpaHeHunst Poccunckon ®epgepauum ot 1 aBrycta 2012
r. N 54H (3apeructpupoBaH MuHuctepctsom toctuuumn Poccunckon ®egepaumm 15 asrycta 2012 r., permctpaunoHHbIn
N 25190), ot 26 dpespans 2013 r. N 94H (3apeructpmpoBaH MuHucTepcTBom toctuummn Poccuiickon depepaumm 25
nioHa 2013 r., pernctpaumoHHbin N 28881).

6. HasHaueHMe nekapCTBEHHbIX MpenapaToB OCYLLECTBNSETCA MeQULMHCKUM paGoTHUKOM MO MeXOyHapoOHOMY
HenaTeHTOBaHHOMY HaWMEHOBAHWIO, a MPU ero OTCYTCTBUM - FPYNMNMPOBOYMHOMY MITM XMMUYECKOMY HauMeHoBaHuio. B
criyyae OTCYTCTBUS MEXAYHAPOAHOro HemnaTeHTOBAHHOrO HauMEHOBaHWA W PYMNMPOBOYHOMO UMM XUMUYECKOrO
HanuMeHOBaHWA NEeKapCTBEHHOro npenapaTa, NekapcTBEeHHbIM npenapaTt HasHavyaeTcs MEeAMLMHCKUM paboTHUKOM Mo
TOProBOMY HanMeHOBaHMI0.

Mpy HamMuYMM MEeOUUMHCKMX MOoKa3aHun (MHAMBUAyanbHas HENepeHOCUMOCTb, MO XW3HEHHbIM MOoKa3aHUsaM) Mo
peleHnio BpadebHOM KOMWUCCUMM MEOULMHCKOW oOpraHmsaumm <8> OCyLecTBNSAETCA HasHadeHne u odopmreHue
Ha3Ha4YeHUsa IeKapCTBEHHbIX MpenapaTtoB, He BXOAALWMX B CTaHAApTbl MEOULMHCKOW MNoMOoLLM, paspaboTaHHbIX B
COOTBETCTBMM C NyHKTOM 4 cTatbm 10 PegepanbHoro 3akoHa oT 21.11.2011 N 323-d3 "O6 ocHoBax OxpaHbl 340pOBbs
rpaxgaH B Poccuiickon ®degepaumn” <9>, nnbo no TOproebiM HanmeHoBaHusIM. PelueHue BpadebHOM KOMUCCUM
MEeOULMHCKOWN opraHmM3aumnm UKCMpyeTcs B MEOULIMHCKON AOKYMEHTaUMM NauMeHTa u B XXypHane BpayebHoln Kommccum.

<8> [puka3z MuHagpascoupassutua Poccum oT 5 masa 2012 r. N 5021 "O6 yTBepxaeHun nopsigka cos3gaHus u
[edATenbHOCTU BpayebHOM KOMUCCUM MEOULMHCKOW opraHusaumn” (3apermctpupoBaH MuHioctom Poccnn 9 ntoHs 2012
r., pernctpauunoHHsii N 24516), ¢ nameHeHMAMN, BHECEHHbIMU npuka3oM MuHsgpasa Poccun ot 2 gekabpsa 2013 r. N
886H (3apernctpuposaH MuHioctom Poccnmn 23 gekabps 2013 r., pernctpaumoHHbin N 30714).

<9> CobpaHue 3akoHogaTtenbcTBa Poccuickon ®egepaumn, 2011, N 48, cT. 6724; 2014, N 49, cT. 6928; 2017, N
31, ¢c1.4791; 2018, N 53, cT. 8415.

7. HasHayeHve nekapCTBEHHOro npenapata B peuente Ha OymaxHOM HocutTene unu peuente B dopme
3NEKTPOHHOIO AOKYyMEHTa opopMmseTcs Ha UMs NaumMeHTa, Ans KOTOporo npegHasHavYeH NekapcTBEeHHbIN npenapar.

Peuent Ha OymaxHOM HocuTene, oOpMIIEHHbIA Ha peuentypHom 6naHke cdopm N 107-1/y, N 148-1/y-88, N
148-1/y-04 (n), yTBEPXXAEHHbLIX HACTOSALLUMM MpPUKa30oM, a Takke peuent Ha OymaHOM HocuTene, opOpMINEHHbIN Ha
peuentypHom 6naHke dopmbl N 107/y-HIM, yTBepxaeHHoW npukazom MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon
depepaummn ot 1 aerycta 2012 r. N 54H "O6 yTBepxaeHUn copmbl BNaHKOB peLenToB, COAepXKallMx HasHayeHue
HaPKOTMYECKMX CPEeACTB UM NCUXOTPONMHBLIX BELLECTB, NOpsiAKa UX U3rOTOBINEHWS, pacnpeaeneHus, perncrpauuu, ydyeta
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N XpaHeHus, a Takke npaBun ogopmrenus” <10> (ganee - popma N 107/y-HI1), moxeT 6GbITb NONYyYEeH NaUMEHTOM, ero
3aKOHHbIM npeacrasuntenem nnn nnuom, nverLmnm OCbOpMJ'IeHHyIO B COOTBETCTBUU C rpaxxgaHcknm
3akoHogaTtenbcTBOM Poccuiickon ®Pepepaumnm OOBEPEHHOCTb OT NauMeHTa Ha MNpaBoO MOMy4YeHust Takoro peuenTa
(Banee - ynonHOMOYeHHOE NNLLO).

<10> 3apeructpupoBaH MwuHuctepctBoMm toctuumm Poccuiickon ®epepaumn 15 asrycta 2012 .,
pernctpaunoHHbin N 25190, ¢ nameHeHMsiM1, BHECEHHLIMM NpUKkazamMmn MuHucTepcTBa 34paBooxpaHeHns Poccumnckon
®epepaumm ot 30 moHA 2015 r. N 385H (3apermuctpupoBaH MuHucTepcTtBoM tocTuummn Poccunckon depepaumm 27
HosA6pst 2015 r., peructpaumnoHHbin N 39868), ot 21 anpenst 2016 r. N 254H (3apeructpupoBaH MUHUCTEPCTBOM
toctrumm Poccuiickon ®egepauun 18 mona 2016 r., pernctpaumoHHbin N 42887), ot 31 oktabpa 2017 r. N 882H
(3apeructpuposaH MuHuctepcTBoM toctuumnm Poccuiickon Pepepaumm 9 ausaps 2018 r., pernctpaumnoHHsii N 49561).

Peuent B dopMe SMNeKkTPOHHOrO [OKyMeHTa opMuMpyeTca C  WCMOMb30BaHWEM  rOCY4aPCTBEHHOM
MHOPMALMOHHOW cucTembl B cdepe 34paBooxpaHeHusi cybbekta Poccuinckon ®depepaumv, MeaMUMHCKOW
MHGOPMALMOHHON CUCTEMbI MEOULIMHCKON opraHu3aumm <11>.

<11> Cratbu 91 n 91.1 PepepanbHoro 3akoHa oT 21 Hosiops 2011 roga N 323-®3 "O6 ocHoBax oOXxpaHbl
3gopoBba rpaxaaH B Poccunckon ®epepauunn” (CobpaHne 3akoHogatensctBa Poccuiickon ®eagepaumm, 2011, N 48, cT.
6724; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT1. 4883; N 48, c1. 6165; 2014, N 30, cT1. 4257; N 43, cT1. 5798;
N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT1. 1425; N 27, cT. 3951; N 29, cT1. 4397; 2016, N 1, cT. 9, 28; N 15, cT.
2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663; N 31, cT. 4794).

dakT BblgaYM peLenTa Ha fieKapCTBEHHbIN npenapaTt 3akOHHOMY MPEeACTaBUTEN0 UMM YNOSIHOMOYEHHOMY NvLy
hukcUpyeTcs B MEAMLMHCKON AOKYMEHTaLMmM nauneHTa.

8. MeguumHcknm paGOTHI/IKaM 3anpelaeTca O(bOpMﬂFlTb peuenTtbl Npn OTCYTCTBUK Yy NauneHtTa MeanunHCKUX
nokasaHui; Ha He3aperncTtpnpoBaHHbl€ JNIEKapCTBEHHbIE MNMpenapartbl <12>; Ha JIeKapCTBEHHbIE NnpenapaTtbl, KOTOPblE B
COOTBETCTBMMN C VIHCTPYKLI,VIGVI no M™MeaununMHCKoOMy npuMEeHeHUto npeaHas3HavyeHbl AOnAa nNpuMeHeHUA TOJIbKO B
MeOQUUMNHCKNUX OpraHm3aunax; Ha HapKoTU4ecCcKme cpeactBa WM MNCUXOTPONHble BellecTBa, BHECEHHble B CNUCOK 1l
I'IepeqHﬂ, 3aperncTpnpoBaHHble B KadeCTBe JeKapCTBEHHbIX MnpenapaTtoB, B UEeNnAX npuMeHeHna Ona nedyeHud
HapKoMaHun.

<12> Pewenne CoseTa EBpasuiickol akoOHOMMYECKOW koMuccum oT 3 Hosbpst 2016 r. N 78 "O [MpaBunax
peructpaumm u 3KCNepTusbl JIEKAapCTBEHHbIX CPEACTB ANA MEAMLMHCKOro npuMeHeHus" (oduumnaneHblii  canT
EBpasuiickoro akoHomuuyeckoro cotosa http://www.eaeunion.org/, 21 Hoabpst 2016 r.). Ctatea 13 degepanbHOro 3akoHa
oT 12 anpenst 2010 r. N 61-93 "O6 obpalleHnn nekapcTBEHHbIX CPeACTB AN MeanumMHCKoro npumMmeHenuns" (CobpaHne
3akoHogartenbcTBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815; 2015, N 29, cT. 4367; 2018, N 24, cT1. 3407).

WHamBuayanbHbIM npegnpuHUMaTensamM, OCYLLECTBASIOWUM MEeAUUMHCKYIO OeATeNbHOCTb, AOMOMHUTENBHO K
TpeboBaHMAM, YyKasaHHbIM B ab3ale MNepBOM HACTOSLWEro MyHKTa, 3anpewaeTca ogopMNATb peuenTbl Ha
HapKoTMYeCKMe cpeacTBa M MCUXOTPOMHbIE BellecTBa, BHeCceHHble B cnucku |l v [l MNepeyHs (ganee - HapkoTU4eckne n
NCUXOTPOMHbIE NleKapCcTBEHHbIE NpenapaTbl cnvckoB |l u [l MNepeyHs).

9. MNpwn Ha3Ha4YeHMM HaAPKOTMYECKUX W MCUXOTPOMHbIX FeKapCTBEHHbIX npenapaToB cnucka Il MepeyHs, 3a
UCKIMIOYEHMEM NEKAPCTBEHHLIX NpenapaTtoB B BuAe TpaHcOepMarbHbIX TeparneBTUYECKUX CUCTEM U NEKAPCTBEHHbLIX
npenapaTtoB, CoAepXallux HapKOTUYeCcKoe CPeAcTBO B COMETAHUM C @aHTArOHUCTOM OMUOMAOHLIX PELENnTOPOB, peuenTsbl
Ha ByMa)kHOM HocuTene 0oopMIISIOTCA Ha peuenTypHoM 6naHke dopmbl N 107/y-HIM.

10. PeuenTypHbint 6naxk chopmbl N 148-1/y-88 odhopmnsaeTcs npu HasHa4YeHWUN:
1) HaApKOTMYECKMX N MCUXOTPOMHbIX JIEKapCTBEHHbIX NMpenapaToB coucka Il MNMepeyHsa B Buae TpaHcAepMaribHbIX

TepaneBTU4eCKMX CUCTeM, HaPKOTUYECKMX J1eKapCTBEHHbIX npenapatoB Chnucka 1l ﬂepeqHﬂ, cogepxawmnx
HapKoOTM4eCkoe CcpenctBo B COYEeTaHUM C aHTAroHUCToM ONMUMOMAOHbLIX pPeuenTopoB, MNCUXOTPOMHbLIX JEeKapCTBEHHbIX
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npenapaTtos cnucka lll MNMepeyns;

2) nekapcCTBeHHbIX NpenapaToB, obnagawlmx aHabonuMyeckom aKTUBHOCTbK (B COOTBETCTBUM C OCHOBHbIM
dhapmakonormieckum LOeNCTBMEM) W OTHOCALLUMXCS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON Knaccudukaumu,
pekomMeHOoBaHHOW BceMupHOW opraHusaumen 3gpaBooxpaHeHus (ganee - ATX) <13>, k aHabonuyeckum ctepovgam
(kog A14A) (nanee - nekapcCTBeHHble Mpenapatbl, obragarwue aHaboNMYeckorW akTUMBHOCTbIO B COOTBETCTBUM C
OCHOBHbIM (DapMaKoiorm4yeckMMm 4encTeruem);

<13> Cratba 18 depepansHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapCcTBEeHHbIX CPeacTB
ana meguunHekoro npumeHeHmns” (Cobpanue 3akoHoaatensctBa Poccunckon ®egepaumm, 2010, N 16, ct. 1815; 2014,
N 52, ct. 7540).

3) nekapcTBEHHbIX MpenapaToB, yKa3aHHbIX B OyHKTe 5 lMopsagka oTnycka oU3MYecKMM NnuamM NeKapCTBEHHbIX
npenapaToB OJ19 MEAWLMHCKOrO MPUMEHEHUS, CoAepXalux KpOMe MarblX KONMYECTB HAapKOTUYECKUX CpeacTs,
MCUXOTPOMHBLIX BELLECTB W WX MPEeKypcopoB Apyrve apmMakonormyeckne akTuBHble BeLecTBa, YTBEPXKOEHHOro
npukasoM MuHUCTEpcTBa 34paBOOXpaHeHMs U couunansHoro passutusa Poccuinckon ®epepaummn ot 17 masa 2012 r. N
562H <14> (pganee - [Nopsiaok oTnycka NekapCTBEHHbIX NpenapaTos);

<14> 3apeructpmpoBaH MuHuctepctsom toctuumm Poccunckon ®enepauun 1 nioHsa 2012 r., pernctpaumoHHbin N
24438, ¢ n3ameHeHMsaMN, BHeECEHHLIMU npukasamu MuHUcCTepcTBa 3apaBooxpaHeHus Poccuiickon depepauumn ot 10
moHa 2013 r. N 369H (3apernctpupoBaH MuHnctepctBoM toctuumm Poccuinckon ®epepaumm 15 umona 2013 r.,
pernctpaumoHHbin N 29064), ot 21 aBrycta 2014 r. N 465H (3apermuctpmpoBaH MyUHUCTEPCTBOM OCTULMK Poccuiickon
®epepaummn 10 ceHTabpa 2014 r., pernctpauunoHHsii N 34024), ot 10 ceHTabpsa 2015 r. N 634H (3aperncrtpmpoBaH
MwuHncTtepcteom toctuumm Poccunckon ®enepaumm 30 ceHtabpa 2015 r., pernctpaumoHHbii N 39063), ot 31 okTs6ps
2017 r. N 882H (3apernctpupoBaH MuHuctepctBom toctuummn Poccuinckon depepaumn 9 qausapa 2018 r.,
pernctpaunoHHbin N 49561).

4) nekapCTBEHHbIX MpenapaToB WMHAVBMOYANbHOMO M3rOTOBIEHMS, COAEpXalLMX HapKOTU4YecKkoe CpedcTBO WM
ncuxoTponHoe BewecTBo cnucka |l lMepeyHs, n apyrve dapmakornormdyeckMe akTuMBHble BellecTBa B [03e, He
npeBsbilatoLLlelr BbICLUYO Pa3oByO A03Y, U MPU YCNOBUU, YTO 3TOT KOMOWHMPOBAaHHBLIN feKapCTBEHHbLIN nNpenapaTt He
ABNSAETCA HAPKOTUYECKUM UMW NCUXOTPOMNHbLIM NeKapCTBEHHLIM NpenapaTtoM coucka Il MepeyHs;

5) nekapCTBEHHbIX MpenapaToB, noafiexawyx npPeaMeTHO-KONMYECTBEHHOMY YYeTy, He MepeYUCIEHHbIX B
noanyHkTax 1 - 4 HacTosILLero nNyHKTa (3a UCKMYEeHNEM JIekapCTBEHHbIX NMpenapaToBs, oTnyckaembix 6e3 peuenTa).

11. PeuentypHbin 6naHk copmbl N 148-1/y-04 (n) odhopMnsieTcs npu HasHa4YeHUM NEKapCTBEHHbIX MpenapaToB
rpaxgaHam, MMeLUM NpaBo Ha GecnnaTtHoe NonyYeHne NeKapCTBEHHbIX MpenapaToB UMK NOSyYeHne NTIEKapCTBEHHbIX
npenapaToB CO CKMOKOW.

12. PeuenTypHbint 6nark cpopmbl N 107-1/y odhopMnsieTcs npu HasHa4YeHUM:

1) NnekapcTBEHHbIX NpenapaToB, YKkasaHHbIX B OyHKTe 4 Mopsaka oTnycka NekapCTBEHHbIX MpenapaTos;

2) nekapCTBEHHbIX NpenapaToB, He yka3aHHbIX B NyHkTax 9 - 11 HacToswero Nopsagka.

13. lMpu HasHayeHWM neKkapCTBEHHOro npenapata WHAMBMAYaNbHOrO W3roTOBMEHWs B peuenTte Ha BymMakHOM
HocuTene u (unu) peuente B QOPME INEKTPOHHONO [OOKYMEHTa HaMMEHOBaHWS fekapCTBEHHbIX nNpenapaTtos,
BKIMIOMEHHbIX B MEepeyvYeHb  NEeKapCTBEHHbIX CPeACTB AN MEAWUMHCKOrO  MPUMEHEeHUs,  noanexalumx

npeaMeTHO-KOJIM4YeCTBEHHOMY Yy4eTy <15> (/J,anee - JlIeKapCTBEeHHbIE€ MnpenapaTbl, BKIMOYEHHbIE B MNepevyeHb I'IKY),
YKa3blBalOTCA B Ha4ale peuenTta, 3aTteM - BCe OCTallbHbl€ MHIPeaNEHTbI.

<15> [pukaz MuHucTepcTBa 3apaBooxpaHeHust Poccuiickon Pepepaumm ot 22 anpens 2014 r. N 1831 "O6
yTBEPXOEHMU nepevyHss  feKapCTBEHHbIX  CPeAcTB AN MEOULMHCKOTO  MPUMEHEHNS, noanexatumx
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npeamMeTHO-KONIMYECTBEHHOMY y4eTy" (3apernctpmpoBaH MuHuctepctBom toctuumm Poccunckon depepauumn 22 umions
2014 r., peructpaumoHHbii N 33210), ¢ M3MEHeHUAMW, BHECEHHbIMM Mpukasamn MuHMCTepcTBa 34paBOOXpaHEeHMUs
Poccuiickon ®epepauum ot 10 ceHTabpsa 2015 r. N 634H (3apermuctpupoBaH MuHucTepcTBoM toCTUUMM Poccuinckon
depepaummn 30 ceHTabps 2015 r., peructpaumoHHbii N 39063), ot 31 oktabps 2017 r. N 882H (3aperncrpmpoBaH
MuHncTepcTeoMm toctuuumn Poccuiickon ®epepaumm 9 aHeapsa 2018 r., peructpaumoHHbli N 49561), ot 5 anpena 2018 r.
N 149H (3apeructpmpoBaH MunuctepctBoM toctuuum Poccuiickon ®egepauumn 3 masa 2018 r., peructpaumoHHein N
50961), ot 27 ntonsa 2018 r. N 471H (3apernctpupoBaH MuHuctepcTBoMm tocTuumm Poccuiickon ®egepaumn 14 aBrycra
2018 r., peructpaumoHHbin N 51885).

14. MNpw Ha3Ha4YeHUN NeKapCTBEHHOrO NpenapaTa B peuenTte Ha OymaxHoM HocuTene u (unn) peuente B hopme
3NEKTPOHHOTO AOKYMEHTA 3anpeLlaeTcs NpeBbiaTb KONTMYECTBO HAPKOTUYECKNX CPEACTB UIN NMCUXOTPONMHbLIX BELLECTB,
KOTOPOE MOXeT ObITb BbIMUCAHO B O4HOM peLenTte, ycTaHoBneHHoe npunoxenHnem N 1 k Hactosawemy [Mopsagky, 3a
WCKMIOYEHMEM ClyYaeB, yKa3aHHbIX B nyHkTax 16 n 25 HacTosawero Nopsagka.

15. MNpun Has3HayeHUn NekapcTBEHHbIX MpenapaToB, BKMAYEHHbIX B nepeyeHb [MKY, go3a KOTOpbIX NpeBbillaeT
BbICLUMIA OOHOKPATHBIN NPUEM, MEONLIMHCKUIA pabOTHNK 0603Ha4YaeT 403y 3TOro NeKapCTBEHHOMO npenapaTa B peuenTe
Ha OyMaxHOM HocuTerne MpPONUCbID C MNPOCTaBMEHVMEM BOCKNMUATENBHOMO 3Haka W (unu) npocTaBnseT
BOCKNMUaTENbHbIA 3HaK Npu odopMsieHnmn peuenTta B oopMe aNEeKTPOHHOIO JOKYMEHTA.

16. KonnyecTBo Ha3HayeHHbIX eKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbIX B OepedvedHb [MKY, npu okasaHum
naumMeHTaM, HyXAallWMMCs B ANUTENbHOM JeYeHUN, NEepBUYHON MEOUNKO-CaHUTapHOW MOMOLUM W nannMaTUBHOWM
MEeONLMHCKOW MOMOLLM MOXeT ObITb yBennYeHo He Goree YeM B 2 pasa Mo CPaBHEHWUIO C KONMYECTBOM HapKOTUYECKNX
CPeacTB WMNM MCUMXOTPOMHbIX BELLECTB, KOTOpoe MoxeT OblTb BbIMMCAHO B OOHOM peuenTte, YCTaHOBMEHHbIM
npunoxeHnem N 1 k HacToswemy Mopaaky.

B cnyyasix, npegycMoTpeHHbIX ab3aueM NepBbiM HACTOSALLEro MyHKTa, Ha peuenTtax Ha GymMaXHoOM Hocutene
npousBoguTcsa Hagnucb "o cneunanbHOMY Ha3HAYeHUO", OTAENBHO 3aBEPEHHAas NOAMUCHI0 MEANLMHCKOrO paboTHMKa
N neyaTbld MeauuMHCKOW opraHu3aumm "[ns peuenTtoB"”, Ha peuentax B (OpMe 3EKTPOHHOro [AOKyMeHTa
npomnssognTca otmeTka "lMo crneuvanbHOMY Ha3Ha4YeHUK" C MpPOCTaBfieHNneM YCUNEHHOM KBanuduumMpoBaHHON
3MEKTPOHHON NOAMNUCU MeLMULMHCKOro paboTHMKa.

17. CocTaB nekapCTBEHHOrO npenapara, NekapcTBeHHasi ¢opMa M obpalleHne MeaMUMHCKOro paboTHUKa K
hapmaueBTUYeckoMy paboTHUKY 06 OTMyCcKe NeKapCTBEHHOro npenaparta OgOpPMIAIOTCA Ha JIAaTUHCKOM $3blke B
poauTensHOM nagexe.

Mpn odopmneHnn peuenTypHbiXx OMnaHKOB [OMycKaeTcs WCMONb30BaHME COKpalleHun (npunoxeHne N 2 K
HacTosLwwemy Nopsaky).

Mpn Ha3HauyeHWM neKapCTBEHHOro npenapata He [JOnyckaeTCcs CoKpalleHWe Ornu3kux Mno HanmMeHOBaHUSAM
WHIPEOMEHTOB, COCTaBMSALWMX NEKapCTBEHHbI MNpenapaTt, He MO3BONSAWNX YCTAHOBUTb, KakoW WMEHHO
NeKkapCcTBEHHBbIN NpenapaT Ha3Hau4eH.

18. Cnocob npuMMeHeHMs1 NeKapCTBEHHOro npenaparta ob6o3Ha4YaeTcs C yka3aHWeM [03bl, 4YacTOTbl, BPEMEHM
npnemMa OTHOCUTENbHO CHa (yTpOM, Ha HO‘-Ib) n ero pOnutenbHOCTU, a AOna nekapCTBeHHbIX npenapaTtos,
B3aUMOLENCTBYIOLLNX C MULLIEN, - BPEMEHWN UX YNOTPeONeHNss OTHOCUTENBLHO Mpuema nNuwm (4o edbl, BO BpeMs efpl,
nocre efpbl).

19. Mpn HEOBXOANMOCTN HEMELNEHHOIO UMM CPOYHOrO (B TeYeHMe ABYX paboumx OHEN) OTnycka fekapCcTBEHHOro
npenapaTa nauuMeHTy B BEPXHEN YacTu peuenta Ha BymaxHOM HocuTene npocTaBnanTca 06o3HadeHus "cito" (CpoyHO)
unu "statim" (HemeaneHHo). AHanornyHsle 0603Ha4YeHUss MPOCTABMAITCA B BUAE OTMETOK Npy 0POpPMIIEHMN peLenTa B
dopMe 3MEeKTPOHHOrO JOKYMEHTA.

20. Mpu odpopMneHUn HasHauYeHUs1 FOTOBOro NeKkapCTBEHHOro npenapara B pelenTte Ha 6yMaXkHoOM HocuTene unu
peuente B oopMe 3MEKTPOHHOrO AOKYMEHTa KONMMYECTBO [OeMCTBYIOLIMX BELLIeCTB YKasblBAaeTCA B COOTBETCTBUM C
WHCTPYKUMEN Mo MeanLUMHCKOMY NMPUMEHEHMIO NekapCTBEHHOrO npenapara.

Mpn odopMreHnn HasHadeHUst NIeKapCTBEHHOro npenapata MHAMBMAYANbHOMO M3rOTOBMEHMS B peuente Ha
OymaxHOM HocuTene wnu peuente B ¢OpMe 3MEKTPOHHOMO [AOKYMEHTa KONMMYECTBO TBEpAbIX WU CbiMy4vux
apmavueBTnyeckux cybctaHumi ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0), xugkmx - B MMNAMnNuTpax, rpammax u
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Kannax.

21. Peuentbl Ha BymaxHOM HocuTene, B hopme 3MeKTPOHHOrO AOKYMEHTa, O(OPMSIEHHbIE Ha peuenTypHOM
6naHke dopmbl N 148-1/y-88 n npegHasHayeHHble ONA OTNycka feKapCTBEHHbLIX NpenapaTtoB, NPeayCMOTPEHHbIX
nognyHktamm 2 - 5 nyHkta 10 HacToswero Nopsagka, 4eCTBUTENbHbI B TedeHne 15 aHen co AHSA 0hopMIIEHMS.

22. Peuentbl Ha BymaxHOM HocuTene, B (popme 9MeKTPOHHOro AOKYMEHTa, OOOpPMIIEeHHbIE Ha peuenTypHOM
6naHke copmbl N 148-1/y-04 (n) n npegHasHadYeHHble ANs OTNycka IEeKapCTBEHHbIX NPenapaToB rpaxgaHam,
yKkasaHHbIM B nyHkTe 11 HacToswero MNopsaka, AencTBuTenbHbI B TedeHne 30 AHen Co AHS 0hopMIIEHUS.

23. Peuentbl Ha BymaxHOM HocuTene, B (hopme 3MeKTPOHHOro AOKyMEHTa, OOpPMIIEHHbIE Ha peuenTypHOM
6naHke copmbl N 148-1/y-04 (n) » npegHasHadeHHble AN OTNyCka feKapCTBEHHbIX NpenapatoB rpaxagaHam,
OOCTUIIMM  MEeHCUOHHOro BO3pacTa, WHBanugam nepBov rpynnbl, AeTaM-uHBanNMaaMm, a Takke rpaxgaHam,
CTPagaloLWwumM XpOHUYECKUMKN 3aboneBaHusiMK, TpebylWwuMn ANMTENbHONO KYpCOBOrO feyveHus, OeACTBUTENbHbl B
TeyeHune 90 gHen co AHA ohopMeHUs.

[Ona neyeHnss XxpoHuyeckux 3aboneBaHUM YyKa3aHHbIM KaTeropusM rpaxgaH NeKkapCTBeHHble npenapaTtbl C
ohOpMIEHNEM peLienToB Ha OymaxHOM HocuTene wnu peuentoB B (OPME IMEKTPOHHOTNO [OKYMeHTa MOryT
Ha3HayaTbCH Ha Kypc neyveHuns ao 90 aHen.

24. Peuentbl Ha BymaxHOM HocuTene, B (hopme 3MeKTPOHHOro AOKyMEHTa, O(OpPMIIEHHbIE Ha peuenTypHOM
6naHke copmbl N 107-1/y n npegHasHaveHHble Ans OTnycka NekapcTBEHHbIX npenapaTos, NPeayCMOTPEHHbIX MYyHKTOM
12 HacTosiwero Nopsaaka, AerncTBUTENbHbI B TedeHne 60 aHeln co AHS 0hOpMIIEHNS.

Mpn HasHayeHuW rOTOBbLIX EKapCTBEHHbIX MpenapaTtoB W JieKapCTBEHHbIX MpenapaToB WHAMBWAYaNbHOTO
N3roTOBMEHUS NaumeHTam c 3aboneBaHUsAMKU, TPEDYLWUMM ONUTENBHONO KYpPCOBOMO NeyYeHusi, ¢ ohopMIIEHNEM Ha
peuenTypHoM 6naHke dopmbl N 107-1/y peuenta Ha BymMakHOM HOcuTene unu B )OpMe 3MEKTPOHHOro AOKYMeHTa
yCTaHaBnMBaeTCs CPOK AeNCTBUA peLenTa B npegenax Ao O4HOro KaneHgapHoro roaa.

B crnyyae yctaHoBneHusi cpoka AEWCTBMS pelenTta B npedenax OO0 OAHOro roga B peuente NpocTaBnseTcs
oTmeTka "o cneumanbHOMy Ha3dHayeHuK", obo3HavaeTcd CpOK AEeNCTBMSA peuenta W NepuogudHOCTb OTMycKa
NeKapCTBEHHbIX MpenapaTtoB M3 anTe4yHOW OpraHv3auuMuM Wnu uHAUBMAYyanbHbIM NpegnpuHUMaTtenem, UMeLLnm
NUUEH3NI0 Ha (papmaleBTUYEeCKyl0 OeATenbHOCTb <16> (exeHedenbHO, EeXeMECSYHO W UWHble nepuoabl).
JononHUTenbHO 3TO YyKasaHWe 3aBeEPSIETCS MOAMUCLI0 M NeyaTbld MeauMUMHCKOro paboTHUKa, a Takke nevaTbio
MeguumMHcKkon opraHuMsauum "Ona  peuentoB” (ona  peuenta Ha OymaXkHOM HOCUTENE) WM YCWUIIEHHOW
KBanM@UUMPOBAHHOW 3IEKTPOHHOM MNOAMUCBbI MEeOUUMHCKOro paboTHMKa W nuua, YMNOSTHOMOYEHHOro 3aBepsiTb
OOKYMEHTbI OT MMEHM MEeAMLIMHCKON opraHmn3aumm (4ns peuenta B opMe 3neKTPOHHOIO JOKYMEHTA).

<16> [yHkT 47 4yactm 1 ctatbu 12 depepanbHoro 3akoHa oT 4 mas 2011 r. N 99-03 "O nuueH3anpoBaHUn
oTAenbHbIX BUAoB aestenbHocTn" (CobpaHne 3akoHoaatensctBa Poccuickon ®epepaumm, 2011, N 19, cT. 2716; 2012,
N 31, c1. 4322; 2013, N 9, cT1. 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, cT. 51; 2018, N 31, cT1. 4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT. 8424).

25. Peuentbl Ha npousBogHble GapOUTYpPOBOWM KWUCNOTbl, KOMOWHMPOBAHHbLIE FEKAPCTBEHHLIE Npenaparthbl,
cogepxawme kogevH (ero  conu), WHble KOMOWHMPOBAHHbBIE JNEKAapCTBEHHble MpenapaTbl, noanexaiwme
npeamMeTHO-KONIMYECTBEHHOMY Y4YeTy, feKapCTBEHHble mnpenapartbl, obnagakwowme aHaboNM4ecKkon aKTUBHOCTbIO B
COOTBETCTBMM C OCHOBHbIM (PapMakonormyeckum AencTBueM, [Ans feyYeHud naumeHTOB C  XPOHUYECKMMU
3aboneBaHnsiMM MOryT 0pOpPMIATLCS Ha Kypc rnedenns o 60 gHen.

B paHHbIX cnyyasx B peuentax Ha OymaxHOM HocuTene npousBogutcs Hagnuch "lMo  cneumanbHomy
HasHayeHuo", 3aBepeHHas MOAMUCLI0 MeAMUMHCKOro paboTHMKa W nevyaTbilo MeauuMHCKOW opraHusauun “Ong
peuenToB", peuenTtax B (popMe 3NEeKTPOHHOIo AOKYMeHTa npoussoamntca otMmeTka "o cneunansHOMY HasHayeHuo", ¢
NPOCTaBMEHNEM YCUNIEHHON KBanUMUUMPOBAHHOW 3MEKTPOHHOW MOANMUCU MeAWUMHCKOro paboTHMka W nuua,
YNONHOMOYEHHOTO 3aBepATb JOKYMEHTbI OT UMEHU MEeANLIMHCKON OpraHn3aumu.

26. Peuent Ha BymaxHOM HocuTene, B (OpMe SMEKTPOHHOro AOKYMEHTa, O(OPMIEHHbIN C HapyLueHUem
YCTaHOBIEHHbIX HacTosiLLMM [MopsiakoM TpeboBaHMIN, cHNTaETCS HeQeNCTBUTENbHbIM.
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Il. HazaHayeHue JNNIeKapCTBEeHHbIX npenapaTtoB NP oKazaHUu
MeaULMHCKOMN NoMoLuu B CTauMOHAapPHbIX yCITOBUAX

27. MNpy okasaHMM NaUMEHTY MEAMLMHCKOMA MOMOLLM B CTaLMOHAPHbIX YCIOBUSX Ha3HAYeHWEe NEeKapCTBEHHbIX
npenapaTtoB npousBoauTca 6e3 odopmneHus peuenta MeAWUUHCKUM pPabOTHWKOM eOUHONNMYHO, 3@ MWCKIYEeHWEM
CryYaes, yKa3aHHbIX B NyHKTe 28 HacTosiero MNMopsaka.

28. CornacoBaHne Ha3Ha4YeHUs NeKapCTBEHHbIX NpenapaToB C 3aBEeAYyHLWMM OTAENEHNEM UMM OTBETCTBEHHbBIM
OEXYpHbIM BpayoM nMbo ApYyrum JNIMLIOM, YNOSTHOMOYEHHbLIM NPUKa3oM [MaBHOMO Bpava MegULUMHCKOM opraHusauum, a
Takxke, NPy HaNU4uK, C BpPa4oMm - KIMHUYECKMM hapMaKkorioroM He0OX0AMMO B Crny4vasx:

1) O4HOBPEMEHHOIO HasHaYeHusi NATU 1 Gonee NekapcTBEHHbIX NpenapaToB OAHOMY NaLUEHTY;

2) Ha3Ha4yeHus NeKapCTBEHHbLIX MpenapaToB, He BXOOSALWMX B NEPEYEHb XM3HEHHO HEOOXOOUMbBIX N BaXKHEMLUMX
nekapCTBEHHbIX npenapaToB <17>, Npu HETUMUYHOM TeYeHMn 3aboneBaHusl, HanMyYun OCFIOXHEHWUA OCHOBHOIO
3aboneBaHna n (UnNu) conyTCTBYHOLIMX 3aboneBaHu, NpW Ha3Ha4YeHUU NEKAPCTBEHHbLIX MpenapaTtoB, OCOBEHHOCTU
B3aUMOOEWNCTBUA U COBMECTMMOCTU KOTOPbIX COMMAacHO MHCTPYKUMSM MO UX MPUMEHEHWUIO MPUBOAAT K CHUXKEHUIO
adpcpekTMBHOCTM M Be3onacHoCTU apmakoTepanum un (Unu) cosgaroT MOTEHUMAnbHY OMAaCHOCTb ANS XKU3HU U
340pOBbs NALMNEHTA.

<17> [OyHkT 1 cTatbm 60 PepepansHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHun nekapcTBeHHbIX
cpenctB" (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepauun, 2010, N 16, ct. 1815; 2012, N 26, c1. 3446; 2014, N
52, cT. 7540).

B yKkasaHHbIX Cryyasix HasHayeHWe JeKapCTBEHHbIX MpenapaTtoB (hUKCUpyeTcs B MeaWLMHCKON LOKYMEHTauum
naumMeHTa M 3aBepsieTcsl MoANMUCHI0 MeaWMUMHCKOro paboTHWKa W 3aBedylollero oTaeneHnem (OTBETCTBEHHOIO
[AEXYPHOro Bpaya unv gpyroro ynosriHOMOYEHHOro nuua).

29. MeanumHCKNA paboTHMK MEOULMHCKOW OpraHmn3auum (ee CTPYKTYPHOro nogpasfaeneHus), pacrnorioKeHHON B
CENbCKOM HacerieHHOM MYHKTE, OCYLLECTBMAET HasHavyeHMe NeKapCTBEHHbIX MpenapaTtoB B CyyasX, yKasaHHbIX B
nyHkTax 28 n 30 HacToswero Nopsaaka, eANHONNYHO.

30. Mo pelueHno BpauyebHOW KOMUCCUM NMauMeHTaMm Mpy oKa3aHWM UM MeOULIMHCKOM MOMOLLM B CTalMOHapHbIX
YCMOBUSIX HA3HAYaloTCA IeKapCTBEHHble MpenapaTbl, He BKMHOYEHHblE B MNEPEYEHb >XM3HEHHO HEOOXOAUMBIX U
BaXKHEWLUMX JIEKAPCTBEHHbIX MpPernapaToB, B CIyvyae MX 3aMeHbl M3-3a WHAMBUAOYaNbHOW HernepeHOCUMMOCTW, Mo
XN3HEHHBIM MOKa3aHUAM.

PeweHune Bpaqe6H017| KOMunccumn d’)MKCMpyeTCﬂ B MeOULMHCKOM OOKyMeHTauun nauneHta un XypHane Bpaqe6H0|7|
KOMUCCUN.

31. B cnyyasx obcnefoBaHns M neYeHUs rpaxgaHuHa B CTauMOHapHbLIX YCMOBUSX B pamkax npefocTaBrneHus
MeOULMHCKUX YCryr Ha BO3ME3OHOW OCHOBE 3a CHET MUYHbIX CPeACTB rpaxaaH, CPeAcTB HpUaNYecKUX nuL U MHbIX
CpeacTB Ha OCHOBaHMWM [OroBopa, B TOM uyucre goroBopa OoOpOBONbHOrO MEAWLMHCKOrO CTpaxoBaHus <18>, emy
MOryT ObITb Ha3HaYeHbl NekapCTBEHHbIE NpenapaThl, He BXOAsLME B NepeyveHb XN3HEHHO HEOOXOAUMBIX N BaXKHENLLINX
neKkapcTBEHHbIX NpenapaToB, eCNN UX Ha3HaYeHne 1 NpUMeHeHne 06YCroBIEHO MEAULMHCKUMIY NOKa3aHUAMMU.

<18> [NocTaHoBneHue lNMpaButensctBa Poccurickon ®egepaumm ot 4 oktabps 2012 r. N 1006 "O6 yTBepxaeHUn
MpaBun  nNpegocTaBneHWs  MeOUUMHCKUMKW  OpraHuM3aumsmMu  nnaTtHbix  MeguumHckux — yenyr'  (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®egepauun, 2012, N 41, ct. 5628).

lll. HazaHayeHMe nekapcTBEHHbIX NpenapaToB
npu oKasaHUM NepBMYHOMN MeANKO-CaHMTapPHOM NMOMOLLM, CKOPOM
MeAVLIMHCKOM MOMOLLU M NaninatTuBHON MeAULMHCKOW NOMOLLN

32. lpu okasaHUM NEPBUYHON MEOAMKO-CAHUTApHOM MNOMOLUM W NannMaTtUBHOW MEOULMHCKON MNOMOLLUN B
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aM6ynaTopr|x YCNoBuAX Ha3Ha4eHue JeKapCTBEHHbIX MpenapaTtoB OCyLwecTBnAeTCA MeaUUNHCKUM paGOTHVIKOM B
cny4dadax TUNMYHOro Te4eHns 3aboneBaHns NauMeHTa UCXOAst U3 TAXKECTU U XapakTtepa 3aboneBaHus.

33. HasHauyeHve nekapCTBEHHbIX NpenapaTtoB MO PeLUeHWo BpavebHOW KOMUCCUM MPU OKasaHWU NEpPBUYHON
MeOWKO-CaHUTapHON MOMOLUW, NanfnMaTMBHOM MELULMHCKON MomoLlu B ambynaTopHbIX YCMOBMSAX NPOM3BOAUTCSA B
cryyasix:

1) oQHOBPEMEHHOIO Ha3HaYeHUsi O4HOMY MaUMEHTY NATU U Bonee NekapCTBeHHbIX NPenapaToB B TeYEeHWe O4HUX
CYTOK Wi CBblLLE AeCSTU HaMMeHOBaHWI B TeYeHNe OAHOIo MecsLa;

2) HasHayeHUs NnekapCTBEHHbIX NpenapaToB NPUM HETUMUYHOM TeyeHun 3aboneBaHus, HanmMuMM OCIOXHEHWN
OCHOBHOro 3aboneBaHust M (MnM) COMYyTCTBYHOLWMX 3aboneBaHWi, MpuU Ha3HaA4YeHUMM JIEKAapCTBEHHbIX MNpenapaTos,
0COBEHHOCTN B3aMMOAENCTBUS M COBMECTMMOCTU KOTOPbIX COMMAacHO WMHCTPYKUMSIM MO UX MPUMEHEHMIO MPUBOAAT K
CHWKEHUIO 3(PPEKTUBHOCTN U Ge30MacHOCTU NeYeHus naumeHTa u (Mnu) cosgarT MoTeHUManbHY OnacHOCTb ANs
XXM3HMW N 300POBbS NALMNEHT3;

3) NepBNYHOIO Ha3Ha4YeHNs NauUMeHTY HapKOTUYECKMX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB cnuckos 1l n
Il TMepeyHa (B cnydae MNPUHATUS pyKOBOAWUTENEM MEAMLMHCKOW OpraHuv3aumm pelweHuss o HeobxogumocTu
COrnacoBaHus Ha3HayYeHUs Takux riekapCcTBeHHbIX NpenapaToB ¢ BpayebHon KoMmccren).

34. TMoBTOpHOE HasHA4YeHWe HapKOTMYECKUX W TMCUXOTPOMHBLIX NEKapCTBEHHbIX npenapaTtoB couckos [ u I
MepeyHs nNpousBOOAWNTCH MEAULMHCKMM pabOTHMKOM CaMOCTOSITENIbHO MauuMeHTaM C  BblpaXeHHbIM  GOneBbIM
CMHOPOMOM fo60oro reHesa, HapyLLEeHNMEeM CHa, CY0POXHbLIMW COCTOSAHUSIMU, TPEBOXHbLIMU paccTpocTBamu, obusamu,
NCMXOMOTOPHBIM BO3GYXKOEHNEM.

35. lMpu oKasaHUM CKOpPOM MEeAMUMHCKOM MOMOLUM JeKapCTBEHHble MpenapaTtbl HasHavalTCcd MeAMLMHCKAM
paboOTHMKOM Bble3dHOM Opuragbl CKOPOM MEAWMUMHCKOW MOMOLUM, MEOULUHCKMM paboOTHMKOM  MeAMLMHCKOM
opraHusaumy npu okKasaHUM MegMLMHCKOM MOMOLUM rpaxkgaHam npu 3aboneBaHusix, HECHACTHbIX Chy4yasx, TpaBmax,
OoTpaBneHnAaAx n gpyrux CoOCToAHUAX, Tpe6y+ou.w|x CPOYHOro meaunuUmMHCKOro eMelaTenbCcTBa.

IV. HazHauyeHue nekapCcTBeHHbIX NpenapaToB rpaxaaHaMm,
MMeloWMM NpaBo Ha 6ecnnaTHoe nony4yeHue NeKkapcTBeHHbIX
npenapaTtoB UM Nofly4yeHue nNeKkapcTBeHHbIX NpenapaTtoB
CO CKMAKOM, NPU OKa3aHUM NepPBUYHOMN
MeauKO-CaHUTapHOW NomMmoLm

36. lMpu okasaHUM MNEPBUYHOW MeEOUKO-CAHUTApPHOMW MOMOLUM HasHa4YeHUe MeOULMHCKUM paboTHUKOM B
COOTBETCTBMU CO CTaHAapTamy MeAMLIMHCKOM nomolum <19> nekapCTBEHHLIX MpenapaToB, OTnyckaeMbix 6ecnnatHo
UI CO CKMOKOW, OCYLLIECTBMSIETCS Ha peuenTypHom 6naHke dpopmbl N 148-1/y-04 () ¢ yyeTom pa3BuTus 3aboreBaHus,
0COBEHHOCTEN TEYEHUST OCHOBHOMO U COMYTCTBYIOLLErO 3ab0neBaHnn crneayroLwmm KaTeropusiM rpaxaaH:

<19> [yHkT 4 yactu 1 ctatbu 37 PepepanbHoro 3akoHa oT 21 Hos6psa 2011 r. N 323-d3 "O6 ocHoBax OxpaHbl
3a0poBbs rpaxaaH B Poccuiickon ®epepaummn” (CobpaHne 3akoHogaTensctBa Poccuickon ®egepaumm, 2011, N 48, cT.
6724; 2018, N 53, cT. 8415).

1) rpaxgaHam, MMEKLWMM MpaBO Ha MOfyvYeHWe rocydapCTBEHHOM couuanbHOW MoMowy B Buge Habopa
coumarbHbIX YCryr, B COOTBETCTBMM C NEPEYHEM JIEKAPCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHUs, B TOM
yncre NekapcTBEHHbIX NpenapaToB 419 MEANLMHCKOIro NPUMEHEHWs], Ha3Ha4YaeMbIX MO PeLLIEHM0 BpavyeOHbIX KOMUCCUIA
MEeOMLMHCKMX OpraHusaumm <20>;

<20> Yactb 2 ctatbu 6.2 PegepanbHoro 3akoHa ot 17 uonsa 1999 r. N 178-93 "O rocygapCcTBeHHON counansHOM
nomown" (CobpaHne 3akoHopaTensctBa Poccuiickon ®eaepauun, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N
50, ct. 6603; 2013, N 48, cT. 6165).

2) nuuam, ©OOnbHbIM remMounnen, MyKOBMCUMOO30M, TMNodu3apHbiM HaHU3MOM, ©OonesHbto [ouwe,
3110Ka4eCTBEHHbIMX HOBOOOpa30BaHUAMU NUMGOMAHOW, KPOBETBOPHOM W POACTBEHHbLIX UM TKaHeW, pacCesHHbIM
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"O6 yTBEepxaeHUM Nopsiaka Ha3HAYeHUs NeKapCTBEHHbIX
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

CKIepo3oM,  FeMOSNIUTUKO-YPEMUYECKUM  CUHOPOMOM,  HOHOLUECKMM  apTPUTOM C  CUCTEMHbBIM  Ha4asom,
Mykononucaxapugosom I, Il n VI Trnos, nuy nocne TpaHCcnnaHTauum OpraHoB M (MnM) TKaHen B COOTBETCTBUM C
NepeYHeM fieKapCTBEHHbIX NpenapaToB, yTBepxaaemMbiM [NpaButenscTBom Poccuiickon Pegepaumm <21>.

<21> YacTtb 7 ctatbu 44 depgepanbHoro 3akoHa ot 21 Hosa6pst 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl 300POBbS
rpaxgaH B Poccuiickon ®egepaunn” (CobpaHune 3akoHopatenbctBa Poccunckon degepaumm, 2011, N 48, cT. 6724;
2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rpaxpaHam, MMeKLWMM MNpaBO Ha MONlydeHMe IeKapCTBEHHbIX MpenapaToB ©OecnnaTtHO MM MNonyveHue
rfiekapCTBEHHbLIX MpenapaTtoB CO CKMOKOW 3a cyeT cpenctB OwmkeToB cybbektoB Poccuiickon ®depepauun, B
cooTBeTCTBMM C [lepeyHem rpynn HaceneHust M KaTteropuin 3aboneBaHun, npu ambyrnaTOpPHOM JeYEHUN KOTOPbIX
NeKapcTBEHHbIE CPEeACTBa M M3AenuUst MEAMLMHCKOro HasHavyeHus OTMycKalTCa Mo peuenTtam Bpadven GecnnaTHo, w
[lepeyHem rpynn HaceneHus, npu amOynatopHOM HNeYeHUW KOTOpbIX FEKAapCTBEHHbIE CpeacTBa OTMycKalTCa Mo
peuenTam Bpaden ¢ 50-NPOLEHTHON CKMAKOM CO CBOBOAHLIX LieH, YTBEPXKAEHHbIMU NOCTaHoBeHneM lpaBuTenscTea
Poccunckon degepaumm ot 30 nona 1994 r. N 890 <22>;

<22> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepauun, 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) rpaxxgaHam, cTpagaoLLMM XU3HEYTPOXaoLWMMM U XPOHUYECKMMU NPOrPeCcCUpyoLwnMm peakummn (opddaHHbIMK)
3aboneBaHNAMU, NPUBOAALLMMMN K COKPALLEHWNIO NMPOSOIMKUTENBHOCTU XXU3HWU FpaXaaH U UX MHBanuaHoCTn <23>.

<23> [loctaHoBnenue [NpasutensctBa Poccuiickon depepaunn ot 26 anpens 2012 r. N 403 "O nopsake
BeaeHnss defepanbHOro perncrpa nuy, CTpagatolimMx XU3HEYrpOXaloWUMM U XPOHUYECKUMU NPOrpeccupyoLumMm
pegkummn (opdaHHbIMK) 3ab6oneBaHUsIMU, MPUBOLSALLUMMU K COKPALLEHWIO NMPOOOIDKUTENBHOCTM XXMU3HWU rpaxaaH U UX
WHBANUOHOCTK, U ero permoHanbHoro cermeHTta" (CobpaHue 3akoHogaTensctBa Poccuiickon Pepepaummn, 2012, N 19,
cT. 2428; N 37, cT. 5002).

Mpu ocopmneHum peuenta Ha 6bnaHke dopmbl N 148-1/y-04 (n) Ha BymaxHoM HocuTene odopmnAlTCa ABa
3aK3emnnsapa, 04uH U3 KOTOPbIX OCTAETCs B anTe4YHON opraHn3auun, BTOPON - B MEAULIMHCKOM AOKYMEHTaLun nauneHTa.

37. MpaBo HasHayaTb JlEKApPCTBEHHbIE MpenapaTtbl rpaxaaHaMm, MMELWUM NpaBo Ha GecnnaTtHoe nonyyYyeHue
NeKkapcTBEHHbIX NPenapaTtos UMu NonyvyeHne NekapcTBEHHbIX NPenapaToB CO CKUOKOW, TakkKe UMetoT:

1) MegMUMHCKMe paBoOTHMKM, paboTaloliMe B MEAMLMHCKOW OopraHu3auuMu no COBMECTUTENbCTBY (B Mpeaenax
CBOEW KOMMEeTEeHLUN);

2) meguumHckue paboTHUKM CTaLMOHapHbIX OpraHn3aunin coumansHOro OBCNy>XMBaHUS MPU HaANUYUKU NIMLEH3UN
Ha OCyLLeCTBMEHNE MeQULIMHCKON OeATENbHOCTN <24>, npeAycmaTpuBatoLlelt BbinonHeHne paboT (okaszaHue ycnyr) no
OKa3aHWK MEepBUYHON MeEOMKO-CaHUTapHON MOMOLLUM B amOynaTOpHbIX YCMOBUSAX (HE3aBUCUMMO OT BELOMCTBEHHOW
NPUHaANEXHOCTN);

<24> [lyHKT 46 4Yactm 1 cratbu 12 depepanbHoro 3akoHa oT 4 mas 2011 r. N 99-03 "O nuueH3anpoBaHUn
oTaenbHbIX BUAoB aesitenbHocTn" (CobpaHne 3akoHogatenscTBa Poccuiickon Pepepaumm, 2011, N 19, cT. 2716; 2012,
N 31, c1. 4322; 2013, N 9, cT1. 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, cT. 51; 2018, N 31, cT. 4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT. 8424).

3) MeguumHckne pabOTHUKM MEAMLMHCKUX OpraHvM3auuii, OKasblBaloWMX MEPBUYHYIO MeOUKO-CaHUTapHYHO
rnomMoLlpb, NoABeAOMCTBEHHbIX dbeaeparbHbIM OpraHamM UCMONMHUTENBHOW BNAacTW UMM opraHam UCMOMHUTENbHOW BNacTu
cybbekToB Poccunckon ®epepaunm;

4) nHameuayanbHble npeanpuHnMmartenu, ocyuwecrtendawowme MegUuUMHCKYK OeATerlbHOCTb W BKIHOYEeHHble B
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peecTp MeAMUMHCKUX OpraHusauuii, OCYLLEeCTBNAWUX OeATernbHOCTb B cdepe o06s3aTenbHOro MeamuuHCKOro
CTpaxoBaHus.

38. Mpun HasHa4YeHUM NekapCTBEHHbLIX MpenapaToB rpakdaHaMm, MMelowyM NpaBo Ha GecnnatHoe nonydyeHue
NeKapcTBEHHbIX NpenapaToB UK MoNyYeHne fieKapCTBEHHbIX NpenapaToB CO CKUAKOW, B peLenTe ykasbiBaeTcs HoMep
TenedoHa, Mo KOTOPoMy pabOTHUK anTeYHON opraHM3auuM Npu HeoGXOAMMOCTU MOXET COrfiacoBaTb C MEAWLUMHCKUM
paboTHNKOM 3aMeHy NeKkapCTBEHHOro npenapara.

39. HasHayeHMe HapKOTUYECKMX U MNCUXOTPOMHbIX TfeKkapcTBeHHbIX npenapatoB cnucka 1l lMepeyHsa (3a
UCKIMIOYEHMEM JleKapCTBEHHbIX MpenapaToB B BuAE TpaHCAePMarbHbIX TepaneBTUYECKMX CUCTEM, a Takke
neKkapcTBEHHbIX MpenapaToB, COAepXallyMX HapKoTM4ecKoe CPeACTBO B COYETaHWM C aHTaroHUCTOM OMUMOWMAHbIX
peLenTopoB) rpaxgaHam, UMerLWmMM NpaBo Ha GecnnaTtHoe MofyyYeHWe NekapCTBEHHbIX MpenapaTtoB MIK NonyYeHus
nekapCTBEHHbIX NpenapaToB CO CKMAKOW, OCyLlecTBnseTca Ha peuenTypHoM 6naHke dopmbl N 107/y-HI, k koTopomy
AononHuTensHo odopMnsieTcs peuenT Ha peuenTypHom 6naHke cdopmbl N 148-1/y-04 (n) (B AByX 3k3eMnnspax npu
ochopmneHnn Ha GymaxHOM HocuTerne).

40. HasHayeHMe HapKOTUYECKMX W MNCUXOTPOMHbBIX NEeKapCTBEHHbIX npenapaToB coucka |l MNepeyHs B Buge
TpaHcOaepMarbHbIX TepaneBTUYECKMX CUCTEM, HapKOTUYECKUX IeKapCTBEHHbIX npenapaTtoB coucka Il MNepeyHs,
coAepXallmMx HapKOoTUYECKoe CPeAcTBO B COMETaHWM C aHTaroHUCTOM OMUMOWMAOHBIX PeLenTopoB, MCUXOTPOMHbIX
nekapcTBeHHbIX npenapaTtoB comcka Ill epeyHs, nekapCTBEHHbIX MNpenapaTtoB, BKMIOYEHHbIX B nepedeHb [1KY,
nekapCTBEHHbIX MpenapaTtoB, ob6nagawowmx aHabonMyeckol akTUBHOCTBIO B COOTBETCTBUM C  OCHOBHBIM
dhapmakonormyeckum OencTBMeM, KOMOUHMPOBAHHBIX NEKApPCTBEHHbIX NMPenapaToB, yKa3aHHbIX B MOAMYHKTE 3 MyHKTa
10 HacTodwero [Mopsgka, npegHasHayYeHHble ONSA NeYeHus rpaxkgaH, umerowmnx npaBo Ha bGecnnaTHoe nonyyeHue
nekapCTBEHHbIX NpenapaTtoB WM MOMyYeHWe neKapCTBEHHbIX MpenapaTtoB CO CKUAKOW, OCYLUeCTBNAeTCs Ha
peuenTypHoMm 6GnaHke copmbl N 148-1/y-88, K KOTOpOMY [OMOMHUTENBHO OOPMASETCH peuenT Ha peuenTypHOM
6naHke dopmbl N 148-1/y-04 (1) (B ABYX 3K3emnnapax npyv ohopMrneHnn Ha GyMaxkHOM HocuTene).

Mpunoxexne N 1

K MNopsigKy HasHavyeHwus
nekapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY MPUKA30M
MwuHncTepcTBa 30paBoOXpaHeEHs
Poccuiickon ®epepatmm

oT 14 anBapst 2019 . N 4H

KOJINYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOIMHbIX BELLECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAQHOM PELIENTE

N n/n | MexayHapogHoe HenaTeHToBaHHOE dopma BbiNycka u KonuuecTtso
HavMeHOBaHWe HapKOTUYECKOro U 003MpoBKa
NMCUXOTPOMHOrO fIEKAPCTBEHHOMO
npenaparta
1 BynpeHopdumH + HanokcoH Tabnetku 60 TabneTok
CyOnuHreanbHble
0,2wmr + 0,2 mr (ynakoBka, kpatHas N 20)
2 BynpeHopduH PactBop A4ns nHbekuun, 30 amnyn
0,3 mr/mn 1 mMn (wnpuy-TIOOUKOB)
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3 BynpeHopduH TpaHcaepmanbHbIv
nnacrblpb
35 mkr/vac 20 nnacTbipen
52,5 mkr/yac 10 nnacTtbipen
70 mkr/yac 5 nnacTbipen
4 OurngpokogevH TabneTkn
NPOMOHIMPOBAHHOMO
nencreus
60 mr 40 TabneTtok
90 mr 30 TabneTok
120 mr 20 TabneTok
5 MopduH PactBop A4ns nHbekuun,
pacTBoOp ANs NOAKOXHOro 20 amny
BBEASHNA (wnpuu-Tio6mKoB)
10 mr/mn 1 Mn
6 KopewH + MopcwvH + HockanuH + PacTtBop A4ns NOAKOXHOro
ManaBepuH + TebauH BBeaeHus 0,72 + 5,75 +
2,7 +0,36 + 0,05 mr/mn 1 20 amnyn
Mn1,44+115+54 +
0,72 + 0,1 mr/mn 1 Mn
7 TpumenepnaunH Tabnetkn 25 mr 50 TabneTok
8 TpumenepunamH PactBop Ans UHbeKuuin
10 mr/mn 1 Mn 20 amnyn
(wnpuy-TIo6UKOB)
20 mr/mn 1 mn
9 MopduH TabneTtkn (kancynbl)
NPOMOHIMPOBAHHOIO
aencrteuns
10 mr 180 1abn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (kanc.)
200 mr 20 Tabn. (kanc.)
10 MopdumH TabneTku
5wmr 100 TabneTtok
10 mr 100 TabneTok
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[aTta coxpaHeHus: 22.11.2019
npenapaTos, GOpM peLenTypHbIX...

11 MopdounH Kannu ana npnema
BHYTPb 4 cnakoHa
20 mr/mn 20 mn
12 MopduH PacTtBop anga npuema
BHYTPb (MOHO403bl)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
13 OkcumkogoH + HanokcoH Tabnetku
NPONMOHTMPOBAHHOIO
aencrTeus
5wmr+25wmr 100 Tabnetok
10 mr+ 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTtok
40 mr + 20 mr 20 TabneTok

14 | MponuoHundeHnnaTokcnaTunnunepn | Tabnetku 3aweydHbie 20

50 TabneTok
OVH Mr

15 deHTaHun TpaHcaoepmanbHas
TepaneBTMyeckas
cuctema
12,5 mkr/yac 20 nnactbipen
25 mkr/vac 20 nnacTbipen
50 mkr/yac 10 nnacTtbipen

75 mMKr/yac 10 nnactbipen

100 mkr/vac 10 nnacTtbipen

16 ®eHTaHun TabneTtkn noagbAsbIYHbIE
0,1 ™mr

0,2 mr

0,3 mr 50 Tabnetok
0,4 mr
0,6 mr
0,8 mr
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deHTaHun Cnpelt Ha3anbHbIN

dnakoH 50 mkr/gosa

2,0 mn (10 po3) 24 chnakoHa
3,2 mn (20 po3) 12 donakoHoB
5,0 mn (40 go3) 6 donakoHoB

®dnakoH 100 mkr/go3a

2,0 mn (10 po3) 12 donakoHoB
3,2 mn (20 po3) 6 donakoHoB
5,0 mn (40 pos3) 3 cdnakoHa

dnakoH 200 mMKkr/gosa

2,0 mn1 (10 go3) 12 donakoHoB
3,2 mn (20 pos3) 6 donakoHoB
5,0 mn (40 go3) 3 dnakoHa
ByTopdaHon PactBop Ansa uHbekuunn 2 20 amnyn
mr/mn 1 mn
Han6yduH PactBop ans nuHbekuuin
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn
deHobapbuTan Tabnetku
5 wmr
50 mr 50 Tabnetok
100 mr

Mpunoxexne N 2

K Mopsagky HasHavyeHus
NeKkapCTBEHHbIX NpenapaTos,
YTBEPXKOAEHHOMY MPUKa30M
MwuHucTepcTBa 30paBoOXpaHeHus
Poccuiickon denepaunn

oT 14 anBaps 2019 . N 4H

CnpaBo4Ho
PEKOMEHAOOBAHHbLIE K UICMOJIb3OBAHUIO COKPALLEHUA
NP O®OPMIIEHUM PELIENTOB
www.consultant.ru CrpaHnua 15 u3 31
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

KOHCYJ/IbTaHTIITHOC
"06 yTBEPXAEHWUM NOPSAKA Ha3HaYeHUst NeKapCTBEHHbIX AokymenT npegoctasner Koncynerautiinioc

[aTta coxpaHeHus: 22.11.2019

npenapaTtos, (OpM peLenTypHbIX...

CokpalleHve lMonHoe HanucaHve Mepesog
aa ana Mo, NOPOBHY
ac., acid. acidum KucroTa
aer. aerozolum aspo3ornb
amp. ampulla amnyrna
aq. aqua BOAda
aq. purif. aqua purifikata BOAa ouvunLLeHHada
but. butyrum mMacno (Teepgoe)
caps. capsula kancyna
comp., cps compositus (a, um) CINOXHbIN
D. Da (Detur, Dentur) Bblgan (nycTb BblAaHO, NyCTb
OyaeT BblaaHo)
D.S. Da, Signa Detur, Signetur Bbigan, o603Ha4yb
MycTtb BypeT BblgaHo,
0603Ha4yeHo
D.t.d. Da (Dentur) tales doses Boigan (MNycTb 6yayT BblgaHbl)
Takne 403bl
dil. dilutus pa3BefeHHbIN
Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu
emuls. emulsio 3AMynbCus
extr. extractum 3KCTPAaKT, BbITAXKKA
F. Fiat (fiant) MycTb obpasyeTcs
(obpasytoTcs)
gran. granulum rpaHynbl
qt., qtt qutta, guttae Kanngd, kanam
qtt. peror. guttae peroralis Kannu gns npyema BHYTPb
inf. infusum HacTou
in amp. in ampullis B amnynax
in tab. in tab(u)lettis B TabneTtkax
in tab. prolong. in tab(u)lettis prolongatis B TabneTkax ¢
NPONOHMMPOBAHHBIM
BbICBOOOXAEHNEM

HafeXHasa npaBoBas noaaepXxka
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[oKyMeHT npegocTaseH

KoHcynbraHnTlnoc

[aTta coxpaHeHus: 22.11.2019

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabneTkax c

obductis NPONOHIMPOBAHHbLIM
BbICBOOOXOEHNEM, MOKPBITLIX
obonoukon
lin. linimentum Xugkas masb
liq. liquor KWMOKOCTb
lot. lotion NOCbOH
m. pil. massa pilularum nunonbHas macca

membr. bucc.

membranulae buccales

NneHKn 3alleyHble

M. Misce, Misceatur Cwmewan (MycTe bygeT
CMeLLaHo)
mixt. mixtura MUKCTypa
N. numero 4nCriom
ol. oleum Macno (>kugkoe)
past. pasta nacra
pil. pilula, pilulae nuITonNA, NUNNn
p. aeq. partes aequales paBHbIe 4YacTu
ppt., praec. praecipitatus OCaXXAEHHbIN
pulv. pulvis NOPOLLOK
qg. s. quantum satis CKOJbKO NOTpebyeTcs, CKOMNbKO
Hago
r., rad. radix KopeHb
Rp. Recipe Boabmu
Rep. Repete, Repetatur MoeTopwu (MycTb GypeT
NMOBTOPEHO)
rhiz. rhizoma KOpHeBWULLE
S. Signa, Signetur O6o3Haub (IMycTtb BypeT
0603Ha4eHo)
sem. semen cewms
simpl. simplex npocTomn
Sir. sirupus cupon

HafeXHasa npaBoBas noaaepXxka

www.consultant.ru

CrpaHnua 17 u3 31


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

MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

sol. solutio pacTteop

sol. peror. solutio peroralis pacTBop And npuemMa BHYTPb
spr. spray cnpen

spr. nas. spray nasale Ccrnpewn HasarnbHbI
supp. suppositorium cBeva
susp. suspensio CYyCMeH3usi, B3BECb
tabl. tab(u)letta TabneTka

t-ra, tinct. tinctura HacTonKa
STT Systemata Therapeutica TpaHcaepmanbHas

Transcutanea TepaneBTMYeckasi cucrema

ung. unguentum Masb
vitr. vitrum CKNAHKa

Mpunoxexue N 2

K npukasy MuHucTepcTBa 3gpaBooxpaHeHus
Poccuiickon depepavmm

oT 14 anBapst 2019 . N 4H

®OPMA PELIEMNTYPHOI'O BNAHKA N 107-1/y

MMHMCTEPCTBO 3OPaBOOXPaHEHMs
Poccwuiickon demepaluun

Kon ¢opmer nmo OKVY]
Kon yupexneHusa no OKIIO

MemoMUuMHCKAaa OOKYMeHTaluusa

HamMeHOBaHMe (mTami) dopma N 107-1/y

MeOUILIMHCKOM OopTraHM3anunm

yTBerﬂeHa IIPMKasoM

MMHMCTepCTBa SOPaBOOXPaHEHUA

HamMeHOBaHMe (WITaMII)

VHOVMBUIOYAJILHOTO [IpenlpUHMMAaTes
(ykazaTb aIpec, HOMep U InaTy JMLEeH3UU,
HaVMEeHOBaHME OpTaHa I'OCYINapCTBEHHOM
BJIACTM, BBEOABUWETO JIMIEHS3UIO)

Poccurickoy denepalumum
ot 14 auBaps 2019 r. N 4=

PELIENT
(B3pPOCIIEI, HOETCKUM — HYXHOE [NOOUEPKHYTH)
"o 20 T.
daMmnMsa, MHMLUMAJE MMEHM M OTUecTBa ([IOCJieIHee — [IPM HaJIMuMu)
nalyeHTa
IaTa poxmeHmAa
daMmnMsa, MHMLUMAJE MMEHM M OTUecTBa ([IOCJieIHee — [IPM HaJIMuMu)

Jedamero Bpada (Qenbrmepa, axylepKn)

www.consultant.ru
HafeXHasa npaBoBas noaaepXxka
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

npenapaTtos, (OpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

py6. |xom.| Rp.
py6. |xom.| Rp.
INonnuce

¥ IeyaTh Jedalero Bpaua
(nopnuce Qenprumepa, akKyWEpPKM)

PeuenT nencTBuTesieH B TeueHume 60 mHel,
(HyXHOE€ NOOUEPKHYTH)

OBopoTHasa CTOPOHAa

o 1 roma ( )

(ykasaTb KOJIMUYECTBO
MecdlleB)

OTmeTKa 0 HasHa4YeHUN NeKapCTBEHHOIO

npenapara no peLleHnto BpavyebHol kKomuccum

MpurotoBun

Mposepun

Otnyctun

®OPMA PELEMNTYPHOIO BNNTAHKA N 148-1/y-88

MMHMCTepCTBO 3IPaBOOXPaHEHUA
Poccuiickon Qemepauun

HamMmeHOBaHme (mTamil)
MEeIMUVHCKOM OpIraHM3alumn

HamMmeHOBaHme (mTamil)

VHOVUBUOYAJILHOTO NIPEeNIPUHYMATEIS
(yxazaTb alpec, HOMEP M IaTy JULEH3UM,
HaVMeHOBaHMe opraHa I'OCyIapCTBEeHHOMU
BJIACTM, BBEOABUETO JIMLEH3UIO)

Cepusa

PELENT "

(B3POCIHEIL,

Konm dopmer mo OKYII 3108805
MenmumHCkas OOKyMeHTalus
dopMa N 148-1/y-88
YTBepXIeHa MNPUKa30M
MuHMCTEPCTBa 3OPaBOOXPaHEeHUs
Poccuiickolr demepalum

or 14 guBaps 2019 r. N 4=

rarararna rarararairna

LJLJ1LdJL d LlLJLJLJdLd
" 20 .
(maTa obopmIieHUsa pelenTa)

OEeTCKUM — HYXHOE I[NOOUEPKHYTH)

www.consultant.ru
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

daMumsa, MVHULMAJE MMEeHM M OTUYeCTBa (IocjienHee - TIPUM HAJIUUUM)
nauueHTa

IaTa poxmeHmAa

Z—\,J:[pec MecTa KNUTeJIbCTBa nin N MEeOUILIMHCKOM KapTH aMGynaTopHor\o naumeHTa,
InoJjriydamumero MeIMIMHCKYK IIOMOUBb B aM6yJ’IaTOpHE>IX YCIIOBUAX

daMnnImsa, MHMULMAJE MMEHM M OTYeCTBa ([IOCJIeOHee — IIPY HaJIW4UM)
Jleyamero Bpaua (dpenprumepa, akKylepKu)

MomnMce M medaTh Jiedaller'o Bpaua M.II.
(nopnnuce ¢Qeryprmepa, akyllepKu)

PellenT OeMCcTBUTEJIeH B TeudeHue 15 pgHeml

OBopoTHasa CTOPOHAa

OTMeTKa 0 Ha3Ha4YeHUn NekapCcTBEHHOro
npenapara no peLleHuto BpavyebHol kKoMuccum

MpurotoBun Mposepun Otnyctun

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

MMHMCTEPCTBO 3OPaBOOXPaHEeHUA YTBEPXIEHA
Poccuiickon Qemepauun NprKasoM MMHMCTepCTBa 3IPaBOOXPaHEeHUA
Poccurnickon denmepaumm
or 14 gaueaps 2019 r. N 4H

MTamn
Kon
MEIMUVHCKOM OpIraHM3alumn

Tamn
Kon
MHOVBUOYAJIBHOTO MPennprHuUMaTed

www.consultant.ru
HafeXHasa npaBoBas noaaepXxka
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.11.2019

Kon ¢opmer mo OKYII 3108805
dopma N 148-1/y-04 (a)

Kopg

Kog

KaTteropuu HO30M0rn4YecKomn
rpaxgaH dopmbl (no MKB)

MCcTOYHUK buHaHCKMpoBaHWS:
(noo4epkHyTb)

1. ®epgepanbHbIv OrogXeT

% onnaTbl:
(nogvepkHyTb)

1. BecnnaTHo

PEOEIT Cepusa

N

2. brogxeT cybbekta Poccunckon 2.50%
depepaumm
3. MyHuumMnanbHbIn GlogxeT

20 T.

IaTa odopmMiieHMA:

damMmmnisa, MHMLMAJBE MMEHM M OTdecTBa

(mocJyienHee - NpU HaJWUUUMA)

InmauMeHTa

JaTa pOXIOEeHUA

HafeXHasa npaBoBas noaaepXxka
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Mpukas MuH3gpasa Poccumn ot 14.01.2019 N 4H
"O6 yTBEpXXAEHUN NOpsAKa Ha3HAYEHUS NTEKAPCTBEHHbIX NpenapaTos, POpM peuenTypHbIX...

[okyMmeHT npenoctasneH KoncynbraHTAKOC
[aTa coxpaHeHus: 22.11.2019

CHUIC

N nonuca
obsizaTenbHOro
MeONLMHCKOro
CTpaxoBaHUs:

HoMep MEeIOMIUMHCKOM KapTEH naumMeHTa, [OoJiydanmero MeOUUIMHCKYI moMomb B
aMOyJIaTOPHEIX YCIJIOBUSIX
daMUIIMA, WVHULMAJE MMEeHM M OTYeCTBa (IocjenHee - MNPV HaJU4UM)
Jledaumero Bpada (denbrmepa, akyllepKu)

Py6. Kom. Rp:
D.t.d.
Signa:...

[ognmuce M HneyvaTks Jledallero bBpada M.II.
(momnmuce ¢Qersbrmepa, akylEpPKM)

Peuent pemicrBuUTeJieH B TeueHue 15 pguem, 30 muelr, 90 nHenl
(Hy’XHOE TMOOUEPKHYTH)

www.consultant.ru
HafeXXHaa npaBoBas noaaepXxka -
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

OTnywieHo no peuenTy: Toprosoe HanmeHoBaHWe 1 JO3UPOBKa:
Hara ornycka: " " 20 T. KonunyecTtBo:
Mpurotoswun: Mposepun: OtnycTtun:

(nHKMA oTpbiBa)

KopeLuok peuentypHoro 6naHka Cnocob npumeHeHus:
MpooonmknTenbHOCTb nHen

HanmeHoBaHWe nekapcTBeHHOro npenapara:

,D,O3l/|pOBKaZ Konnyectso NnpuemMoB B OEHb: pas

Ha 1 npuewm: en.

OBopoTHasa CTOPOHAa

OTMeTKa 0 Ha3Ha4YeHUN NekapCTBEHHOIo
npenapara no peLieHuo BpayebHol komuccum

MpurotoBun MpoBepun Otnyctun

MpunoxexHne N 3

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuickon ®egepauun

oT 14 anBaps 2019 . N 4H

NOoPAOOK
O®OPMIIEHUA PELIENTYPHbIX BJTAHKOB HA NEKAPCTBEHHbIE NMPEMNAPATbI,
NX YYETA U XPAHEHUA

I. OcbhopmneHue peuenTta Ha GymMaxxHOM HocuTene

1. Ha peuenTtypHbix 6naHkax cdopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEPXHEM Yriy
NpocTaBnsieTCs WTamMn MeauLMHCKON OpraHvM3alunm ¢ ykasaHueM ee HauMeHoBaHus, agpeca v TenedoHa.

HononHutenbHo Ha peuentypHoM ©OnaHke ¢opmbl N 148-1/y-04(n) npocTtaBnsieTcs kog MeOuUMHCKON
opraHusauuu B cooTBeTCTBMM ¢ OCHOBHbLIM rocy4apCTBEHHbLIM perncTpaunoHHsiM HomepoM (ganee - OI'PH).

Cepus peuentypHoro 6naHka cdopmbl N 148-1/y-04(n) BkntodaeT kog cybbekta Poccuickon degepaumu,

www.consultant.ru CrpaHvua 23 u3 31
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H
"O6 yTBEepxaeHUM Nopsiaka Ha3HAYeHUs NeKapCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

COOTBETCTBYHOLLMIA ABYM nepBbIM undpam Ob6Lepoccuinckoro knaccudmkaTtopa o6bekToB
afMWHUCTPaTMBHO-TeppUTOopmaneHoro aenenus (ganee - OKATO).

Paspelwaetca u3rotaBnMBatb peLenTypHbii GraHk dopmbl  107-1/y ¢ NOMOLUBIO  KOMMBIOTEPHbIX
TEXHOMOrnM.

2. Ha peuentypHbix GnaHkax, OOpMrsieMblX WHAMBUAYaNbHBIMU NpeanpuHUMaTEns M1, UMEKLLMMU
NWUEH3NIO HA MEeOMUMHCKYI [OeATeNbHOCTb, B BEPXHEM FeBOM Yrny Turnorpadckum crnocobom unu nytem
NpocTaBneHns LWTamna [ofkeH ObiTb ykasaH agpec WHAMBUAYyanbHOro npeanpuHUMaTtensi, Homep W AaTa
NULEH3UN, HAaUMEHOBaHWE opraHa rocyJapCTBEHHOW BMacTy, BblAaBLUEro NTULEH3UIO.

3. PeuentypHble 6naHkn copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHaTCA MEOULMHCKUM
paboTHUKOM pa3bopyumBo, YETKO, YEPHMUITAMW UINWN LLUAPUKOBOW PYUKOW.

4. NonyckaeTcsa oopMrieHMe BCEX PEKBU3NTOB (3a UCKIOYEHNEM pekBuauTa "lMoanvck nevailero Bpava
(nognuce denbalwepa, akywepku") peuentypHbix 6naHkos gopmbl N 107-1/y, oopmbl N 148-1/y-88 n dpopmbl N
148-1/y-04(n) ¢ ncnonb3oBaHneM nevaTarwoLLnX YCTPONCTB.

5. OdhopmneHune peuenTypHbix 6naHkoB popmbl N 148-1/y-04(n1) BKNtoYaeT LMGPOBOE KOANPOBaHUE.
LindpoBoe koanpoBaHue ykasaHHbIX peLenTypHbIX GriaHKOB BKIOYAET:

1) koA MeauumHckon opraHusaummn (OFPH) unu kog nHAMBMAyanbHOro NpeanpuHMMaTens B COOTBETCTBUM
¢ OCHOBHbIM rOCyAapCTBEHHbIM PErncTpaumMoHHbLIM HOMEPOM WHAMBMAYaNbHOro npeanpuHuMaTens (ganee -
OI'PHWIT), npocTaBnsiembii Npy 3roTOBAEHUN peLenTypHbIX 6naHKoB;

2) ko4 KaTeropuu rpaxaaH, UMerLLmnx NpaBo Ha Nofy4yeHue nekapCTBEHHbLIX NpenapaToB B COOTBETCTBUM
co crateen 6.1 PegepanbHoro 3akoHa ot 17 nons 1999 r. N 178-d3 "O rocyaapcTBeHHOW coumarnbHOM nomoLmn”
<1>, n kog Ho3zonorudeckon copmbl No MexayHapogHOW CTaTUCTMYECKOW knaccudukaumm 6onesHen (oanee -
MKB), 3anonHsemble nevawym BpayoMm NyTeM 3aHeCEeHUs KaxkOow UMdpbl B MyCTble SYErKku, Npy 3TOM TOYKa
NpocTaBnseTCcs B OTAENbHON SYenke;

<1> CobpaHue 3akoHogaTtenscTBa Poccurickon ®egepaumm, 1999, N 29, ct. 3699; 2009, N 30, cT. 3739;
2010, N 50, ct1. 6603; 2013, N 48, cT. 6165.

3) oTmeTka 06 UCTOYHUKE PUHaHCMpoBaHus (dedepanbHbii BogxeT [1], OompkeT cybbekta Poccuiickomn
depepaumu [2], MyHMuunanbHeIn 6ogxeT [3]) n npoueHTe onnaTel peuenTa (6ecnnatHo [1], 50% [2]);

6. B peuentypHbix GnaHkax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpace "®amunus,
MHMUMarnbl MIMeHW 1 oTYecTBa (NocnegHee - Npy HanuyMu) naumeHTa" ykasblBaroTcs aMunust, MHALUANbLI UMeHn
1 oTYecTBa (MpU HanNUuuW) naumeHTa.

7. B peuentypHbix 6naHkax opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpace "[data poxageHus"
yKasblBaeTCs gata poxaeHus nauueHTa (4ncno, mecsu, rog).

[ononHnTenbHo B peuenTypHbix 6naHkax gopmbl N 148-1/y-88 n dpopmbl N 107-1/y ons geten B Bo3pacte
0o 1 roga B rpade "[ata poxaeHus" ykasbiBaeTCst KONMMYECTBO MOSHbIX MECSLEB.

8. B peuenTypHbix 6naHkax cdopmbl N 148-1/y-04(n) B rpacpax "CHWUIIC" n "N nonuca obs3atenbHoro
MEOULMHCKOTO CTpaxoBaHMsa" yKasbliBaroTCH CTPaxXOBOW HOMEP WMHAMBUAYANbHOMO NULEBOrO cHeTa rpaxaaHuHa B
MeHcnoHHom poHae Poccuiickon Pepepaumm (CHUIC) (npy HanuumMm) n Homep nonuvca o6s3aTenbHOro
MEeAMLIMHCKOro CTpaxoBaHus.

9. B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 B rpade "Agpec MecTa XWTeNbCTBa UNU HOMEpP
MEOULMHCKOWM KapTbl MauueHTa, Nony4varoLlero MegMUUHCKY MOMOLLL B aMOynaTOpHbIX YCoBUSX" yKa3biBaeTCs
agpec MecTa XutenbcTBa (MecTa npebbiBaHWs UM MecTa (PaKTMYECKOro MPOXMBAHWA) NauMeHTa unm Homep
MEeOMLMHCKON KapThbl NauMeHTa, NoslyyatoLero MeanLUMHCKY MOMOLLb B aMOynaTOPHbIX YCIOBUSAX <2>.
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<2> [puka3 MuHuctepcTBa 3gpaBooxpaHeHust Poccuiickon Pegepaumm oT 15 aekabps 2014 r. N 834H "O6
YyTBEPXKAEHUN  YHUUUMPOBAHHBLIX (pOpM  MEOMUUHCKOM [OKYMEHTauuMW, MWCNONb3yeMbIX B MEAWLMHCKUX
OpraHu3auusax, OKasbiBalLWUX MEeOMUMHCKYI0 MOMOWb B amMOynaTopHbIX YCMOBWUSIX, WU MOPSOKOB MO WX
3anonHenunto” (3apermctpupoBaH MuHuctepctBom toctuumm Poccuiickon ®Pepepauumn 20 despana 2015 r.,
pernctpaumoHHein N 36160), C¢ u3MeHeHWsiMM, BHECEHHbIMW MpuKkasoM MwuHUCTepcTBa 34paBoOOXpaHEHUs
Poccuinckon ®egepaummn ot 9 aHBapsa 2018 r. N 2 (3apeructpuposaH MuHUCTEpCcTBOM toCTMLMU Poccuinckon
depnepaumm 4 anpens 2018 r., peructpaumoHHbii N 50614) (ganee - npukas N 834H).

B peuentypHbix 6naHkax ¢opmbl N 148-1/y-04(n) B rpade "Homep mMeguUMHCKOM KapTbl NauMeHTa,
nonyyawLero MeguLUMHCKY0 NomoLlb B ambynaTtopHbIX yCrnoBusiX" yKasblBaeTCs HOMEP MEOMLMHCKOW KapThbl
naumeHTa, nosyyaroLlero MeanLMHCKy NOMoLLb B aMBynaTopHbIX yCnoBusax <3>.

<3> Mpukas N 834H.

10. B rpade "damunua, uHuumansl UMEHW M OTYeCcTBa (NocrnegHee - NPWU HanmuMyuu) nedvawiero Bpaya
(dbenbpwepa, akywepkun)" peuenTtypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) pyYHbIm
cnocobom unu ¢ NOMOLLBIO LWITamMna ykasblBaTca amMunns, MHULManbl UMEeHN 1 oTyecTBa (nocnegHee - npwu
HanMuMn) MegnumMHCKoro paboTHUKa, Ha3HaYMBLLETO NIEKapCTBEHHbIE NpenapaTtbl 1 0OPMMBLLETO peLenT.

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

1) HaMMeHoBaHWE feKapCTBEHHOro npenapaTa (MeXayHapoAHOEe HenaTeHTOBaHHOE HavMMeEHOBaHwue,
rPYNnMPOBOYHOE UMM XMMUYECKOE HauMeHOBaHWe, TOProBoe HauMeHOBaHWEe) Ha NaTUHCKOM sA3blke, dopma
BbiNycka, 403MPOBKa, KONUYECTBO;

2) cnocob NpuUMeHeHUs feKapCTBEHHOTO Npenaparta Ha rocyaapcTBeHHOM sA3blike Poccuiickon ®eaepaunmn
U Ha rocyaapcTBeHHOM si3blke Poccuiickonn ®egepaunm 1 rocygapCTBEHHOM si3blke pecnybrivK U UHbIX S3blkax
HapogoB Poccuickon degepaumm <4>,

<4> Yactb 1 cratbu 15 3akoHa Poccuiickon degepaumm ot 25 oktabps 1991 r. N 1807-1 "O s3blkax
HapopoB Poccunckon ®egepauunn” (Begomoctn cbesga HapogHbix genytatoB PCOCP n BepxosHoro Coseta
PC®PCP, 1991, N 50, ct. 1740; CobpaHue 3akoHogatenbcTtBa Poccunckon depepaumm, 1998, N 31, cr. 3804)
(nanee - 3akoH N 1807-1).

12. Mpn odopmneHnn peuenTypHbiX ONnaHKOB 3anpellaeTcsi OorpaHMuYMBaTbCA OOLMMM  yKas3aHMsSIMMU,
Hanpumep, "BHyTpeHHee", "I3BeCcTHO".

13. PeuenT, odopMneHHbIi Ha peuentypHom 6naHke cdopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n),
NoANMCbIBAETCA MeANUMHCKUM paboTHMKOM U 3aBEePSETCs ero nevaTbio.

PeuenTt, odopmneHHbIn Ha peuentypHoMm 6GnaHke ¢opmbl N 148-1/y-88 u dopmbl N 148-1/y-04(n)
[ONOSTHUTENBbHO 3aBEPSIETCA NeYaTbio MeANLMHCKOM opraHn3auun "[ns peuentos".

14. Ha ogHom peuentypHom GnaHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) paspeluaetcs
OCYLLECTBNATb HAa3Ha4YeHNe TONbKO OAHOIrO0 HauMeHOBaHWS NIEKapCTBEHHOro npenapaTa.

Ha ogHom peuentypHoMm ©OnaHke dopmbl N 107-1/y paspeluaeTcs OCYLIECTBNATb Ha3HayYeHMEe TOSbKO
OOHOr0 HavMMEHOBaHWsI NIEKAPCTBEHHOIO Mpenaparta, oTHocswerocd no ATX K aHTUNCUMXOTUYECKMM cpeacTBam
(kog NO5A), aHkcumonutukam (kog NO5B), cHoTBOpHbIM U cegaTuMBHbIM  cpegctBam  (kog NO5C),
aHTugenpeccaHtam (kog NOGA) n He nognexawiero npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy, U [0 Tpex
HaMMEHOBaHUN FEKApPCTBEHHbIX MpenapaToB - AN MHbIX fEKapCTBEHHbIX MpenapaToB, He OTHECEHHbIX K
BbllLeyKa3aHHbIM ATX.
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15. cnpaBneHus B peuenTe He JOMYyCKalTCS.

16. MNpn odopmneHun peuenTypHbix OnaHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
nekapCcTBeHHble MpenapaTbl, Ha3Ha4YeHHble MO peLleHno BpadebHom Komuccun, Ha obopoTe peLenTypHOro
GraHka cTaBMTCA cneumanbHasg oTMeTka (wramn).

17. Ha peuentypHom 6GnaHke dopmbl N 148-1/y-04(n) BHM3Y MMeeTCA NUHUSA OTpbIBa, pasgensioLias
peLenTypHbIA BriaHK 1 KOPELLIOK.

Kopelok oT peuenTa, opOPMIEHHOrO Ha ykasaHHOM peLenTypHoM OraHke, BblgaeTcsi NauueHTy (ero
3aKOHHOMY MpPeaCcTaBMTEnNio) B anTeyHoW opraHusauuu, Ha Kopellke AenaeTcsl OTMeTKa O HauMeHOBaHWK
nekapcTBEHHOro npenapara, 403MPOBKe, KoNnyecTse, crnocobe npuMeHeHus.

18. OdbopmnieHne cneumanbHOro peuenTypHoro GriaHka Ha HapKoTMYecKoe CPeACcTBO M MCUXOTPOMHOE
BELLECTBO OCYLLUECTBSIETCA B COOTBETCTBMM C [pukasoM MwuHUCTepcTBa 34paBooxpaHeHns Poccuinckon
®epepaumn ot 1 aBrycta 2012 r. N 54H "O6 yTBepxaeHumn opmMbl 6naHKkoB peLenToB, CoAepXalux Ha3HavYeHne
HapKOTUYECKUX CPeACTB WMNM  MCUXOTPOMHbLIX BewecTB, MNopsaka WX W3roTOBMEHWs, pacnpeaeneHus,
permcTpaumu, ydeta n xpaHeHus, a Takke npasun odopmneHma” <5>.

<5> QBapeructpupoBaH MuHuctepctsom toctuuum Poccunckon depepaumm 15 asrycta 2012 r,
peructpaunoHHbin N 25190, ¢ M3MEHeHusIMU, BHECEHHbIMU npukazamym MuHUCTEpCTBaA 34paBOOXPaAHEHUS
Poccunckon ®egepauun ot 30 mnoHa 2015 r. N 385H (3apeructpmpoBaH MWHMCTEPCTBOM OCTULMM POCCUICKOM
depepaumm 27 Hosbpsa 2015 r., pernctpaumnoHHbin N 39868), ot 21 anpenst 2016 r. N 254H (3aperncTpmnpoBaH
MwuHucTepcTBom tocTuumm Poccunckon ®egepaumu 18 mnionsa 2016 r., pernctpaunoHHsii N 42887), ot 31 okTabps
2017 r. N 882H (3apeructpmpoBaH MwuHuctepcTBom toctuuum Poccunckon depepaumm 9 auBapst 2018 r.,
pernctpaunoHHbin N 49561).

Il. OcbhopmneHue peuenTta B hopme 3NIeKTPOHHOro AOKyMeHTa

19. Peuent B OpMe 3MNEKTPOHHOrO AOKyMEHTa, MOAMUCAHHOIO YCUIEHHOW KBanuduuupoBaHHON
3NEKTPOHHOW MNOANUCHLIO, (POPMUPYETCH MEAULMHCKMM  PabOoTHWKOM, CBeOEHUS O KOTOPOM BHECEeHbl B
defepanbHbIi PErMCTP MeAULMHCKMX paboTHUKOB <6>, a Takke NpW YCNOBWUW PerMctpaumv MeamuMHCKOW
opraHusaumu, B KOTOpPOM oOdopmMmrisieTcsl peuenTt, B defepanbHOM peecTpe MeaMUMHCKUX opraHusaumm <7>
€VMHON rocyAapCTBEHHON WHMOPMaLMOHHON cuUCTeEMbl B cdepe 30paBOOXPaHEHUS W MOAKMOYEHUS Takown
MEeONLMHCKOM OpraHM3aumm K rocygapcTBEHHOM WHAOPMaUMOHHON cucteme B cepe 34paBOOXpaHEHMUs
cybbekTa Poccuiickon degepaumm <8>.

<6> [yHkTbl 6, 7 [llonoxeHws O eOuHOW TrOCyAapCTBEHHOW WHOpMaUMOHHOM cucteme B cdepe
34paBoOOXpaHeHNs], yTBEPXXAEHHOro noctaHosneHnem lNpasutensctea Poccuiickon ®egepaunm ot 5 maga 2018 r.
N 555 (CobpaHue 3akoHopaTensctea Poccunckon ®enepauun, 2018, N 20, ct. 2849; N 49, cT1. 7600; N 50, cT.
7755; 2019, N 6, cT. 533) (ganee - NonoxeHne 0 eANHON CUCTEME).

<7> [yHkTbl 9, 10 MNoONnoxeHnss 0 eANHON cucTeme.

<8> Cratbu 91 u 91.1 deaepanbHoro 3akoHa oT 21 Hos6ps 2011 roga N 323-03 "O6 ocHoBax oxpaHbl
300poBbs rpaxaaH B Poccuiickon ®egepauun” (Cobpanne 3akoHogaTensctea Poccuiickon ®egepauun, 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, cT. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT1. 85; N 10, cT. 1425; N 27, c1. 3951; N 29, cT. 4397; 2016, N 1,
cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663; N 31, cT. 4794).

20. TMpn ocopmneHnn peuenta B opMe 3INEKTPOHHOTO [OKYMEHTA Ha JlekapCTBEHHble Mnpenaparbl,
yKasaHHble B nognyHkrax 2 - 5 nyHkta 10 n nyHkTe 12 lNopsgka HasHayeHWs NekapCTBEHHbIX npenapaTtos,
YTBEPXKAEHHOIO HACTOSALMM MNPUKA30M, M OTMyCKaemble 3a MOSMHYK CTOMMOCTb, 3arnofiHAKTCA crnegylwme
PEKBU3UTBI:
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1) kog cybbekta Poccuiickon Pepgepauumn no OKATO, onpedensiowmin  rocyaapCTBEHHYH
MH(pOPMaLMOHHY0 cucTeMy B cdiepe 3apaBooxpaHeHust cybbekta Poccuiickon ®Pepepaumm, B KOTOPOW
cchopMumpoBaH peuenT B (oopMe 3NEKTPOHHOTO AOKYMEHTA;

2) HaMMeHOBaHMe MeAMUMHCKON opraHv3auuv, agpec, TenedgoH unu damunus, WHALMaNb UMEHU WU
oT4yecTBa (nocrnegHee - MpU HanWuMM) WHOWBUAOYaAnbHOTO NpeanpuHUMAaTens, MMelLWero nMUEeH3Uo Ha
MeAMLIMHCKYIO0 AeATEeNbHOCTb, ero agpec;

3) OIPH ‘topugnyeckoro nuua (MeguuuHckon opraHmsaumm) unu  OMPHUM  nHamnBuayansHoro
npeanpvHMMartens;

4) paTta ochopmneHus peuenTta (ykasbiBaeTCsa YMCNO, MecsL, roq);

5) mata okoH4yaHus JencTBust peuenta (popmupyeTcst rocygapCTBEHHON MHAOPMALIMOHHOW CUCTEMOW B
cchepe 3gpaBooxpaHeHus cybbekTa Poccuiickon depepaumm B COOTBETCTBUM CO CPOKaMM OEWACTBUS PELIENTOB:
15 gHen, 30 gHen, 60 gHen, 90 gHen, oo 1 roga);

6) yHUKanbHbIA HOMep pelenTa (hopmupyeTcs rocyqapcTBEHHOM UMH(OPMaLMOHHON cucteMon B cdepe
34paBooxpaHeHus cybbekta Poccuinckon ®egepaunm n obecnevmBaeT OAHO3HAYHYO MOEHTUMMUKAUUIO peuenTa
B (bopMe 3NEKTPOHHOro AokymeHTa B codeTanmm ¢ OKATO, OIM'PH nnn OrPHUN);

7) oTmeTku "cito" (cpo4Ho) unm "statim" (HemeaneHHo) Npu HeOBXOAMMOCTM CPOYHOTO UMM HEMEeOSIEHHOro
OTMycKa fekapCcTBEHHOro npenapaTa nauneHTy;

8) agpec nauveHTa (ykasblBaeTCs MOYTOBLIN aApec MecTa XUTenbCTBa (MecTa npebbiBaHMA Mnn mecTa
haKTUYeCKOro MpoXunBaHWs) C yKkasaHMeM WHOEKCa, HaumMeHoBaHusa kpas, obnactu, pecnybnmkn, aBTOHOMHOMO
oKpyra, HaMMeHOBaHUSA HaCeneHHOro MyHKTa, HaunMeHoBaHMS ynuubl (NpocnekTa, nepeyrka, npoesga), Homepa
AoMa (C ykasaHmeM kopnyca, Npy Hanm4un), Homepa KBapTupbl);

9) HOMEep 3NEeKTPOHHON MEeOULMHCKOWN KapTbl NauMeHTa B rocygapCTBEHHON UHOPMAaLMOHHOW CUCTEME B
cchepe 3gpaBooxpaHeHus cybbekta Poccunckon degepaunu;

10) chamunus, uMsi, OTYECTBO (MPU HANUYMK) NaLUeHTa NOMHOCTbIO;

11) pata poxaeHus nauueHTa (ykasbiBaeTCs YMCrno, Mecsu, rod), Ans geten oo 1 roga AONOAHUTENBHO
yKasblBaeTCs KOMMYECTBO MNOMHbIX MECALEB;

12) damunusa, mMHuUManbl MMEHM M OoT4yecTBa (MocnegHee - MpU HanMMyuMu) MeOULMHCKOro paboTHMKa
MONHOCTbHO;

13) HauMmeHOBaHWe nekapCTBEHHOro npenapaTa (MeXOyHapodHOe HenaTeHTOBaHHOEe HavMMeHOBaHwue,
rPYNMUMPOBOYHOE UM XUMWYECKOE HauMeHOBaHWe, TOProBOe HaMMEHOBaHWE) Ha NaTUHCKOM Si3blke, J03MPOBKa,
dopma Bbinycka, KONIM4YeCTBO;

14) cnoco® npuMeHeHUs1 NekapCTBEHHOrO NpenapaTta Ha rocygapcTBeHHOM sidblke Poccuiickon ®egepaumm
U1 Ha rocygapcTBeHHOM si3blke Poccuiickon ®Pefepaumm U rocyaapCTBEHHOM S3bIKe PECNyONUK U UHBIX A3blKax
HapogoB Poccuiickon ®epepaunmn <9>;

<9> Yactb 1 ctatbu 15 3akoHa N 1807-1.

15) npusHak yTBEpPXXAEHUS Ha3HAYEeHUsI NeKapCTBEHHOro npenapaTta Mo peLueHuto BpadYebHOM KoMUccum
MeOULMHCKOWN opraHv3aunm;

16) oTMeTka O Ha3HaYeHUW NeKapCTBEHHOro npenapaTta Mo pelleHuto BpavyebHoM KOMUCCUM MeaULMHCKON
opraHusaumMn B Criydasix, ykasaHHblx B ab3aue BTopoM nyHkTa 6 [Mopsigka HasHayeHus JeKapCTBEHHbIX
npenapaTtoB, YTBEPXKAEHHOTO HACTOSALLMM NPUKa3oM;
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17) oTmeTka O cneunarnbHOM Ha3HaYeHWM feKapCTBEHHOro npenapata (3anonHseTcda B Cny4asx,
yKasaHHbIX B nyHkTax 16 n 25 lNopsaka HasHavyeHnsa nekapCTBEHHbIX NpenapaToB, YTBEPXAEHHOro HacTOALLNUM
npuKasom);

18) oTMeTka O creumarnbHOM Ha3Ha4YeHWM JIeKapCTBEHHOrO Mpenaparta nauvMeHTy c 3aborneBaHueM,
TpebyoLWMM ANUTENBHOMO KYPCOBOIO JleYeHWs (3anomHseTcs B crydae, ykasaHHOM B nyHkTe 24 [lopsgka
HasHaYeHUs NeKapCTBEeHHbIX MpenapaTtoB, YTBEPXOEHHOro HaCTOALWMM MPUKasoM) C  MNPOCTaBreHUeM
NeproanYHOCTU OTNYyCKa NeKkapCTBEHHOro npenapaTa;

19) npyn odopmneHun peuenta B (OPME 3MEKTPOHHOIO [OKYMEHTa Ha JeKapCTBEHHble npenaparhbl,
yKasaHHble B nognyHktax 2 - 5 nyHkta 10 u nyHkTe 12 lopsaka HasHayYeHWsa feKkapCTBEHHbIX MpenapaTtos,
YTBEPXKAEHHONO  HACTOSILLMM  MNPUKasoM, rpaxgaHam, uMewWwuM npaBo Ha OecnnaTtHoe nony4veHue
NleKapCTBEHHbIX npenapaTtoB Uin noflyvyeHne nekapCreBeHHbIX npenapatoB CO CKI/I,D,KOI7I, 3anoJIHAKTCA PEKBU3NUTDI,
npeaycMoTpeHHble noanyHkTamu 1 - 18 HacTosLLero NyHKTa, a Takke criefyoLime pekBu3nTbI:

a) KaTeropus rpaxzaaH, MMeLLMX NpaBo Ha MosflydeHne NeKapCTBEHHbIX NpenapaTtoB B COOTBETCTBMM CO
cratben 6.1 ®egepanbHoro 3akoHa oT 17 utona 1999 r. N 178-®3 "O rocygapcTBeHHOW coumanbHOM nomoLn”
<10>;

<10> CobpaHue 3akoHogaTensctBa Poccunckon ®eagepaunn, 1999, N 29, ct. 3699; 2009, N 30, cT1. 3739;
2010, N 50, ct1. 6603; 2013, N 48, cT. 6165.

©) kog, Hosonornyeckon popmbl no MKE;

B) UCTOYHMK chHaHcupoBaHus (1 - dbegepanbHbin BrogxeT, 2 - BlogpxkeT cybbekTa Poccuiickon degepaumu,
3 - MyHMUMNanbHbIN GlogXeT);

r) pasmep onnarthbl (1 - 6ecnnatHo, 2 - 50%);

[) CTpaxoBon HOMEP UHAUBMAYAINbHOrO NULIEBOro cyeTa rpaxaaHuHa B [NeHcmoHHoM coHae Poccuiickon
®epnepaumm (npu Hanudnn) (CHUJIC);

€) Homep nonmca 06s3aTernbHOr0 MeANLMHCKOro CTPaxoBaHUS.

21. MNpu npocTaBneHnn OTMETKU, YKa3aHHOW B noanyHkTe 16 nyHkta 20 HacTosuwero Nopsaaka, peuenT B
dopmMe SMNEKTPOHHOro AOKYMEHTa MOANUCLIBAETCH YCUNEHHOW KBanuUMUUMPOBAHHOW 3EKTPOHHOW MNOAMNUCHIO
npegcenaTens UM cekpetapsi Bpa4yebHON KOMUCCUM MEeOULMHCKON OpraHnsaumu, nNpu nNpocTaBleHUN OTMETOK,
yKkasaHHbIX B nognyHkrax 17 un 18 nyHkra 20 HacTtoswero [opsaka, - YCUNEHHbIMU KBanuduUUMpOBaHHbLIMK
3ANEKTPOHHBbIMU NOAMUCAMU COOTBETCTBYHOLLUX MEAULIMHCKUX pabOTHMKOB.

22. Mo TpeboBaHMI0 NaumMeHTa UM ero 3aKoOHHOro NpeAcTaBuUTENs O0OPMASETCA IK3EMMMAp peuenTa B
bopMe IMNEKTPOHHOIO AOKYyMEHTa Ha OyMaxHOM HocuTerne, B TOM 4ucrne nyteM ero odqopMIIeHMs Ha
peuenTypHbix 6naHkax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) ¢ otmeTkon "[ybnukat aNeKTPOHHOro
OOKymeHTa".

lll. YyeT peuenTypHbIX 611aHKOB
23. YyeT peuentypHbix 6naHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1), narotaBnmBaembIx
Tunorpadpckum cnocobom (ganee - peuenTtypHble 6naHku, noanexalime ydeTy), OCyLLeCTBMASAETCH B XKypHanax
yyeTa, NPOHYMEPOBaHHbIX, NPOLUHYPOBAHHbLIX U CKpenmeHHbIX NOANUCHI0 PYKOBOAUTENS 1 NevaTblo MeaULMHCKON
opraHusaumMm Unu MNOANUCLID MHAOUBUAYANbHOro npeanpuHMMaTens, MMEKLWEro NULEH3NI0 Ha MEAULMHCKYHO
OEeSATENbHOCTD.
24 XKypHan y4eTa peuenTtypHbix 6naHkos dopmbl N 107-1/y cogepxuT cnegyrowime rpadb:

1) HomMep No NopsakKy;
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KOHCYJIbTAHTI NTHOC
06 yTBEpXaeHUM nopsaka Ha3HauYeHWs! TeKapCTBEHHbIX [laTa coxparerms: 22.11.2019

npenapaTtos, (OpM peLenTypHbIX...

2) B pasgene "lMpuxoa™

a) Aata permctpaumm JOKyMeHTa, MOATBEPKAAIOLLErO NOCTYNIEHNE;

6) HoMep 1 fgaTa 4OKYMEHTa, MoATBEPXAAOLLEro NOCTYNNeHNe, HAMMEHOBaHME NOCTaBLUMKA;
B) obLLee KONMYecTBO NOCTYNMBLLMX PeLENTYPHbLIX OraHKoB;

r) cdamunusa, vHWUManbl UMeHW U oT4yecTBa (MocriegHee - MPW HanuyMM) U MOANUCb OTBETCTBEHHOTO
MeaMLMHCKOro paboTHMKA, MONYy4YMBLLENO peLenTypHble BGrnaHKkM OT NOCTaBLUMKA;

3) B pa3gene "Pacxoa™:
a) faTa Bblgayn peLenTypHbIX 6N1aHKoB;
©) KONMYEeCTBO BblAaHHbLIX peLenTypHbIX OraHKOoB;

B) hamunusg, nHuumansl UMEHM U oTyecTBa (NocrnegHee - NPy Hanuynum) OTBETCTBEHHOrO MeAMLMHCKOro
paboTHWKa, Nony4YmnBLIEro peuenTypHble bnaHku;

I') noanncb OTBETCTBEHHOIO MeEANLIMHCKOIo pa60TH|/||<a, nony4msLuero peuenTtypHblie OnaHku;

4) bamunua, vHUUMANbLl MMEHW U OTYecTBa (nocnegHee - MpU HanmuMyMm) U NOAMUCH OTBETCTBEHHOMO
MeaULUMHCKOro paboTHUKA, BblAaBLLEro peuenTypHble bnaHku;

5) ocTaTok peuenTypHbIX 6naHKoB.

25. XXypHan y4yeTa peuenTypHbix 6naHkoB popm N 148-1/y-88 u N 148-1/y-04(n) coaepxuT cnegytowme
rpadbi:

1) HOmMep No NopsaKy;

2) B pa3sgene "lMpuxoa™

a) gata peructpaumm JOKyMeHTa, NOATBEPXKAAOLLEro NoCTyneHue;

6) HomMep 1 gaTa 4OKYMeHTa, MoATBepXaatoLlero NocTynneHe, HamMeHoBaHMe NOCTaBLUMKa;
B) obLLee KONM4YeCcTBO NOCTYNMBLLMX peLenTypHbIX BraHKoB;

r) cepuu 1 HoMepa peLenTypHbiX 6GnaHKoB;

[) KONNYEeCTBO peLenTypHbIX GNaHKoB No cepusim;

e) cbamvmvm, MHUgnanbl MMeHn n oT4yecTBa (nocnep,Hee - npu HaJ'II/I‘-II/II/I) M noanmcb OTBETCTBEHHOIO
MeanLMHCKOro paGOTHVIKa, nony4yumeLlero peuentypHble OGnaHKn OT NOCTaBLLUMKA;

3) B pasgene "Pacxoa":

a) AaTa BblAauv peuenTypHbiX 611aHKOB;

©) cepumn 1 HoMepa BbiAaHHbIX peLenTypHbIX 6naHKoB;
B) KONNYECTBO BblAaHHbIX peLenTypHbIX 61aHKOB;

F) (*)aMI/IJ'II/IFl, nHUUnanosl MUMeEHM N oT4yecTBa (nocnep,Hee - npu HaJ'II/I‘-II/II/I) OTBETCTBEHHOIO MeaULIMHCKOro
pa60TH|/||<a, nony4yumseLlero peuenTtypHbie 6J'|aHKI/1;

A) NOANUCb OTBETCTBEHHOTO MEAULIMHCKOTO paboTHMKA, MOSyYUBLUETO peLenTypHble GnaHKu;
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4) dbamunus, MHUUManbLl UMeHW M oT4ecTBa (MocredHee - MpU HanmuuuM) U NMOAMUCb OTBETCTBEHHOMO
MeLMUMHCKoro paboTHUKA, BbiAaBLIero peuenTypHble GraHku;

5) ocTtaTok peLenTypHbIX GrTaHKOB.

26. Y4yeT cneumanbHbIX peuenTypHbiXx Gr1aHKOB Ha HapKOTUYECKOe CPeAcTBO U MCUXOTPOMHOE BELLEeCTBO
OCYLLECTBMAETCH B COOTBETCTBUM C OpukazoM MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon ®egepauum ot 1
aerycta 2012 r. N 54H "O6 yTBepxaeHun popMbl GraHKOB peLenToB, coAepKalunx HasHayeHne HapKOTUYECKNX
CpeacTB UNM MNCUXOTPOMHBLIX BELLECTB, Mopsiaka WX W3rOTOBMEHWUs, pacnpefdeneHus, peructpauuu, ydyeta u
XpaHeHus, a Takke npasun ocdopmnenms” <11>,

<11> 3apeructpmpoBaH MwuHucTtepcTtBoM toctuumm Poccuickon Pepepaumm 15 asrycta 2012 r.,
peructpaumnoHHbin N 25190, ¢ M3MEHeHusAMU, BHECEHHbIMU npukasamum MuHUCTEpCTBa 34paBOOXPaAHEHMUS
Poccuinckon ®egepauun ot 30 mnoHa 2015 r. N 385H (3apeructpmpoBaH MyHMCTEPCTBOM OCTULMM Poccumnckom
®epepaumun 27 Hosbpsa 2015 r., peructpaumoHHein N 39868), ot 21 anpensa 2016 r. N 254H (3apervctpupoBaH
MuHucTepcTBoM ocTnumm Poccuickon ®epepaummn 18 mionsa 2016 r., pernctpaunoHHbii N 42887), ot 31 okTabps
2017 r. N 882H (3apeructpmposaH MwuHuctepcTBoM tocTuuum Poccunckon depepaumm 9 aneaps 2018 r.,
permctpaunoHHbin N 49561).

27. Y4yeT peuentoB, OQOPMIIEHHbIX B )OpPME SMNEKTPOHHOrO [JOKYMEHTa, OCYLIeCcTBnseTcs B
rocyaapCTBEHHON WHOPMaLMOHHOM cucTemMe B cdepe 3apaBooxpaHeHust cybbekta Poccuiickon denepaunm
nocpeacTBoM BeAeHUs1 e0MHOMo peecTpa peLenToB, 0POPMIIEHHbIX B OPME 3NEKTPOHHbBIX JOKYMEHTOB.

IV. XpaHeHue peuLenTypHbIX 6N1aHKOB

28. MegnumHckne opraHusauum nonyyalT Heobxooumble peuenTypHble 6naHkn, OMOpMNEHHbIE
TMnorpadgckum cnocobom, Yepes TeppuTopuarnbHble OpraHbl yrpaBneHus 3gpaBooXpaHeHneM Unm opraHnsaumu,
YNONMHOMOYEHHbIE Ha 3TO OpraHaMm NUCMOMNHUTENbHON BnacTu cyobekToB Poccuiickon ®epepauun.

29. PeuentypHble 6naHku, nognexawue y4yeTy, XpPaHATCA OTBETCTBEHHbIM JWLUOM, Ha3HAYEHHbIM
pyKoBOAUTENEM MEOULMHCKOM oOpraHuM3auuu, B 3anupaemMoM MeTannuyeckoM wkady (cendpe) unm
MEeTannmMyeckom sLLumke.

30. ViHovBuayanbHbI NpeanpuHMMaTerb, UMEIOLMIA NTMLEH3NI0 HA MeOULUMHCKY OeATeNbHOCTb, XpaHuT
peuenTypHble ©OnaHkW, noanexalwue YydyeTy, B 3anMpaeMoM MeTannuyeckoM wWkady (ceitde) wunu
METanMMYecKoM sLLMKe.

31. MpoBepka COCTOSIHUSI XpaHeHusl, y4yeTa, DaKTUYECKOro HamnMuus U pacxoga peuenTypHbIX GraHKoB,
noasiexallmx y4yeTy, OAUH pa3 B KBapTasl OCYLLECTBMAETCS KOMUCCUEN, CO3AaHHOW B MEAMLIMHCKOW OpraHusaLuu.

32. PeuentypHble 6naHku, odopmnsemble Ha BymMaxHOM HocuTene v noanexawime yveTy, BblgaloTcs
MeOULUMHCKUM paboTHMKaM, MMeLWUM nNpaBo ohOpMIIEHMS PELLEnTOB, NO PaCrOPSKEHUIO MaBHOrO Bpada unm
ero 3aamecTurtens.

I'IonyquHble peuenTypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XPaHATCA MeOULUHCKMMU pa60Tan<a|vw| B
nomeLleHnsx, obecne4vymBaroLLmx nNx COXPaHHOCTb.

33. XpaHeHue creuunanbHbiX peuenTypHbiX OMaHKOB Ha HapKOTMYECKoe CPeAcTBO U MCUMXOTPOMHOE
BELECTBO M Bblgava YyKa3aHHbIX peLenTypHbiXx O6naHKkoB MeauuMHCKOMY pabOoTHMKY OCYyLLeCTBNsSeTcs B
cooTBeTCTBMM C OpukasoM MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 1 aerycta 2012 r. N
54n "O6 yTBepxaeHun dopmbl H6NaHKOB peuenToB, CoAepXalliMx HasHayeHue HapKOTUYEeCKUX CpeacTB Wnm
NCUXOTPOMHbIX BELLECTB, MOPsSAKa UX U3rOTOBIEHUSA, pacnpeneneHus, permctpauum, yyeta u XxpaHeHusi, a Takke
npasun ogopMmneHusa” <12>,

<12> 3BapeructpupoBaH MwuHuctepctBoMm toctuuum Poccuiickon Pepepaumm 15 asrycta 2012 r.,
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peructpaumoHHbin N 25190, ¢ M3MEHEeHusAMU, BHECEHHbIMU npukasamm MuHUCTEpPCTBaA 34paBOOXPaAHEHMUS
Poccuinckon ®egepauun ot 30 noHa 2015 r. N 385H (3apeructpmpoBaH MyHMCTEPCTBOM OCTULMM Poccumnckom
®epepaummn 27 Hosbpsa 2015 r., peructpaumoHHein N 39868), ot 21 anpensa 2016 r. N 254H (3apervctpupoBaH
MuHucTepcTBoM ocTnumm Poccuickon ®epepaummn 18 mionsa 2016 r., pernctpaunoHHbii N 42887), ot 31 okTabps
2017 r. N 882H (3apeructpmpoBaH MwuHuctepcTBoM tocTuuum Poccunckon depepaumm 9 aneaps 2018 r.,
permctpaunoHHbin N 49561).

34. T[lporpaMMmHO-TEXHMYECKME CpeacTBa rocygapCTBEHHbIX WMHMOPMAaLMOHHBIX CUCTEM B  cdepe
3[4paBOOXpPaHEHUs, MEAULUHCKUX MH(POPMALMOHHBIX CUCTEM MEAULMHCKMX OpraHusaumi obecneymnBaioT
XpaHeHWe SMNEKTPOHHbIX peLenToB, OMOPMIIEHHbIX B (POpMe SMNEKTPOHHbIX AOKYMEHTOB B TEYEHUE CPOKOB,
YCTaHOBIEHHbIX ANS XpaHeHWs peuenToB, 0POPMIIEHHbIX Ha COOTBETCTBYOLUMX hopMax peLenTypHbIX 6riaHkoB
Ha OymakHoM HocuTerne <13>.

<13> [yHKT 14 npaBwi OTMyCKa fleKapCTBEHHbIX MpenapaTtoB ANns MeOUUMHCKOrO MPUMMEHEHMWS, B TOM
yncne MMMYHOOMOMOIMYECKMX FNEKapCTBEHHbIX MpenapaToB, anTeYHbIMW OpraHvM3auusiMu, UHAMBUOYanbHbIMU
npeanpyHMMaTens M1, UMEILWMMIN NIMLEH3NI0 Ha dapMaLEeBTUYECKYIO AeATeNbHOCTb, YTBEPXKOEHHbIX MPUKa3oM
MwvHucTepcTBa 3gpaBooxpaHeHus Poccuinckon ®epepauun ot 11 umonsa 2017 r. N 403H (3apeructpmpoBaH
MuHucTepcTBom tocTnumm Poccuickon ®enepaumm 8 ceHtabpsa 2017 r., pernctpaumnoHHbii N 48125).
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