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MWUHUCTEPCTBO 34PABOOXPAHEHUSA POCCUNCKOWU ®EOEPALUN
NMPUKA3
ot 14 auBaps 2019 rona N 4H

06 yTBepXAeHUM Nopsiaka Ha3HaYeHUs ieKapCTBEHHbIX NpenapaToB, oOPM peLLenTypHbIX
6naHKOB Ha NleKapCcTBEHHbIe Npenaparbl, NopsaKka ohopMIeHUs yKa3aHHbIX 6/1aHKOB, UX yyeTa U
XpaHeHus

B cooTBeTCcTBMM C NYHKTOM 16 Yactu 2 ctaTtbn 14 denepanbHoro 3akoHa ot 21 Hosibps 2011 r. N 323-d3 "06
OCHOBax OXxpaHbl 340poBbs rpaxnaH B Poccuiickoin ®epepaummn” (CobpaHue 3akoHomaTenbctBa Poccuiickoit
®epepaunn, 2011, N 48, c1.6724; 2013, N 48, c1.6165; 2014, N 30, c1.4257; N 49, c1.6927; 2015, N 10, c1.1425; N
29, ¢1.4397; 2016, N 1, c1.9; N 15, ¢1.2055; N 18, ¢1.2488; N 27, ¢1.4219; 2017, N 31, c¢1.4791; N 50, c1.7544, 7563) n
nognyHktamu 5.2.177, 5.2.179 n 5.2.180 lNMonoxeHuss o MnHmuctepcTee 3apasooxpaHeHms Poccuiickon depepaunu,
yTBEPXIAEHHOro noctaHoBneHnem lMpasutensctBa Poccuiickorn depepaunm ot 19 mioHa 2012 r. N 608 (CobpaHwue
3aKkoHopaTtenbctBa Poccuiickon depepauunmn, 2012, N 26, ¢1.3526; 2013, N 16, c1.1970; N 20, c1.2477; N 22,
c1.2812; N 33, ¢c1.4386; N 45, ¢1.5822; 2014, N 12, ¢1.1296; N 26, c1.3577; N 30, c1.4307; N 37, c1.4969; 2015, N 2,
cT.491; N 12, c1.1763; N 23, ¢1.3333; 2016, N 2, ¢1.325; N 9, ¢1.1268; N 27, c1.4497; N 28, c1.4741; N 34, c1.5255; N
49, c1.6922; 2017, N 7, c1.1066; N 33, c1.5202; N 37, c1.5535; N 40, c1.5864; N 52, c1.8131; 2018, N 13, c1.1805; N
18, c1.2638; N 36, c1.5634; N 41, cT1.6273),
npuKaabiBako:

1. YTBEPOUTD:

NOpSA0OK Ha3HAYeHNs NeKapCTBEHHbIX Npenapartos cornacHo npunoxenno N 1;

hOPMbI peLlenTypHbIX 6/1aHKOB Ha NeKapCTBEHHbIE NPenapaThl COrnacHo npunoxexuio N 2;

nopsAoK 0POPMNEHNS peLenTypHbiX 61aHKOB Ha NeKapCTBEHHblE npenapaTtbl, UX y4eTa U XPaHEHUS| COrnacHo
npunoxexuio N 3.

2. MNpusHaTb yTpaTmBLLIMMUK CUNY:

npukaz MuHucTepcTBa 34paBooxpaHeHus Poccuiickoit ®epepaumm o1 20 pekabpsi 2012 r. N 1175H "O6
yTBEepXAeHuUM rnopsnka HasHa4yeHus M BbINMUCbIBAHUSA NeKapCTBEHHbIX Npenapartos, a TakXe doopM peLenTypHbIX
6naHKOB Ha fieKkapCTBEHHble npenaparthbl, nopsiika OGOPMIIEHNS yKasdaHHbIX OnaHKoB, WX yyeTa U XpaHeHus"
(3apernctpuposaH MwuHucTepcTBom tocTuumum Poccuiickoh dPepepaummn 25 mioHa 2013 r., peructpaumoHHbii N
28883);

MYHKT 2 W3MEHeHWlA, KOoTopble BHOCATCA B [lopsamok co3paHus U AeaTenbHocTM BpadvebHOn Komumccuu
MeVLMHCKOW OpraHu3auun, yTBepXAeHHbIN npukasoM MuHMcTepcTBa 34paBOOXPaHEHMS YU COLMAanbHOro passuTus
Poccuinckon ®epepaumm ot 5 mas 2012 r. N 502H, n B lMopanok HasHa4yeHUs U BbINUCbIBAHUS NeKapCTBEHHbIX
npenapaToBs, yTBEPXOEHHbIA npukazoMm MuHUcTepcTBa 3apaBooxpaHeHmnst Poccuiickon depepauun ot 20 nekabps
2012 r. N 1175H, yTBepXxneHHbIX npukasom MwuHucTepcTBa 3apasooxpaHeHus Poccuiickon ®epepaumm ot 2
nekabps 2013 r. N 886H (3apernctpuposaH MuHncTepctsoM toctuumm Poccuiickoin ®enepaunm 23 nekabps 2013 r.,
pernctpaunoHHblin N 30714);

npuvka3s MuHucTepcTea 3apasooxpaHeHns Poccuiickon ®epepaumm ot 30 uioHsa 2015 r. N 386H "O BHeceHun
W3MEHEHUA B MPUNOXeHnsa kK npukasy MuHuncTepcTea 3ppaBooxpaHeHus Poccuiickolh depnepaumnn ot 20 pekabps
2012 r. N 1175H "O6 yTBEpXIeHnN nopsiika Ha3HaAYeHUs 1 BbINMCbIBAHMSI NEKApPCTBEHHbIX MPenapaToB, a TakXxe
POPM peLenTypHbIX 61aHKOB HA NEKAPCTBEHHbIE Npenaparthl, MopsaKa OWOPMAEHNS yYKa3aHHbIX BNaHKOB, NX yyeTa u
XpaHeHus" (3apeructpuposaH MwuHucTepcTBoM toctuumn  Poccuiickon depepaummn 6 aerycta 2015 r.,
pernctpaunoHHblin N 38379);

NYyHKT 1 N3MEeHeHWn, KOTopble BHOCATCS B Npuka3 MuHuctepcTsa 3apasooxpaHeHmns Poccuiickoin depepaumm ot
20 pekabps 2012 r. N 1175H "O6 yTBEpXAEHUN NOPSALKA HA3HAYEHWS 1 BbIMMCbIBAHUS NEKAPCTBEHHbBIX NPenaparos,
a Takxe ¢popM peLenTypHbix H1aHKOB Ha IeKapCTBEHHbIE Npenaparbl, Nopsaka OPOPMIIEHUs yKas3aHHbIX 6n1aHKoB,
ux yyeta n xpaHeHus" n npunoxeHune N 2 K npukasy MuHuctepcTea 3apasooxpaHeHms Poccuinckon denepauun ot 1
aerycta 2012 r. N 54H "O6 yTtBepx.naeHun copmbl 61aHKOB PELIENTOB, COdepXaWnx HasHayeHne HapKOTUYECKMX
CPenCTB MU NCUXOTPOMHbIX BEWECTB, NOpsAaKa UX U3roTOBAEHUs, pacnpefeneHuns, peructpaumm, yyeta n xpaHeHus,
a Takxe npasun odopmneHns”, yTBEpPXAOEHHbIX npukasom MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoi
®depepaumm ot 21 anpensa 2016 r. N 254H (3apeructpuposaH MuHmucTepcTeom ocTuumm Poccuiickon denepaunn 18
nonga 2016 r., pernctpaumoHHblin N 42887);

NYHKT 5 N3MEHEeHWI, KOTOPbIE BHOCATCSA B HEKOTOpble Nprkasbl MMHMCTEpPCTBa 34paBOOXPaHEHMS 1 COLMANbHOro
passutns Poccuiickon Pepepaumm n MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoih Pepepauumy no sornpocam
obpalleHns NekapCTBEHHbIX MPenapaToB, COAepPXalmx HAPKOTUYECKME CPEACcTBa, NCUXOTPOMHbIE BEWECTBA U KX
NPeKypcopbl, W NeKapCTBEHHbIX CPEACTB, NOoAMeXawux nNPeaMeTHO-KONMMYECTBEHHOMY Y4YeTy, YTBEpPXOEHHbIX
npukazom MwuHncTepcTBa 3apaBooxpaHeHns Poccuiickont depepauum ot 31 oktabpa 2017 r. N 882H
(3apeructpuposaH MuHucTepcTBoM tocTuumm Poccuiickoin depepaunn 9 aHesaps 2018 r., pernctpauunoHHbii N
49561).

MwuHuncTp
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B.N.CkBopuoBa
3aperncTpnpoBaHo
B MuHuncTepcTBe oCTMLUN
Poccuiickon depepaumu
26 mapTa 2019 roaa,
perncTpaumoHHbiin N 54173

MpunoxeHue N 1

K npvkasy MuHnctepcTsa 34paBooxXpaHeHns
Poccuickon ®epnepaumm

oT 14 aHBapsa 2019 ropa N 4H

I'Iopa,u,ox Ha3Ha4YeHus neKkapCcTtBeHHbIX nNpenapartoB

l. O6Lwue NonoXxeHus

1. HacToawwuii nopspok yctaHaBnMBaeT NpaBufia HasHayeHusl NeKapCTBEHHbIX NpenapaToB Afs MeaANLMHCKOro
NMpUMeHeHns (Oanee - NeKapcTBEHHble MpenapaTthbl) U 0GPOPMIEHMUSI X HasHaYeHus Npu oKasaHuM MeOWNUMUHCKON
MOMOLLU B MEOULIMHCKUX OpraHn3aumsix! .

1MNyHkT 11 cTatbm 2 depepanbHoro 3akoHa ot 21 Hosibpst 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl 3[0POBbS

rpaxnaH B Poccuiickoin ®enepaunmn” (CobpaHne 3akoHogaTenbctea Poccuiickoii depepauun, 2011, N 48, c1.6724;
2016, N 1, cT.9, 28; 2017, N 31, c1.4791).

2. HasHayeHne nekapCTBEHHbIX NpenapartoB OCYLWECTBAAETCS nevaluMm BpayvyoM, doenbilepoM, akywepkon B
cfiyyae BO3/I0XEHUS Ha HUX NOSIHOMOYUIA fevallero Bpaya B nopsfake, YyCTaHOBNEHHOM npukasom MuHucTepcTBa
3[paBoOXpaHeHns u coumanbHoro passutua Poccuiickon Pepepaumm ot 23 mapta 2012 r. N 2524 "O6
yTBepxaeHumn lNopsaaka BO3NOXeEHUS Ha oenbilepa, akylwepky pykoBoAUTENeM MeOuUMHCKOW opraHvsaumm npu
opraHusauum okasaHusi NepBUYHON MeauKO-CaHUTapHOW MOMOWM W CKOPOW MEOUUMHCKON MOMOWN OTAeSNbHbIX
OYHKUMA nevawero Bpaya MO HEMOCPEeLACTBEHHOMY OKas3aHuio MEeAMLMHCKOMW MOMOWM MauvMeHTy B nepuos
HabniooeHns 3a HUM N €ro NEeYeHUs, B TOM YUCNE MO HA3HAYEHMUIO W MPUMEHEHMWIO NEKAPCTBEHHbIX MPEenapaTos,
BK/lOYAS HApPKOTUYEeCKMe NeKapCTBEHHble mMpenapaTtbl W MNCUXOTPOMHbIE NleKapCTBEHHble npenapartbl”z,

WHOMBMAYaANbHBIMWA NPEeanpUHUMATENSIMU, OCYLECTBASIOWNMN MEANLMHCKYIO OesiTENbHOCTb (fanee - MeanumHcKue
paboTHUKN).

23apeructpuposaH MuHucTepcTsom tocTuumnm Poccuiticko Penepaunn 28 anpens 2012 r., peructpaumoHHbin N

23971, ¢ n3MeHeHnaMM, BHECEHHbIMU MpukasoM MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon depepauun ot 31
okTsI6ps 2017 r. N 882H (3apeructpupoBaH MuHuctepcTBom tocTtuumm Poccuiickoi ®epepaunmn 9 siHeapsa 2018 r.,
permctpaumoHHbin N 49561).

3. CepeHnss 0 HasHA4YEHHOM nekapCTBeHHOM npenaparte (HaI/IMeHOBaHVIe nekapcTtBeHHOro npenapara,
OOo3MpoBKa, crnocob BBeleHUs U NPUMEHEeHNA, peXxXnMm O00o3npoBaHns, NPOAO0TIXKXNTENIbHOCTb NeYeHnsa u obocHoBaHue
Ha3Ha4YeHnsa nekapcTtBeHHOro npenapaTa) BHOCATCA MedUUNHCKUM pa6OTHI/IKOM B MeONUWNHCKYID OO0KyMeHTauuto
nauneHTa.

B cnyuyasix, ykasaHHbix B nyHkTax 9-12 HacToswero Mopsaka, MeanumHeKmnii paboTHNK 0GOPMASeT Ha3HaveHne
NeKapCTBEHHbIX MnpenapartoB, B TOM 4Yucne noanexawnx un3rotoBneHumto 1 OTnyCckKy antedHbiIMU OpraHun3aunsamm
(manee - nexkapCTBEHHbIE NpenapaTbl MHAVBUAYaNbHOrO U3rOTOBNEHNS), HA peLenTypHoM BraHke, 0DOPMIEHHOM Ha
6yMaxKHOM HocuTefe 3a CBOel NMoanucblo (Oanee - peuent Ha ByMaxHOM HocuTene), n (MnKn) ¢ cornacusa naumeHTa
UMM ero 3aKOHHOro MpencTaBuTensi3 Ha peuenTypHom O6naHke B QOpMe 3/eKTPOHHOTrO OOKYMeHTa ¢

MCMONb30BAHNEM YCUNEHHOW KBaNM(ULMPOBAHHON 3NEKTPOHHOW noanucyu MeauumHckoro paboTHuka (nanee -
peuenT B (oOpMe 3/1eKTPOHHOIO AOKYMEHTa).
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3B oTHOWeHNM nuua, ykasaHHoro B yacTtu 2 ctatbn 20 depepanbHoro 3akoHa ot 21 Hosi6ps 2011 r. N 323-d3

"Ob6 ocHoBax OxpaHbl 300pOoBbS rpaxnaH B Poccuiickoin ®@enepaunmn” (CobpaHne 3akoHopatenbcTea Poccuiickoi
®depnepaunm, 2011, N 48, c1.6724; 2013, N 48, c1.6165; 2017, N 31, cT1.4791).

Peuent B doopMe 39nEKTPOHHOINO [OOKYMEHTA, COOEpXalWMWiA Ha3HavyeHWe HapKOTUYEeCKMX CPeacTB uan
NCUXOTPOMHbIX BELWECTB, MNOAMNUCLIBAETCHA C WCMNONIb30BAHUEM YCUNEHHOW KBannduuMpPOBaAHHOW 3NEeKTPOHHOM
noanuMCY nevawero Bpaya wunu doenbwepa, akywepku, Ha KOTOPbIX BO3MOXEHbl (PYHKLMM fevalwero Bpaya, u
COOTBETCTBYHOLWEN MEANLNHCKON opraHmsauunm 4.

44actb 1 ctatbn 26 depepanbHoro 3akoHa ot 8 gaHeBaps 1998 r. N 3-d3 "O HapKOTUYEeCKMX CpencTeax u

ncuxoTponHbix BewecTBax" (CobpaHue 3akoHogaTenbctBa Poccuiickon denepaumm, 1998, N 2, ¢1.219; 2003, N 27,
cT1.2700; 2011, N 49, c1.7019; 2013, N 48, c1.6165; 2016, N 27, c1.4238; 2017, N 31, c1.4791).

OdbopMneHne peuentoB B (POpMEe 3NEKTPOHHbIX [OOKYMEHTOB OCYLECTBNSETCA B ClyYyae MpUHATMS
YNOHOMOYEHHbBIM OPraHoOM MCTONHUTENbHOW Bnactn cybbekTa Poccuiickoli depepaummn B COOTBETCTBUM C MYHKTOM
4 ctatbn 6 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6 obpaweHun nekapcTBEHHbIX CPeacTs"s
peweHnss 06 wucnonb3oBaHUM Ha Tepputopun cybbekta Poccuiickoin degepaunn Hapsiny C peuentamym Ha

NeKapCTBEHHbIE MpenapaThl, OWOPMAEHHbIMA HAa ByMaXXHOM HOCUTENE, PELENTOB HA NEKAPCTBEHHbIE Mpenapartsl,
CCPOPMUPOBAHHBIX B (POPME 3NEKTPOHHBIX AOKYMEHTOB.

5 CobpaHue 3akoHoaatenbcTBa Poccuiickoin depepaumnn, 2010, N 16, c1.1815; 2012, N 26, ¢1.3446; 2017, N 31,
cT.4791.

4. MNpwn BbINMCKE NauMeHTa U3 MeANLMHCKOW opraHn3aumm, B KOTOPOA eMy okasblBanacb MeAuLUUHCKas noMollb B
CTauMOHapPHbIX YCNOBUSIX, JAHHOMY MaLMEHTy MO PELeHUIO PYKOBOAUTENS MEOULMHCKOW OpraHn3aumm HasHavaTcs
C ochopMieHEM peLienTa B oopMe 3MEKTPOHHOIr0 AOKYMEHTa U (Unv) Ha 6yMaxKHOM HocuTene (3a MCK/YEeHWEM
OCPOPMNEHUS PELENTOB HA NEKAPCTBEHHbIE MpenapaTtbl, nognexalme oTnycky 6ecnnaTHo WM CO CKWAKOW) nnbo
BblOAOTCA (MAUMEHTY WU ero 3aKOHHOMY MPEnCTaBMTENIO) OOHOBPEMEHHO C BbLINUCKON M3 MUCTOpMU 6ONEsHUu
NneKapCcTBEHHble npenaparbl, B TOM YMC/e HapKOTUYECKUE M NCUXOTPOIHbIE NIeKapCTBEHHbIe npenapaTbl, BHECEHHbIE
B cnuckm Il n Il nepeyHs HapKOTUYECKUX CPEnCTB, NCMXOTPOMHbLIX BELWECTB U MX MPEKYpPCOPOB, noAnexawmx
KOHTponio B Poccuiickon denepaumu, yTBepXAeHHOro noctaHosneHvem lNpasutenbctea Poccuiickon ®epepaumu
ot 30 mioHs 1998 r. N 681¢ (nanee - [NepeyeHb), CUNbHOLENCTBYOWME NEKAPCTBEHHbIE NpenapaThl, Ha CPOK nprema

nauveHTom o 5 gHen.

& CobpaHue 3akoHonatenbctBa Poccuiickoih denepaunmn, 1998, N 27, ¢1.3198; 2004, N 8, c1.663; N 47, cT1.4666;

2006, N 29, c1.3253; 2007, N 28, ¢1.3439; 2009, N 26, c¢1.3183; N 52, ¢1.6572; 2010, N 3, c¢1.314; N 17, ¢1.2100; N 24,
c1.3035; N 28, ¢1.3703; N 31, c1.4271; N 45, c¢1.5864; N 50, c1.6696, c1.6720; 2011, N 10, ¢1.1390; N 12, c1.1635; N
29, c1.4466, c1.4473; N 42, ¢1.5921; N 51, ¢1.7534; 2012, N 10, ¢1.1232; N 11, ¢1.1295; N 19, c1.2400; N 22, c1.2864;
N 37, c¢1.5002; N 41, c1.5625; N 48, c1.6686; N 49, c¢1.6861; 2013, N 6, ¢1.558; N 19, ¢1.953; N 25, ¢1.3159; N 29,
cT1.3962; N 37, c1.4706; N 46, c1.5943; N 51, ¢1.6869; 2014, N 14, cT1.1626; N 23, ¢1.2987; N 27, c1.3763; N 44,
cT1.6068; N 51, ¢1.7430; 2015, N 11, ¢1.1593; N 16, ¢1.2368; N 20, ¢1.2914; N 28, c1.4232; N 42, c1.5805; 2016, N 15,
cT1.2088; 2017, N 4, c1.671; N 10, cT.1481; N 23, ¢1.3330; N 30, cT1.4664; N 33, c1.5182; 2018, N 27, c¢1.4071.

5. HasHaueHne nekapCTBEHHbIX NpenapaTos Npy 0KasaHUM MeoULMHCKOR MOMOLWM B CTaUMOHAPHBIX YCNOBUSIX B
TpeboBaHNAX-HaKNafHbIX, HAaNPaBASEMbIX B anTEYHbIE OpraHn3aunn, SBRSOWMECS CTPYKTYPHBIMW NOLpa3aeNeHNs MU
MeOUUVHCKOW opraHmsauun, B KOTOPOW OKasbiBaeTCsl MeduuUMHCKas MOMOLb, OCYWeECTBNSETCS B COOTBETCTBMM C
NHCTpyKkumMeld 0 nopsiake BbIMUCHIBAHUS NEKAPCTBEHHBLIX MPEnapatoB M OOOPMAEHNs peuenToB u TpebosaHwuii-
HaknagHbIX, YTBEPXAEHHOW MNpuka3oM MuHMCTepcTBa 30paBOOXPaHEHUs UM COUManbHOro passmtms Poccuickoi
®depepaunm ot 12 dhespansa 2007 r. N 110 "O nopsgke HasHa4YeHUS M BLINUCHIBAHMSA NEKAPCTBEHHbLIX NPenaparos,
n3nenuii MeanUMHCKOro Ha3HauyeHusl U cneumanma3npoBaHHbIX NPoOyKToB ne4yebHoro nutaHmus"?.
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7 3apeructpuposaH MuHmncTepcTBoM ocTuumm Poccuiickon ®enepaummn 27 anpens 2007 r., pernctpaunoHHsiin N

9364, C M3MEHEeHUsIMW, BHECEHHbIMW Mnpukasamm MuHUCTEepCcTBa 34paBOOXPAHEHUS W COLMANbHOMO Pas3BUTUSA
Poccuinckon depepauun ot 27 aerycta 2007 r. N 560 (3apeructpvposaH MuHuCTepcTBOM tocTuumm Poccuinckon
depepaunmn 14 ceHtabps 2007 r., peructpaumoHHblin N 10133), ot 25 ceHTsibpsa 2009 r. N 794H (3apermcTprpoBaH
MuHuncTepcTBoM tocTuumm Poccuiickoin depepaumm 25 Hosbpsa 2009 r., peructpaumoHHbiid N 15317), ot 20 sHBaps
2011 r. N 13H (3apeructpuposaH MwuHuctepcTsoM toctuumm Poccuiickon Pepepaumn 15 mapta 2011 r.,
peructpaumoHHbln N 20103), npukaszamn MuHuctepcTsa 3apaBooxpaHeHust Poccuinickon ®epepaumm ot 1 asrycrta
2012 r. N 54H (3apeructpuposaH MwuHucTtepcteoM toctuumm Poccuiickoin Pepepaumm 15 asrycta 2012 r.,
permctpaumoHHblin N 25190), ot 26 dpepana 2013 r. N 94H (3aperncTpuposaH MUHUCTEPCTBOM OCTULUU
Poccuiickon depepauun 25 nioHs 2013 r., peructpaumoHHbii N 28881).

6. HasHauyeHne nekapcTBEHHbIX MPEenapaToB OCYLWECTBASETCS MEANUUHCKMM PaboTHUKOM MO MeXOyHapoaHOMy
HenaTeHTOBAHHOMY HAaUMEHOBAHUIO, @ MPW E€ro OTCYTCTBWWN - FPYMNMAMPOBOYHOMY UM XMMUYECKOMY HauMeHoBaHu. B
cnyyae OTCYTCTBUS MeXIyHapOAHOrO0 HemnmaTeHTOBAHHOrO HavMEHOBAHMS M TPYNMNMPOBOYHOrO WU XMMUYECKOro
HanMeHOBaHUS NEKAPCTBEHHOrO Npenapara, NeKapCTBEHHbIA NpenapaTt HasHa4aeTCsl MeaMUMHCKUM PaboTHUKOM Mo
TOProBOMY HaUMEHOBAHMIO.

Mpn HanMuMm MEeQUUUHCKMX NoKasaHuin (MHOMBMAYanbHAs HENEePEeHOCMMOCTb, MO XW3HEHHbIM MOKa3aHusaM) no
pelweHnio BpayebHON KOMUCCMU MEOMLIMHCKON OpraHm3auums OCYLECTBASETCS Ha3Ha4YeHWe W OgOpPMNeHMe
HasHa4yeHNs NeKapCTBEHHbIX MpenapaTtoB, He BXOASWMX B CTAaHOAPTbl MEOMUMHCKOW Mmomowwy, paspaboTaHHbiX B
COOTBETCTBUU C MyHKTOM 4 cTatbnm 10 PenepanbHoro 3akoHa ot 21.11.2011 N 323-P3 "O6 ocHoBax oxpaHbl
300poBbs rpaxnpaH B Poccuiickoit depepaumn"?, nubo nNo TOProBbiM HauMeHoBaHUSM. PelweHue BpayebHoM
KOMUCCUN MEOVLMHCKOM OpraHmsaumn ukcupyeTcs B MeOWUMHCKOW OOKyMeHTauuu naumeHta W B XypHane
BpayebHon kommuccuu.

g Mpwkas MuHagpascoupassmTns Poccum ot 5 mas 2012 r. N 502H "O6 yTBEp>XAeHUU nopsiaka cosfaHus u

LesiTeNbHOCTU BpadYedbHOM KOMMCCUM MEOMLMHCKOW opraHu3aumun” (3apeructpupoBaH MuHioctoM Poccuun 9 mioHs
2012 r., peructpaunoHHblii N 24516), ¢ n3MeHeHnsMU, BHECEHHBIMM NMpuka3oMm MwuHagpasa Poccum ot 2 pekabps
2013 r. N 886H (3apeructpuposaH MuHioctom Poccun 23 aekabps 2013 r., pernctpauroHHblii N 30714).

2 CobpaHue 3akoHomatenbcTea Poccuiickon depepauunn, 2011, N 48, c1.6724; 2014, N 49, ¢1.6928; 2017, N 31,
c1.4791; 2018, N 53, c1.8415.

7. HasHaueHve nekapCTBeHHOro npenapaTta B peuenTe Ha OymMaxHOM HocuTene Wan peuente B cpopme
SNEKTPOHHOro NOKYMEHTa OPOPMASeTCS Ha UMS NalueHTa, AN KOTOPOro npeaHasHadyeH NekapCTBeHHbIM npenapar.

PeuenTt Ha BymMaxHOM HocuTene, OPOPMIIEHHBI Ha peLenTypHoMm 6naHke goopm N 107-1/y, N 148-1/y-88, N 148-
1/y-04 (n), yTBEPXAEHHbIX HACTOSWMM MPUKA30M, a TakXe peuent Ha OyMaxkHOM HocuTene, OGOOPMIIEHHbIN Ha
peuenTtypHoMm 6naHke coopmbl N 107/y-HI, yTBepXxaeHHoW npukazoM MuHucTepcTBa 3apaBooxpaHeHns Poccuiickol
®depepaunm ot 1 aerycta 2012 r. N 54H "O6 yTBEpXaeHUM ¢OopMbl 6NaHKOB PELENTOB, COAEPXalMX HasHaYeHne
HaPKOTUYECKMX CPEACTB MU MCUXOTPOMHbIX BELWECTB, Nopsaka MxX U3roTOBNEHWUS, pacnpeneneHusl, perncrpauuu,
yyeTa U XxpaHeHus, a Takxe npasun odpopmneHns"it (ganee - chopma N 107/y-HI), moxeTt ObiTb MonyyeH
nauMeHToOM, ero 3aKOHHbIM NPEACTaBUTENEM WX NINLIOM, NMEIOWEM OCGDOPMIIEHHYIO B COOTBETCTBUUN C rPpa>K4aHCKMM
3akoHopaTenbcTBoM Poccuiickon Penepaunn OOBEPEHHOCTb OT MauMeHTa Ha npaso NOMyYeHWs Takoro peuenta
(Banee - ynonHOMOYEHHOE NMLO).

10 3aperucTtpuposaH MuHucTepcTeoM octuumm Poccuiickoin ®enepaumm 15 asrycta 2012 r., pernctpaunoHHbIi

N 25190, ¢ n3MeHeHnaMU, BHECEHHbIMU Npukasamm MuHucTepcTea 3gpasooxpaHeHus Poccuiickon denepauun ot 30
nioHs 2015 r. N 385H (3apeructpupoaH MuHucTepcTBoM tocTuummn Poccuiickoit ®enepauunn 27 Hosbps 2015 r.,
peructpaumoHHbin N 39868), ot 21 anpens 2016 r. N 254H (3apeructpuposaH MuHUCTEPCTBOM toCTMLIMK Poccuinckon
depepaunmn 18 mona 2016 r., perucTpaunoHHbin N 42887), ot 31 okTsbps 2017 r. N 882H (3apeructpvpoBaH
MwuHucTepcTBoM tocTmumm Poccuiickon ®enepaumm 9 sHeaps 2018 r., permctpaumoHHbliin N 49561).

Peuent B opMe 3NEKTPOHHOrO [OOKYMeHTa opMMpyeTcsl C  WUCMONb30BaHWEM FOCyOapCTBEHHOW
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WHGOPMALIMOHHON CcUCTEMbI B cdpepe 3apaBooxpaHeHust cybbekta Poccuiickoih dPepepaumun, MeanLUMHCKON
WHJOOPMALIMOHHON CUCTEMbI MEOULIMHCKOM opraHnsauunil .

11Ctatbu 91 1 91.1 depepansHoro 3akoHa oT 21 Hosbps 2011 roga N 323-d3 "O6 ocHoBax oxpaHbl 340P0BbS

rpaxnaH B Poccuiickoin denepaunmn” (CobpaHne 3akoHomaTenbctea Poccuiickoih depepaunn, 2011, N 48, c1.6724;
2012, N 26, ¢1.3446; 2013, N 27, ¢1.3477; N 39, c1.4883; N 48, c1.6165; 2014, N 30, c1.4257; N 43, c1.5798; N 49,
cT.6927, 6928; 2015, N 1, ¢1.85; N 10, c1.1425; N 27, ¢1.3951; N 29, c1.4397; 2016, N 1, cT1.9, 28; N 15, c1.2055; N 18,
cT.2488; N 27, c1.4219; 2017, N 18, c1.2663; N 31, c1.4794).

dakT BblAaYM peLenTa Ha NekapCTBEHHbIN npenapaT 3akOHHOMY MPEeACTaBMTENO UAW YNOTHOMOYEHHOMY NULY
PUKCUpyeTCs B MEANLIMHCKON NOKYMEHTaUMW NauneHTa.

8. MeamumHckum pa60THI/IKaM 3anpeuwaeTca opopmMnATb peLenTbl MpY OTCYTCTBUM Yy NauMeHTa MeauuUUHCKNX
rnokasaHum; Ha He3aperncTpmpoBaHHble NeKapCcTBEeHHble npenapartbli2; Ha NleKapCcTBeHHble npenaparbl, KOTopble B

COOTBETCTBUU C WHCTPYKLUUEA MO MEOMUMHCKOMY MPUMEHEHUIO MNpPefHa3HayeHbl AN NPUMEHEHNS! TOMbKO B
MEOVLIMHCKMX OpraHu3aunsx; Ha HapKoTWYecKue CpeacTBa W MCMXOTPOMHble BEWecTBa, BHECeHHble B crmcok |l
MepeuHs, 3aperncTpupoBaHHble B KAYECTBE JIEKAPCTBEHHbLIX MPENApaToB, B LENSX MPUMEHEHUS AN NeYeHus
HapKoMaHuw.

12 Pewenne Coseta EBpaswiickoit akoHoMuyeckor komuccum oT 3 Hostbpst 2016 r. N 78 "O [paeunax

perucTpaumMm n 9KCNepTu3bl NEKAPCTBEHHbIX CPEACTB AN MEOWNLMHCKOro NpMMEHeHns" (obuumanbHbid CanT
EBpasauiickoro sKoHOMUYeckoro cotosa http://www.eaeunion.org/, 21 Hosibps 2016 r.). Ctatbss 13 depepanbHoro
3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalweHUn nekapCTBEHHbIX CPEACTB AN MELMLMHCKOrO NpuMeHeHns"
(Cobpanne 3akoHopaTenbcTBa Poccuitickonn depepaumn, 2010, N 16, c1.1815; 2015, N 29, c1.4367; 2018, N 24,
cT.3407).

ViHovBuayanbHbIM MNpeanpuHUMaTensiM, OCYLWECTBASIOWMM MEOUUMHCKYIO OesATeNbHOCTb, HOOMOMHUTENbHO K
TpeboBaHMaM, ykalaHHbiM B ab3aue MNepBOM HACTOSWEro MyHKTa, 3anpelwaetcs O0gOpMNATb peLenTbl Ha
HapKoTU4Yeckre CpeacTBa M NCMXOTPONHble BEWeCTBa, BHECEeHHble B cnvcku Il u lll MepeyHsa (Banee - HapkoTnyeckue
N NCUXOTPOMHbIE NekapcTBeHHble npenapatbl cnuckos |l v lll TepeyHs).

9. lNpn HaszHayeHUM HaAPKOTMYECKUX W MCUXOTPOMHbIX NeKapCTBEHHbIX npenapartoe cnuvcka Il lNMepeyHs, 3a
UCKJIIDYEHNEM NEKapPCTBEHHbIX NPEenapaTosB B BUAE TpaHCAEepMasnbHbIX TEpaneBTUYECKUX CUCTEM U NEKAPCTBEHHbIX
npenaparos, cogepXalwmnx HapKoTU4eckoe CPencTBO B COYETaHWM C aHTaroOHUCTOM OMWOWAHbLIX PELLenTopos,
peuenTbl Ha 6yMaXKHOM HocuTene 0GOPMAAIOTCA Ha peLenTypHoM 6naHke goopmbl N 107/y-HI.

10. PeuenTypHbiii 6narnk goopmbl N 148-1/y-88 ocpopmnsieTcst npu HasHaYeHWN:

1) HAPKOTUYECKMX U MCMXOTPOMNHBIX NEKAPCTBEHHbIX npenapartos cnucka |l NepeyHs B Buae TpaHcaepMasibHbIX
TepaneBTUYECKMX CUCTEM, HAPKOTUYECKMX JNeKapcTBeHHbIX mnpenapatoe cnucka Il TepeyHs, comepxauwmx
HapKOTU4YeCcKkoe CPenCTBO B COYETAHWM C aHTarOHWCTOM OMMOMAHbIX PELENTOPOB, NMCMXOTPOMHbLIX NEKAPCTBEHHbIX
npenapartos crucka lll MNMepeyns;

2) nekapcTBEHHbIX Mnpenapatos, obnajawowmx aHabonMyeckoi akTUBHOCTbID (B COOTBETCTBUMU C OCHOBHbIM
¢oapMakonornyeckmm OencTemeM) M OTHOCAWMXCA MO aHaTOMO-TepaneBTUYEeCKO-XUMMYECKOW Knaccmdumkaumu,
pekomeHLoBaHHO BceMupHoii opraHnsaumein 3aopasooxpaHeHus (nanee - ATX)13, k aHabonmyeckum ctepomaam (Kog

A14A) (manee - nekapCTBeHHble npenapaTthbl, obnapawowme aHabonMyeckol akTUBHOCTbO B COOTBETCTBUU C
OCHOBHbIM (apMakonorn4eckum OencTBueEM);

13Cratbs 18 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaleHun neKkapCTBEHHbIX CPEACTB

ONs MeZuumHckoro npumeHeHus" (CobpaHne 3akoHomaTenbctBa Poccuiickonn Penepauun, 2010, N 16, cT1.1815;
2014, N 52, cT1.7540).

3) nekapCTBEHHbIX NPenapaToB, yka3aHHbIX B NyHKTe 5 lMNMopsaaka oTnycka oU3nyYeckuM nnLamM neKapCTBEHHbIX
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npenaparos Ans MeOWUMHCKOro NpUMEHeHWs, colepXawmx KpoMe MasblX KOMYEeCTB HapKOTUYEeCKUX CpenacTs,
NCUXOTPOMHbIX BELWECTB U WX MNPEKYPCOPOB Apyrne apMakonormyeckme akTUBHbIE BeLWECTBa, YTBEPXAEHHOro
npukasom MuHuCTEepCcTBa 34paBoOXpaHeHnsa 1 counanbHoro passntnsa Poccuiickon denepauum ot 17 mag 2012 . N
562H14 (panee - MNopsaOok oTNycka NeKapCTBEHHLIX MpenapaTos);

14 BapernctpmposaH MuHuctepctesom toctmumm Poccuiickon ®enepauun 1 uioHa 2012 r., pernctpaumoHHbiin N

24438, ¢ N3MEHeHMAMUN, BHECEHHbIMM Npukasamyu MuHucTepcTtea 3gpasooxpaHenuns Poccuinckon ®epepaumm ot 10
moHa 2013 r. N 369H (3apeructpuposaH MuHuctepcTsoM tocTtuummn Poccuiickon ®epepauun 15 nona 2013 r.,
permctpaumoHHblin N 29064), ot 21 asrycta 2014 r. N 465H (3aperucTtpupoBaH MUHUCTEPCTBOM OCTULUN
Poccuitickoin ®@epepaumm 10 ceHTsbpsi 2014 r., permctpaumoHHblin N 34024), ot 10 ceHTs6ps 2015 r. N 634H
(3apeructpuposaH MuHucTtepcTBoM toctmumnmn Poccuniickoin ®enepaunm 30 ceHTs6ps 2015 r., peructpaunonHbiii N
39063), ot 31 okTsi6ps 2017 r. N 882H (3aperucTpupoBaH MuHucTepcTBOM tocTuuum Poccuiickoii depepaummn 9
aHBaps 2018 r., peructpaumnoHHbin N 49561).

4) nekapCTBEHHbIX NpenapaToB VHAMBUAYANbHOIO U3roTOBNEHNS, COAEPXalMX HAPKOTUYECKOe CPeacTBO MK
ncuxoTponHoe BewecTBo cnucka |l MepeyHs, v gpyrve dpapmakonornyeckne akTUBHbIE BeWecTBa B [03€, He
npeBbiwatoWwelt BbICIWYIO Pa3oBylo 003y, U MPW YCNOBUW, YTO STOT KOMOMHMPOBAHHBI NEKAPCTBEHHbIV npenapart He
SABNSETCS HAPKOTMYECKMM UM NCUXOTPOMHBLIM NEKAPCTBEHHBIM NpenapaTtom cnvcka |l Mepeyrs;

5) nekapcTBEHHbIX MpenapaTtoB, noajexawux npeaMeTHO-KONMYECTBEHHOMY Y4eTy, He NepeyvmCiieHHbIX B
noanyHkTax 1-4 HacTosiWero nNyHKTa (3a UCKN0YEeHMEM fieKapCTBEHHbIX NpenapaTos, oTnyckaeMblx 6e3 peuenTta).

11. PeuenTypHbiii 6naHk goopmbl N 148-1/y-04 (n) odoopMisieTcs NpyY Ha3HaAYeHUN NEKAPCTBEHHBIX NpenapaTtos
rpaxfiaHam, uMelwuMm npaBo Ha OecnnatHoe MONyYeHUe NeKapCTBEHHbIX NpenapaToB WA NOyYeHue
NeKapCTBEHHbIX NpenapaToB CO CKUAKOM.

12. PeuenTypHblii 6nank goopmbl N 107-1/y odoopmnsieTcs npu HasHaYeHUN:

1) nekapCTBEHHbIX NpenapaToB, ykasaHHblX B NyHKTe 4 [Nopaaka oTnycka nekapcTBeHHbIX Npenapartos;

2) neKkapCTBEHHbIX NPenapaTos, He YKadaHHbIX B nyHkTax 9-11 HacToswero MNopsaka.

13. Mpun HaszHayeHUM NeKapCTBEHHOro mpenapaTta WMHAMBMAYaNbHOIO M3rOTOBMEHMS B pelenTte Ha BymaxKHOM
HocuTene u (unn) peuente B PopMe SMIEKTPOHHOrO [OKYMEHTa HauMMEeHOBaHUS NeKapCTBEHHbIX npenaparos,

BKJTIOYEHHbIX B MepedYeHb neKapCTBEHHbIX Ccpeacts ANngd MeOUUUMHCKOro npuMeHeHud, noanexawunx npegmeTHo-
KONMMYECTBEHHOMY Yy4eTyls (p.anee - NIeKapCTBeHHble Mnpenapartbl, BKAKOYEHHbIE B NepeYvYeHb HKY), yKa3blBalOTCA B

Ha4dane peuenTa, 3aTeM - BCe OCTallbHble NUHITPeaneHTbl.

13 Mpuka3 MwuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin depepaummn ot 22 anpenst 2014 r. N 1831 "O6

YTBEPXOEHUN MEepeyHs NeKapCTBEHHbIX CPeACTB O/ MEeOVLUMHCKOro MpUMEHeHUs, nonnexawmx npeameTHo-
KONMYyecTBEHHOMY yyeTy" (3apeructpuposaH MuHncTepctsoM tocTuummn Poccuiickon Pepepauunn 22 mnions 2014 r.,
permctpaumoHHblin N 33210), C W3MEeHeHusMW, BHECEHHbIMM npukasamu MuHUCTepcTBa 34paBOOXPaHEHUS
Poccuiickoin @epnepaunm ot 10 ceHTsbpsa 2015 r. N 634H (3apeructpupoaH MuHUCTEPCTBOM toCcTULmMK Poccuniickoi
depnepaunmn 30 ceHTs16ps 2015 r., peructpaumoHHbliii N 39063), ot 31 okTs6pst 2017 r. N 882H (3apernctpmpoBaH
MuHucTepcTeoM toctuumnn Poccuiickon depepaumnn 9 sHeaps 2018 r., peructpaumoHHbin N 49561), ot 5 anpens
2018 r. N 1494 (sapeructpuposaH MuHucTepctBoM toctuumm Poccuiickon depepauun 3 mas 2018 r.,
peructpaumoHHbin N 50961), ot 27 uiona 2018 r. N 471H (3apervnctpmposaH MuHMCTEPCTBOM tOCTULMN Poccuinckom
®depepaummn 14 aerycta 2018 r., peructpaumnoHHbii N 51885).

14. MNpw Ha3HaYeHUN NeKapCTBEHHOrO NpenapaTa B peLenTte Ha ByMaxKHOM HocUTene u (Mnn) peuenTe B oopMe
9NIeKTPOHHOr0 [OKYMeHTa 3arnpeliaeTcs npesbiwaTb KOMMYECTBO HAPKOTUYECKUX CPEenCTB WU MNCUXOTPOMHbIX
BELWECTB, KOTOPOE MOXET OblTb BbINMCAHO B OOHOM pPeELENTe, yCTaHOBNEHHOe npuioxeHnem N 1 k HacTosiwemy
Mopsanky, 3a UCKIIDYEHMEM ClyYaeB, yKaldaHHbIX B NyHKTax 16 n 25 HacToswero MNopsaaka.

15. MNpy HasHaveHWn nekapCTBEHHbIX MpenapaToB, BKYEHHbIX B nepeyeHb MKY, nosa koTopbix npesblwaet
BbICWINIA OLHOKPATHBIA MPMEM, MeOMUUHCKMIA paboTHMK obo3HavaeT [o3y 3TOro NeKapCTBEHHOro npenapaTa B
peuenTte Ha GymMaxkHOM HOCWUTENe MPOMUCbIO C MPOCTaBNEHMEM BOCKMLATENbHOrO 3Haka v (Mnv) npocTasnseTt
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BOCKNMUATENbHbIA 3HAK Npu odoopmieHuun peuenTa B oopMe 31eKTPOHHOr0 AOKYMeHTa.

16. KonmyectBo HasHa4YeHHbIX NEKAPCTBEHHbIX MpenapatoB, BKOYEHHbIX B nepedeHb KY, npu okasaHuwu
naunMeHTam, HyXAalownMcs B OAUTENbHOM NIeYeHUW, MEepPBUYHOM MEOMKO-CaHWTapHOW MoMoWWM M nannuaTyvBHOM
MELMLMHCKOM NomMoLlwm MOXeT ObiTb YBENUYEHO He Bonee Yem B 2 pasa No CPABHEHUIO C KOIMYECTBOM HAPKOTUYECKMX
CPEOCTB MM TMCUMXOTPOMHbIX BEWeCTB, KOTOpoe MoXeT ObiTb BbIMMCAHO B OOHOM PeLEnTe, YCTAaHOBNEHHbIM
npunoxeHvem N 1 k HacToswemy Mopsiaky.

B cnyyasix, npeaycMoOTpeHHbIX ab3aueM MepBbiM HACTOSAWEro MNyHKTa, Ha peuenTtax Ha GymMaxkHOM HocuTene
npomnssoamTcs Hagnucb "Moo cheumanbHOMY Ha3HAYeHWKD", OTOENbHO 3aBepeHHas MnoAMNUCbD  MEAWLMHCKOro
paboTHMKA W nevyaTbld MeOWUMHCKOW opraHm3aumm "Lns peuentoB”, Ha peuentax B OOpMe 3NEeKTPOHHOMO
JOKyMeHTa npomu3soautcsas otmetka "[lo  cneuvmanbHOMY — HasHauyeHU" €  NPOCTaB/IEHUEM  YCUIEHHON
KBanMULMPOBaHHOK 3NeKTPOHHOK NOANNCH MeaNUMUHCKOro paboTHMKA.

17. CocTaB nekapCTBEHHOro npenaparta, NekapcTBeHHas goopma u obpalleHne MeauuUMHCKOro paboTHuka K
papmaLeBTnyeckoMy paboTHUKY 06 OTMycKe NeKapCTBEHHOro npenapaTta OOOPMASIOTCS Ha NaTWHCKOM S3blke B
POANUTENbHOM Najexe.

Mpn odhopmneHun peuenTypHbix GNaHKOB [OMYycKaeTCs MCMONb30BaHWe cokpaleHwin (npunoxenne N 2 k
HacTosawemy Mopsaky).

Mpun HasHayeHUM nekapcTBEHHOro npenaparta He [AonyckaeTcsl cokpaleHue 6nmM3kux no HauMeHOBaHUSIM
WHIPEOMEHTOB, COCTABNSAOWMX JNIEKAPCTBEHHbI Npenapart, He M03BONAWMX YCTAHOBUTb, KaKoW WMEHHO
NeKapCTBEHHbIA NpenapaT Ha3Ha4eH.

18. Cnocob npvMeHeHUs nekapCTBEHHOro npenaparta 0b603HayaeTcsi C yka3aHWeM [03bl, 4acTOTbl, BPEMEHN
npuemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) W €ro AAMTENbHOCTW, a AN NeKapCTBEHHbIX nNpenaparos,
B3aVMMOLEVCTBYIOWMX C MULLENA, - BPEMEHW UX YNOTPEONEeHUs OTHOCUTENbHO MpreMa nNuwmn (4o enbl, BO BPEMS eflbl,
nocne efbl).

19. MNpwn Heobx0ANMMOCTU HEMELNIEHHOIO UMM CPOYHOrO (B TeyeHne AByx paboumx AHei) oTnycka nekapcTBEHHOro
npenaparta nauueHTy B BepXHEN yacTu peuenta Ha OyMakHOM HOCUTene MpocTaBnsioTcs 0603HayeHus “cito"
(cpoyHO) mnu "statim” (HemenneHHo). AHanoruyHble 0603HaYEHUSI NPOCTABASIOTCS B BUAE OTMETOK NPY 0GOOPMNIEHNN
peuenTta B popMe 3NEKTPOHHOrO OOKYMEHTa.

20. MNpy 0GPOpPMNEHNN HasHa4YeHNsl TOTOBOrO NIEeKAapCTBEHHOro npenapara B peuenTte Ha GyMaXkHOM HocuTene
Unn peuenTe B OOPMe SNEKTPOHHOro JOKYMEHTAa KONMYECTBO OeACTBYIOILIMX BELWECTB YKa3biBAeTCA B COOTBETCTBUM C
WHCTPYKUMER No MeauLMHCKOMY NPYMEHEHNIO NIeKapCTBEHHOro npenapara.

[Mpy odbopMneHnn HasHayeHWs neKkapCTBEHHOro npenapara WHAMBWAYanbHOrO W3rOoTOBIEHUS B peuenTe Ha
6yMaxHOM HocuTene WM peuente B (POPME 3NEKTPOHHOIO [OKYMEHTA KOMMYECTBO TBEPObIX W  ChiNyyux
hapmaueBTnyeckux cybcTaHumii ykasbiBaetcs B rpammax (0,001; 0,5; 1,0), Xuaokux - B MUNAMAUTPAX, rpaMmMax u
Kannsx.

21. Peuentbl Ha 6ymMaxHOM HocuTene, B (POPMe 3NEKTPOHHOrO AOKYMEHTA, OCPOPMEHHBIE HA PELENTYPHOM
6nanke copmbl N 148-1/y-88 1 npenHasHayeHHble ANS OTMycka NeKapCTBEHHbIX Mpenapartos, NpeayCMOTPEHHbIX
noanyHktamm 2-5 nyHkTa 10 HacTosiwero MNopsaaka, OeicTBMUTENbHbI B TedeHne 15 gHel co oHa odopMaeHus.

22. Peuentbl Ha 6yMaxHOM HocuTene, B (POPMe 3NEKTPOHHOr0 AOKYMEHTA, OCPOPMEHHBIE HA PELENTYPHOM
6naHke copmbl N 148-1/y-04 (n) n nNpepHa3HaYeHHble AN OTNycka NEKAPCTBEHHbIX MpPenapatoB rpax.iaHaw,
yKasaHHbIM B NyHKTe 11 HacToswero MNopaaka, AencTeuTeNbHbl B TedyeHne 30 AHeln co AHS 0popMaeHus.

23. Peuentbl Ha 6yMaxHOM HocuTene, B popMe 3NEeKTPOHHOIrO AOKYMEHTA, OCPOPMIEHHbIE Ha pPeLenTypHOM
6naHke copmbl N 148-1/y-04 (n) n nNpepHa3HaYeHHble AN OTNycka NEKAPCTBEHHbIX MpernapatoB rpax.iaHaw,
JOCTUrWMM MEHCUOHHOrO BO3pacTa, WHBaNWAAaM MNEepBON rpynnbl, AeTAM-MHBanNMAaMm, a TakXxe rpaxgaHam,
cTpajalowyM XpoHUYeckmMm 3aboneBaHusMy, TPebyloWwuMN OANTENBHONO KYPCOBOrO NEYEHUs, OeACTBUTENbHbI B
TeyeHne 90 OHel co AHA 0OPOpPMNEHNS.

Lnsa neyeHnst xpoHuWyeckmx 3aboneBaHWin yKasaHHbIM KaTeropusiM rpaxpnaH fekapCTBEHHble npenapartbl C
OCPOpPMNEHMEM peLenToB Ha OyMakHOM HOCUTENE MM PELENnTOB B (POPME 3NEKTPOHHOIO AOKYMEHTA MOryT
HasHayaTbCs Ha Kypc nedyeHns 0o 90 oHen.
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24. Peuentbl Ha ByMaxHOM HocuTene, B popMe 3NEeKTPOHHOIrO AOKYMEHTa, OCPOPMIEHHbIE HAa peLenTypHOM
6naHke cpopmbl N 107-1/y n npefHa3HaYeHHble ONA OTNycKa NEKAPCTBEHHbLIX MpPenapaToB, MPEeAyCMOTPEHHbIX
nyHKTOM 12 HacTosuwero lNopsaka, AeNCTBMTENbHbI B TedeHne 60 gHel Co OHSA OPOPMAEHNS.

Mpn HasHayeHUU roToBbIX NEKAPCTBEHHbIX MpenapatoB W NEeKapCTBEHHbIX MNpenapaToB WHAMBUAYaNbHOrO
W3roTOBNEHUS naumeHTam ¢ 3aboneBaHnsaMu, TPebyoWMMKN ONUTENBHOTO KYPCOBOMO NeYEHNs, C OCDOPMIEHMEM Ha
peuenTtypHom 6nanke goopmbl N 107-1/y peuenta Ha BymMaxKHOM HocuTeNe UM B oopMe 3NEKTPOHHOMO AOKYMeHTa
ycTaHaB/MBaeTCa CPOK OENCTBMA peuenTa B npedenax 4o 0O4HOro KaneHgapHoro roga.

B cnyyae ycraHoBneHus cpoka OecTBWS peuenTta B npefenax [o OOHOro roga B peuenTte npocTasnsercs
oTmeTka "lMo cneumanbHOMy HasHayeHwio", 0603HayaeTCs CPOK AENCTBMS peuenTta WM NEPUOAMYHOCTb OTMycKa
NeKapCTBEHHbIX MpenapaTtoB M3 arnTeyHow opraHv3aumy unv UHOMBUAOyaNnbHbIM MpeanpuHUMaTeneM, KMeloWwmm
NMLUEH3NI0  Ha  (papMaueBTMYeCKYl0 [OeATeNbHOCTblé  (eXeHedenbHO, €eXEMeCAYHO W UWHble nepuoapl).

JononHMTENBHO 3TO yKasaHWe 3aBepsieTCs MOAMUCHIO U NeYaTbio MeLULMHCKOro paboTHMKA, a TakXe MneyvyaTblo
MeOVLMHCKON opraHusauun "LOns  peuenTtoB" (Ons peuenta Ha OyMakHOM HOCUTENE) WAW  YCUNEHHOM
KBaNMULMPOBAHHON SNEKTPOHHOM MOAMWUCHID MEOULUUHCKOro paboTHMKA W nuua, YNONHOMOYEHHOrO 3aBepsiTb
JOKYMEHTbI OT UMEHN MEAULMHCKON opraHn3aumu (ons peuenta B (oOpMe 3M1EKTPOHHOrO OKYMEHTA).

16MyHkT 47 vactm 1 ctatbm 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O nuueH3mposaHMu

oTaenbHbIX BMOOB gesitenbHocTn" (CobpaHne 3akoHopatenbcTBa Poccuiickoin depepauun, 2011, N 19, cT1.2716;
2012, N 31, ¢1.4322; 2013, N 9, ¢1.874; N 27, ¢1.3477; 2014, N 30, c1.4256; N 42, c1.5615; 2015, N 1, c1.11; N 29,
c1.4342; N 44, c1.6047; 2016, N 1, c1.51; 2018, N 31, ¢1.4838; N 32, c1.5116; N 45, c1.6841; N 53, cT1.8424).

25. Peuentbl Ha npou3BoaHble 6apbuTypoBO KUCNOTbl, KOMOUHMPOBAHHLIE NEKAPCTBEHHbIe npenapaTol,
cogepxawue KogeuH (ero conu), NHole KOMBUHMPOBAHHbBIE NEKAPCTBEHHbIE Npenaparthbl, nognexawmve npeaMeTHo-
KONMYECTBEHHOMY y4eTy, NeKapCTBEHHble NpenapaTsl, obnanatowme aHabonn4eckol ak TMBHOCTbIO B COOTBETCTBUM C
OCHOBHbIM (papMakonorm4yeckum OencTBveM, ANS NeYeHUs NauMeHTOB C XPOHMYECKMMM 3aboneBaHUsiMU MOryT
0POPMNATLCA Ha KYypC neveHns 0o 60 oHen.

B maHHbIX cnyyasix B peuentax Ha OymMaxHOM HocuTene npousBoamTcss Hagnucb "lMo  crneumanbHoMy
HasHa4yeHuo", 3aBepeHHas MOAMNUCbI0 MeOWUMHCKOro paboTHMKA M MevaTblo MedMUMHCKOW opraHusaummn "Lns
peuenToB”, peuenTtax B oopMe 3NEKTPOHHOro AOKYMEHTA Npomn3BoanTcs otMeTtka "o cneumanbHOMy HasHavyeHuo",
C NPOCTaBNiEHWEM YCUJIEHHON KBanndUUMPOBAHHOW 3NEKTPOHHOW MOANUCU MeOMUMHCKOro paboTHMKa K nuua,
YNOMHOMOYEHHOr0 3aBEPATb AOKYMEHTbI OT UMEHU MEANLVHCKOM OpraHu3aumu.

26. Peuent Ha 6GymaxHOM HocuTene, B (QOPME 3/IEKTPOHHOIrO [LOKYMEHTa, OCOPMIIEHHbI C HapylweHWeM
YCTaHOB/EHHbIX HAacToAWMM MNMopsaakom TpeboBaHUiA, cUMTaeTCA HEAENCTBUTENBHBIM.

Il. HazHauyeHune NneKapCTBeHHbIX NpenapaTtoB NMpu okasaHUu MeaVULUHCKON NOMOLLM B
CTaLllMOHapPHbIX YCNOBUAX

27. lNMpwn okasaHun naumeHTy MeAWMLMHCKOW MOMOWM B CTAUMOHAPHbLIX YCNOBUSX Ha3HayeHue neKapCTBEHHbIX
npenapatoB Npon3BoanTCcs 6e3 ohopMaeHNs peuenta MEAULMHCKAM PABOTHUKOM €OUHOMMYHO, 3a WCKIOYEHNEM
cnyyaes, yKasaHHbIX B NyHKTe 28 HacTosuwero Mopaaka.

28. CornacoBaHve HasHa4yeHusi NeKapCTBEHHbIX MPEnapaToB C 3aBeaytownM OTAENEeHNEM UM OTBETCTBEHHbIM
LeXYpHbIM Bpa4om nubo opyrum AnMLOM, yNONHOMOYEHHBIM MPUKA30M raBHOro Bpaya MeAULMHCKOM opraHu3auuy, a
TakXxe, NMpv HanM4mMu, ¢ BPa4oM - KJIMHNYECKUM oapMakonorom Heobxoaumo B cnyyasx:

1) OLHOBPEMEHHOr0 Ha3HayYeHWs NATK U 6onee NeKapCTBEHHbIX MPenapaTtoB OAHOMY NALMEHTY;

2) Ha3Ha4yeHMsl NeKapCTBEHHbIX MPenapaToB, He BXOASWMX B NepevyeHb XN3HEHHO HEeOOXOAMMbIX U BaXKHeMwmx
NIeKapCTBEHHbIX NpenapaToBl?, MPU HETUMUYHOM TeyeHun 3aboneBaHus, HaAMyuM OCNOXHEHWUA OCHOBHOMO
3abonesaHnst 1 (unu) conyTcTBylowWMUx 3aboneBaHnit, NPY Ha3HAYEHUN NEKAPCTBEHHbLIX MpenapaToB, 0COO6EeHHOCTY

B3aVMOLEWNCTBNSA 1 COBMECTMMOCTU KOTOPbIX COMNACHO WMHCTPYKUMSM MO WX MPUMEHEHUID MPUBOAST K CHUXEHMIO
adhhekTUBHOCTU 1 BesonacHocTy dhapMakoTepanuum U (Unm) co3garT MOTEeHUMANbHYH ONacHOCTb ONS XWU3HU U
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340p0BbA nauneHTa.

17TMyHkT 1 cTaTtbm 60 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6 obpalueHnn nekapcTBEHHbIX

cpencte" (CobpaHue 3akoHopaTtenbctea Poccuiickon ®enepaunmn, 2010, N 16, c1.1815; 2012, N 26, c1.3446; 2014, N
52, c1.7540).

B ykasaHHbIX cnyvasix HasHa4yeHue NeKapCTBEHHbIX MPenapaToB OUKCUMPYETCs B MEAULMHCKOW LOKYMEHTaumu
nauvMeHTa u 3aBepsieTCcs MOANUCbI0 MEOULMHCKOro paboTHMKA M 3aBelylolWero OTAeneHVeM (OTBETCTBEHHOro
LEXYPHOro Bpaya unu gpyroro ynosHOMOYEHHOro nmua).

29. MeamumHckuiAz paboTHMK MELMLMHCKO OpraHm3auum (ee CTPYKTYPHOro noapasneneHuns), pacnonoXeHHon B
CeNIbCKOM HaceNleHHOM MyHKTe, OCYLEeCTBNSeT HasHayeHue NieKapCTBEHHbIX MpenaparoB B Clyvasix, ykasaHHblX B
nyHkTax 28 n 30 HacToswero Nopsaka, e AMHONNYHO.

30. Mo pelweHno BpadedbHON KOMUCCN NaLMEHTaM MpW OKa3aHWW UM MEOULUHCKON MOMOWM B CTaLUOHAPHbIX
YCNOBMSAX Ha3HA4yalTCs NeKapCTBEHHble Mnpenapatbl, He BKJIIOYEHHbE B MEpPeYeHb XU3HEHHO HEeobXoOMMbIX W
BaXXHeNWNX NEeKapCTBEHHbIX NMPenapaTtoB, B ClyYae MX 3aMeHbl M3-3a WHAMBMAOYaNbHOW HENepeHOCMMOCTW, MO
XVW3HEHHbIM NMOKa3aHUSIM.

PeweHre BpayebHON KOMUCCUN CPUKCMPYETCS B MEAMLMHCKOM OOKYMEHTaUMW nauueHTa n XypHane spavyebHoi
Kommceum.

31. B cnyyasix obcnenoBaHns U nedYeHns rpaxaHvHa B CTAUMOHAPHbBIX YCNOBUSIX B paMKkax NpPenoCcTaBNeHUs
MEeOMLIMHCKMX YCNYT Ha BO3ME3OHOW OCHOBE 3a CYET NMYHbIX CPEACTB rpaxaH, CPeLCcTB IOPUIANYECKUX NNL, U UHBIX
CPELCTB Ha OCHOBaHMM 0OrOBOPA, B TOM YMCie forosopa LOOPOBONbHOMO MEANLMHCKOMO CTPaxoBaHUsils | eMy MoryT
OblTb Ha3Ha4yeHbl NEKAPCTBEHHblE Mpenapartbl, He BXOASWME B NepeyvyeHb XW3HEHHO HeOOXOAUMbIX U BaXKHEMWmx
NeKapCTBEHHbIX NMpenapaToB, ECNM UX HA3HAYEHME U NPUMEHEHWE 0BYCNOBNEHO MELMUMHCKUMU NOKa3aHUSIMU.

12 MocTaHoBneHuwe MNpaBuTtenncTea Poccuiickoin depepaunmn ot 4 okTsbpa 2012 r. N 1006 "O6 yTBEepXaeHWUU

MpaBnn  nNpenocTaBneHWs  MEOVMUMHCKUMU  OpraHu3aumsMy  nnaTtHbiXx  MeguumHckmx — yenyr"  (Cobpaxune
3akoHopaTenbcTBa Poccuiickon denepauuu, 2012, N 41, ¢1.5628).

lll. HasHayeHue nekapcTBeHHbIX NpenapaToB NpPU oKasaHMWU NepBUYHON MeOUKO-CaHUTapHOW
noMoLL U, CKOPpOM MeAULIMHCKOM NOMOLLLM U nannmaTuBHOW Me QULLMHCKOM NOMOLLLY

32. I"Ip|/| oKasaHuun I'IepBI/I‘-IHOVI Me,D,I/IKO-0aHI/ITapHOI7I noMowu ” nanaMaTtUBHOM MeguUMHCKOW MoMolWwwn B
aM6ynaTopr|x yCcnoBumsax Ha3HadyeHne nekapCTBEHHbIX npenapatoB ocyuwecTBnaeTcsa MedUUNHCKUM pa6OTHI/IKOM B
cny4dasax TUNNYHOro Te4yeHus 3aboneBaHMsl NauneHTa UCXoAas U3 TSXECTU n XapakTtepa 3aboneBaHus.

33. HasHayeHve nekapcTBEHHbIX MPenapaTtoB MO peleHnio BpayebHOM KoOMUCCUMM MpU OKalaHWM MepBUYHOM
MEIMKO-CaHWTapHOM MOMOLWM, ManaMaTMBHON MeOMLUMHCKOA moMowu B ambynaTopHbIX YCNOBMSIX NMPOW3BOAWUTCS B
cnyyvasix:

1) OOHOBPEMEHHOro Ha3Ha4eHnsa OOHOMY NaUUEeHTY NATU U 6onee nekapCTBEeHHbIX npenapatoB B Te4eHNe O0OHUX
CYTOK Unn CBbllle OecAaTun HaMMEeHOBaHWU B TEYEHNE OHOMO MecsLa;

2) HasHa4YeHUs NeKapCTBEHHbIX MpenapaTtoB NPV HETUMUYHOM TeyeHuU 3aboNeBaHusl, HaNUYUKM OCNOXHEHWI
OCHOBHOro 3abonesaHust 1 (MAKM) conyTCTByoWMX 3ab0NeBaHW, NPU Ha3HAYEHMU NEKAPCTBEHHLIX Mpenapartos,
0COBEHHOCTU B3AWMOAENCTBMS 1 COBMECTUMOCTU KOTOPbIX COTTACHO MHCTPYKUMSM MO UX MPUMEHEHUIO MPUBOLAT K
CHUXEHUIO 3PEKTUBHOCTM 1M BEe30NacHOCTM NeYeHns naumeHTa u (Unm) co3narT NOTEHUMANbHYIO ONacHOCTb ANs
XW3HW U 3[0POBbS NALMEHTA;

3) NePBNYHOro Ha3HaAYEeHUS NALMEHTY HAPKOTUYECKMX U NCMXOTPOMHBIX NIEKaPCTBEHHbBIX NpenapaTos cnvckos Il n
[l MepeyHss (B cnyyYae MPUHATUS PYKOBOAUTENEM MEOWLMHCKOW oOpraHvM3auun peleHnss o HeobxoamMMocTy
COr 1acoBaHUsl Ha3Ha4YeHNs Takux NekapCcTBEHHbIX NpenapaToB ¢ BpayebHon komuccuei).

34. [loBTOpHOE Ha3HayeHWe HapKOTMYECKMX WM MCUXOTPOMHbLIX NeKapCTBEHHbIX npenapatos cnuckos |l u I

NC «Kopekc: 6 nokoneHme» HTpaHeT



06 yTBEp>XAEeHMN NopSAAKa Ha3HAYeHWS IeKapCTBEHHbIX NpenapaTos, HOpM peLenTypHblX 61aHKOB Ha NekapCTBEHHbIe NpenapaThl, CtpaHuua 10
nopsaka ohopMIEHNS yKa3aHHbIX 61aHKOB, UX y4eTa U XpaHeHuns
lMpuka3 MuH3gpasa Poccum oT 14.01.2019 N 4H

MepeyHsi NpPOM3BOAMTCS MEOULMHCKUM pPabBOTHUKOM CaMOCTOSITENbHO MauMeHTaM C  BblpaXeHHbiM 60neBbiM
CUHOPOMOM J06Oro reHesa, HapyWeHWeM CHa, CYLOPOXHbIMU COCTOSIHUSIMUA, TPEBOXHbLIMU pPacCcTPOVCTBaMK,
hobMAMU, ICUXOMOTOPHBIM BO36Y X IEHMEM.

35. lpn okasaHUM CKOPON MEeOULMHCKON NOMOWM NeKapCTBEHHble npenapaTbl HasHayalTCcs MeaULUHCKUM
paboTHUKOM Bble3nHoOW Opurafbl CKOPOW MEOMLMHCKON MOMOWMW, MEONUUHCKMM pPaboTHMKOM  MeauUMHCKOM
opraHusauuy nNpu okasaHuy MeaMLMHCKON MoMOoLWM rpax.aaHam npu 3abonesBaHusix, HECYACTHbIX Cyyasx, TpaBmax,
OTPaBNEHUSIX U OPYrX COCTOSIHUSX, TPEBYIOWUX CPOYHOro MEANLMHCKOrO BMELWaTeNbCTBa.

IV. HasHauyeHune neKapcCTBeHHbIX npenaparos rpaxagaHam, MMero WM rnpaBo Ha 6ecnnatHoe
nojiy4yeHune nekapCTtBeHHbIX npenaparoB Nan nony4vyeHue neKapcTtBeHHbIX npenapartoB CO CKUOKOW,
npun okasaHuu nepBMquﬁ Me.uMKo-caHmapHoﬁ nomMmoLiun

36. lMpu okasaHWM NepBUYHON MEOMKO-CAHUTAPHON MOMOWM Ha3HAYEeHUEe MeaMLMHCKUM pPaboTHUKOM B
COOTBETCTBUM CO CTaHAAPTaMn MEOMLIMHCKOA NOMOWMI? neKkapCTBEHHbIX NpenapartoBs, OTnyckaeMbix 6ecnnaTHo mnm

CO CKWUIKOW, OCYyWeECTBNSETCS Ha peuenTypHoM Hnavke gpopmbl N 148-1/y-04 (n) ¢ y4eToM pa3BmTusi 3abonesaHus,
0COBEHHOCTEN TEYEHUS OCHOBHOMO M COMYTCTBYOWEro 3a60eBaHnii CnefyoWwmnM KaTeropusiM rpax iaH:

19 MyHKT 4 yactn 1 ctatbu 37 PenepancHoro 3akoHa oT 21 Hosbpsa 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl

300poBbs rpaxpaaH B Poccuiickoin denepaumn” (CobpaHue 3akoHomatenoctBa Poccuiickoni depepauun, 2011, N
48, cT.6724; 2018, N 53, cT1.8415).

1) rpaxpaHam, MMEKWWM MNpPaBO Ha MONyYeHWe roCydapCTBEHHOM couuwanbHoM nomMown B Buae Habopa
coumnarnbHbIX YCnyr, B COOTBETCTBUN C NepeyYHeM NIeKapCTBEHHbIX NpenapaTos ANnsd MeauLMHCKOro npuMeHeHus, B TOM
yncne neKapCTBEHHbIX MpenapaTtoB ANs MEeOMLUMHCKOro MPUMEHEHMsl, HasHayaeMblX MO peleHnio BpayebHbIX
KOMUCCUIA MeONLIMHCKUX OpraHn3auunmo ;

2WYacTtb 2 cTatbu 6.2 PegepanbHoro 3akoHa ot 17 mong 1999 r. N 178-d3 "O rocynapCTBEHHON coumnanbHON

nomouwn" (CobpaHme 3akoHoaatenbcTea Poccuiickon denepaunn, 1999, N 29, ¢1.3699; 2009, N 30, ¢1.3739; 2010, N
50, cT.6603; 2013, N 48, cT1.6165).

2) nuuam, O60MbHbIM TemMoUNMed, MyKOBUCLMAO30M, ruMnocpnsapHbiM  HaHuaMoM, 6onesHbio [ouwe,
3/10Ka4eCTBEHHbIMY HOBOOOGpPa3oBaHMsSIMA NMMAOONAHON, KPOBETBOPHON M POACTBEHHBIX WM TKaHEei, paccesiHHbIM
CKNIepo30M,  reMONNTUKO-YPEMUYECKUM  CUHOPOMOM,  IOHOWECKUM  apTpUTOM C  CUCTEMHbIM  Hayasnow,
mykononucaxapugosom |, Il n VI tunos, nuy nocne tpaHcnnaHTaumvm OpraHoB W (Unn) TKaHehn B COOTBETCTBUM C
nepeyHeM fiekapCTBeHHbIX NpenapaTos, yTeepxXxaaembiM [NpasutenscteoM Poccuinickon denepauum 2.

21YacTb 7 ctatbn 44 denepanbHoro 3akoHa oT 21 Hosbps 2011 r. N 323-d3 "O6 ocHoBax oxpaHbl 300POBbS

rpaxnaaH B Poccuiickoin depepaunmn” (CobpaHue 3akoHopatenbctea Poccuiickon ®enepaunn, 2011, N 48, cT1.6724;
2013, N 48, cT1.6165; 2016, N 18, c1.2488; 2018, N 32, ¢1.5092).

3) rpaxgaHam, VMelowWwnMM MpaBO Ha MOMy4YeHWe NeKapCTBEHHbIX npenapatoB 6ecrnnaTtHO WAM MonyvYeHue
NeKapCTBEHHbIX MpenapaToB CO CKMOKOM 3a cyeT cpeAcTB OroaxeToB cybbektoB Poccuiickon depepauun, B
cooTBeTCcTBMU C [lepedyHeM rpynn HaceneHusi n kateropuii 3abonesaHwii, Npu ambynaToOpPHOM NEYEHUN KOTOPbIX
nekapcTBeHHble cpeancTea U n3genna MeauunHCKOro HasHa4yeHmnsa oTnyckarTcd no peuentam Bpaqe|7| 6eCI'IJ'IaTHO, n
MepeyHeM rpynn HaceneHus, npy ambynatoOpHOM NEYEHUM KOTOPbIX NEKAPCTBEHHbIE CPEACTBA OTMYCKATCA MO
peuenTtamM Bpayer ¢ 50-NpoLEeHTHOI CKMOKOWA co CBODOAHBIX LIeH, YTBEPX AEHHbIMU NocTaHoBNeHeM MpaButensctea
Poccuiickon ®epepaumm ot 30 niona 1994 r. N 89022

22 CobpaHune 3akoHomaTenbctea Poccuiickon depepaumnn, 1994, N 15, c1.1791; 1995, N 29, ¢1.2806; 1998, N 1,
c1.133, N 32, ¢1.3917; 1999, N 14, cT.1724, N 15, c1.1824; 2000, N 39, ¢1.3880; 2002, N 7, cT1.699.
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4) rpaxaHam, CTpafamlmM XN3HeYrpoXatoWwmnMy U XPOHNYECKMM NMPOrPeECCUPYOWNMA PeaknumMm (opgaHHbIMK)
3a60n1eBaHNSAMU, NPVBOISALWMMM K COKPALLEHMIO NPOAOCIXUTENBbHOCTU XU3HW rpax daH U X MHBaNMAHOCTN 23 .

23 MNocTanosnenue lMpasutensctea Poccuiickon depepaunn ot 26 anpensa 2012 r. N 403 "O nopsioke seaeHus

denepanbHOro peructpa nuu, CTpajarowWwmx XU3HEYrpoXarownumMm 1 XPoOHNYECKUMI NPOrpecCcupyowmnumMmn peakmmm
(opthbaHHbIMK) 3aboneBaHMsIMK, MPUBOIOSAWMUMA K COKPAWEHWI0 MPOLONXUTENIbHOCTU XU3HM TpaxphaH u ux
WHBANMOHOCTW, U ero permoHanbHoro cermeHTa" (CobpaHne 3akoHomaTtenbctea Poccuiickoih depepaunn, 2012, N
19, c1.2428; N 37, ¢1.5002).

Mpu ocpopmneHun peuenta Ha 6naHke dpopmbl N 148-1/y-04 (n) Ha BymakHOM HocuTene OGOOPMASIOTCS OBa
aK3eMnnsipa, OOMH M3 KOTOPbIX OCTaeTCs B anTe4yHOW opraHv3aumu, BTOPOW - B MEOMLMHCKON AOKyMeHTauuu
naumeHTa.

37. MNpaBo HasHayaTb NEeKapCTBEHHble Mpenapartbl rpaxaaHaM, UMelowWwrM NpaBo Ha GecnnaTtHoe nonyyeHue
NleKapCTBEHHbIX MPEenapaToB UM MOMyYeHNe NEKaPCTBEHHbIX NPenapaToB CO CKUOKOW, TakXe NMEIT:

1) MeauumHckme paboTHWKK, paboTalme B MEAULMHCKONA opraHvM3auuy no COBMECTMTENbCTBY (B mpeaenax
CBOEWN KOMMNeTeHUunn);

2) MeanUMHCKMe paboTHMKM CTaLMOHAPHBIX OPraHn3aumnin coumanbHOro 06CnyXnBaHns NPy HaNMuUM NULEH3UN
Ha OCYLWECTBNEHVNE MEONLMHCKON OeATENbHOCTM24 | NpeaycMaTpuBatoLlei BolinoniHeHe paboT (okasaHue ycnyr) rno
0Ka3aHWIo NepPBUYHON MeaMKO-CaHUTAPHOW nomowy B ambynaTopHbIX YCNOBMSIX (HE3aBUCKMMO OT BELOMCTBEHHOM
NPUHAONEXHOCTHN);

24TlyHKT 46 yactm 1 cTtatbum 12 depepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuueH3mpoBaHuU

oTaenbHbIX BMAOoB aesitenbHocTn" (CobpaHne 3akoHopatenbcTBa Poccuiickoin depepauun, 2011, N 19, cT1.2716;
2012, N 31, ¢1.4322; 2013, N 9, c1.874; N 27, ¢1.3477; 2014, N 30, cT1.4256; N 42, c1.5615; 2015, N 1, c1.11; N 29,
c1.4342; N 44, c1.6047; 2016, N 1, c1.51; 2018, N 31, cT1.4838; N 32, c1.5116; N 45, c1.6841; N 53, cT1.8424).

3) MenuumHckMe paboTHUMKU MEeOVUMHCKMX OpraHu3auuii, OKasblBaloWWMX MEePBUYHYID MELMNKO-CaHUTapHYHO
MoMoLb, MOABELOMCTBEHHbIX (pelepasbHbiM OpraHaM WCMONHUTENbHOW BRacTW WM OpraHaMm WCMOSHUTENbHOW
BnacTu cybbekToB Poccuiickoin denepaumnu;

4) vHOMBMAyanbHble NPeanpUHUMATENN, OCYWECTBASIOWNE MEAMUMHCKYID OEeATeNbHOCTb W BK/YEHHbIE B
peecTp MeOULMHCKUX OpraHu3auuii, OCyWeCTBASOWMX OesTEeNbHOCTb B cdpepe 00653aTeNbHOro MeaMUMHCKOro
CTpaxoBaHusi.

38. lNpn HasHaYeHUM NeKapCTBEHHbIX MPenapaTtoB rpaxgaHam, UMeKWMM npaBo Ha bGecnnatHoe nony4yeHue
NEeKapCTBEHHbIX MPEnapaToB WM MOJlyYeHNe NeKapCTBEHHbIX MpenapatoB CO CKWOKOW, B peuenTe ykasblBaeTtcs
HoMep TenedgoHa, MO KOTOPOMY PabOTHUK anTeyHoW opraHmsauuyM npyv HeobxoOMMOCTU MOXET corjacoBatb C
MeaMLMHCKMM paboTHUKOM 3aMeHy NIeKapCTBEHHOMO npenaparTa.

39. HasHauyeHvne HapKOTMYeckMx MW MCUXOTPOMHbLIX NeKapCTBeHHbIX npenapatos cnucka Il MNepeyHa (3a
WCK/IOYEHNEM NIeKapCTBEHHbIX MpenapaToB B BWAe TpaHcOepMalbHbIX TepaneBTUYECKUX CUCTEM, a TakXe
NeKapcTBEHHbIX MpenapaTos, cofepXawmx HapkoTUYyeckoe CPeAcTBO B COYETAHWM C aHTarOHWCTOM OMUOWAHBIX
peLenTopoB) rpaxJaHam, NMelWwmnM npaso Ha 6ecnnatHoe NoNyYeHne NeKapCTBEHHbIX MpenapaTos MW NonyyYeHns
NeKapCTBEHHbIX NPenapaToB CO CKNIOKOM, OCywWwecTBAseTcs Ha peuenTypHom 6naHke dpopmbl N 107/y-HI, k koTopomy
LOMONHUTENBHO OCPOPMASETCS PeLenT Ha peuenTypHoM BnaHke doopmbl N 148-1/y-04 (n) (B ABYX aK3eMmnnsipax npw
ocpopmneHun Ha 6ymaxk HoM HocuTene).

40. HasHayeHvne HapKOTMYeckMX M MCUXOTPOMHbIX NleKapCTBeHHbIX npenapatos cnucka Il MNepeyHa B Buae
TpaHcoepmanbHbIX TepaneBTUYECKUX CUCTEM, HapKOTUYECKWX neKapCTBEHHbIX npenapatoB cnucka Il Nepeyns,
cogepXauwmx HapKoTMyeckoe CpPeAcTBO B COYETAHWU C aHTaroHWCTOM OMUOWIHbIX PELenTopoB, NCUXOTPOMHBLIX
nekapcTBeHHbIX npenapatoB cnucka Il MepeyHs, nekapCTBEHHbIX MpenapartoB, BKAOYEHHbIX B nepeyeHb [1KY,
NeKapCTBEHHbIX MpenapaTtoB, obnapawwmx aHaboNMyeckon akTUBHOCTbIO B COOTBETCTBUM C  OCHOBHbIM

NC «Kopekc: 6 nokoneHme» HTpaHeT
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(PapMakonormyecknm LOeACTBUEM, KOMOVMHMPOBAHHBLIX NEKAPCTBEHHbIX MpPenapartoB, yKasaHHblX B MNOAMNYHKTE 3
nyHkta 10 HacTtosiwero lopspoka, npeoHasHadeHHble AN NeYeHus rpax[iaH, MMetowmx npaBo Ha HecnnaTHoe
noflyyeHne NekapCTBEHHbIX NpenapaTosB UAN NOoNyyYeHne NeKkapCTBEeHHbIX NpenapaToB CO CKMAKOW, OCYLeCTBNAeTCs
Ha peuenTypHoM 6naHke doopmMbl N 148-1/y-88, K KOTOPOMY OOMONHUTENBHO OPOPMASIETCS PELENnT Ha peLenTypHOM
6naHke coopmbl N 148-1/y-04 (n) (B oBYX aK3eMnnsipax npyv opopMneHnn Ha GyMak HOM HOCUTENE).

MpunoxeHue N 1

K Mopsiaky HasHaYeHWsi NeKapCTBEHHbIX
npenapartos, yTBEPX AEHHOMY NMPUKa30M
MuHVCTepcTBa 34PaABOOXPaHEHUS

Poccuickon ®epepaumm

oT 14 aHBaps 2019 ropa N 4H

KonunyectBo HapKOTU4YeCKux cpeancts Win NCUXOTPOMHbIX BeLLEeCTB, KOTOpPOEe MOXeT 6bITb
BbiNMNCaHO B OAHOM peuenTte

N n/n MeXx oyHapoaHoe HenaTeHTOBaHHOE dopma Bbinycka u fo3npoBka Konuuyectso
HanMeHOBaHue HapKOTMYEeCKOro
1 NCUXOTPOMHOrO NEKAPCTBEHHOIO
npenapara
1 BynpeHopdumH+HanokcoH TabneTtku cybnuHreanbHble 60 TabneTtok
0,2 Mr+0,2 mr (ynakoBka, kpatHaa N
20)
2 BynpeHopduH PacTteop ons MHbekuui, 30 amnyn
(wnpwu-TI06MKOB)
0,3 Mr/mn 1 mMn
3 bynpeHopduH TpaHcaepManbHbIi NNacTblpb
35 mkr/uac 20 nnacTbipei
52,5 Mmkr/yac 10 nnacTbipei
70 mkr/yac 5 nnacTbipen
4 OurnapokoneunH Tabnetku
MPONOHIMPOBAHHOI O
OencTBns
60 Mr 40 TabneTok
90 mr 30 Tabnetok
120 Mr 20 Tabnetok
5 MopdpuH PacTBop ong nHbekuuin, pacTsop 20 amnyn (wnpwu-
ONs NOAKOXHOro BBEAEHNS TIOBUKOB)
10 Mr/mn 1 Mn
6 KogenH+MopgumH+HockanmH+lanasepuH PacTBop ong noaKoXHoro
+TebavH BBEAEHUS
0,72+5,75+2,7+0,36+0,05 mr/mn 1 20 amnyn
Mn
1,44+11,5+5,4+0,72+0,1 mr/mn 1
MN
7 TpvMenepuanH Tabnetkn 25 mr 50 TabneTok
8 TpvmenepnavH Pacteop onst Hbekuui
10 mr/Mmn 1 mn 20 amnyn
(wnpwu-Ti06MKOB)
20 mr/mn 1 mn
9 MopdovH TabneTku (kancynbl)
MPONOHI MPOBAHHOI O
OencTBns

NC «Kopekc: 6 nokoneHme» HTpaHeT
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10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 Mr 40 Tabn. (kanc.)
100 mr 20 Tabn. (kanc.)
200 mr 20 Tabn. (kanc.)
10 MopdovH Tabnetku
5wmr 100 Tabnetok
10 mr 100 Tabnetok
11 MopdovH Kannu onsa npuema BHyTpb
20 mr/mn 20 mMn 4 cbnakoHa
12 MopdpuH PacTBop onsa npvema BHYTpb
(MOHOO3bI)
2 Mr/mMmn 5 mn 100 amnyn n/a
6 mMr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
13 OxkcunkonoH+HanokcoH Tabnetku
MPONOHI MPOBAHHOI O
LencTBus
5 mMr+2,5 mr 100 TabneTok
10 Mr+5 mr 60 Tabnetok
20 Mr+10 mr 40 TabneTok
40 mr+20 mr 20 Tabnetok
14 [MponMoHMNEHNNSTOKCUITUANMNEP N ANH TabneTtku 3aweyHble 20 Mr 50 TabneTtok
15 ®deHTaHUN TpaHcoepmanbHas
TepanesTuyeckas cuctema
12,5 mMkr/uac 20 nnacTbipei
25 mKr/uac 20 nnacTbipen
50 mkr/yac 10 nnacTbipen
75 MKr/uac 10 nnacTbipei
100 mkr/yac 10 nnacTtbipen
16 deHTaHun TabneTkun noabS3bl4YHbIE 50 Tabnetok
0,1 mr
0,2 mr
0,3 Mr
0,4 mr
0,6 Mr
0,8 mr
17 deHTaHmn Cnipeit HazanbHbI
®dnakoH 50 Mkr/gosa
2,0 mn (10 go3) 24 hnakoHa
3,2 mMn (20 0o3) 12 dpnakoHoB
5,0 mn (40 0o3) 6 chnakoHOB
®nakoH 100 Mkr/gosa
2,0 mn (10 po3) 12 gonakoHoB
3,2 mMn (20 0o3) 6 donakoHoB
5,0 mn (40 0o3) 3 donakoHa
® nakoH 200 Mkr/gosa
2,0 mn (10 po3) 12 gonakoHoB
3,2 M1 (20 0o3) 6 tpnakoHoB
5,0 mn (40 0o3) 3 donakoHa
18 ByTtopgraHon PacTBop ons nHbekuuii 20 amnyn
2wmr/mn 1 mn
19 HanbyduH PacTtBop onsa nHbekuuin
10 mr/Mn 1 mn 50 amnyn
20 mr/mn 1 mn 25 amnyn

NC «Kopekc: 6 nokoneHme» HTpaHeT
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nopsiika ohopMJIeHs YKaszaHHbIX 6J1aHKOB, X yYeTa 1 XpaHeHus
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20

deHobapbutan

TabneTtku

5wmr

50 mr
100 mr

50 TabneTok

MpunoxeHune N 2

K MopsiaKy HasHa4YeHUst NeKapCTBEHHbIX
npenapartos, yTBEP X AeHHOMY NPUKa3oM

MuHUCTEpCcTBa 38paBOOXPAHEHNS
Poccuickon ®epnepaumm
oT 14 aHBaps 2019 roga N 4H

CnpaBoy4HO

PekoMeHO0BaHHbIE K UCMONIb30BaHUIO cokpaLleHusi npyn ooopMneHun peLenToB

CokpauleHne lMonHoe HanncaHve Mepeson
aa ana no, NOPOBHY
ac., acid. acidum KmcnoTa
aer. aerozolum aspo30/b
amp. ampulla amnyna
aq. aqua BOLa
ag. purif. aqua purifikata BOJA OYULLIEHHAs
but. butyrum macno (Tsepaoe)
caps. capsula Kkancyna
comp., Cps compositus (a, um) CNOXHbIV
D. Da (Detur, Dentur) Bblgai (nycTb BblgaHo, nyctb bynet
BblaHO)
D.S. Da, Signa Bbinaii, o6o3Haub
Detur, Signetur MycTtb 6ymeT BbIAAHO,
0603HaYeHO
D.t.d. Da (Dentur) tales doses Boigaii (MycTtb 6ynyT BblAaHbl) Takme
003bl
dil. dilutus pasBefeHHbI
Div. in p. aeq. Divide in partes aequales Paspnenun Ha paBHble YacTu
emuls. emulsio SMYNIbCUS
extr. extractum 9KCTPAaKT, BbITSAXKa
F. Fiat (fiant) MycTtb obpasyetcs (0bpasyroTcs)
gran. granulum rpaHy bl
qt., gtt qutta, guttae Kanns, kannmm
qgtt. peror. guttae peroralis Kannu ans npuema BHyTpb
inf. infusum HacToun
in amp. in ampullis B amnynax
in tab. in tab(u)lettis B TabneTtkax

in tab. prolong.

in tab(u)lettis prolongatis

B TabneTtkax
C NPOJIOHrNPOBaHHbIM
BbICBOOOX OEHUEM

NC «Kopekc: 6 nokoneHme» HTpaHeT
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nopsiika ohopMJIeHs YKaszaHHbIX 6J1aHKOB, X yYeTa 1 XpaHeHus
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in tab. prolong. obd. in tab(u)lettis prolongatis obductis B TabneTtkax
C NPOJIOHTUPOBAHHBIM
BbICBOOOX LEHMEM, NOKPBITbIX
060onoukoi
lin. linimentum Xuakas masb
lig. liquor XWNOKOCTb
lot. lotion NOCbOH
m. pil. massa pilularum NnUDibHas Macca
membr. bucc. membranulae buccales NAEHKN 3alleyHble
M. Misce, Misceatur Cwmeuwati ([Myctb 6ynet cmewaHo)
mixt. mixtura MUKCTYpa
N. numero YUCIIOM
ol. oleum mMacno (>kxugkoe)
past. pasta nacta
pil. pilula, pilulae NUITIONSA, MU0
p. aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OCaXAEHHbI
pulv. pulvis NopoLoK
qg. s. quantum satis CKONbKO notpebyeTtcs,
CKONbKO HaOo
r., rad. radix KOpPEHb
Rp. Recipe Bo3bMmu
Rep. Repete, Repetatur MosTopu (MycTb ByneTt NOBTOPEHO)
rhiz. rhizoma KOpHeBuLLe
S. Signa, Signetur Ob6o3Haub (MycTb Hynet 0603HaYEHO)
sem. semen cems
simpl. simplex npocTomn
Sir. sirupus cuporn
sol. solutio pacTteop
sol. peror. solutio peroralis pacTBop AN15 NprYema BHYTPb
spr. spray cnpen
Spr. nas. spray nasale cnpen HasanbHbIf
supp. suppositorium cBeya
susp. suspensio CYCMNEeH3us, B3BECH
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacTovika
STT Systemata Therapeutica Transcutanea | TpaHcoepmanbHas TepanesTuyeckas
cuctema
ung. unguentum Ma3sb
vitr. vitrum CcKngHKa

MpunoxeHue N 2

K npukady MuHucTepcTBa 34paBOOXPaHEHNS

Poccuinckon ®epnepaumm
oT 14 aHBaps 2019 ropa N 4H

®POPMA PEUENTYPHOIO BJTAHKA N 107-1/y

NC «Kopekc: 6 nokoneHme» HTpaHeT
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nopsianka opopMaeHns ykasaHHbIX 61aHKOB, NX y4eTa U XpaHeHuns
lMpuka3 MuH3gpasa Poccum oT 14.01.2019 N 4H

MwnHMcTEpCTBO 3apaBooxpaHeHms Poccuiickoi
denepaumm

HaumeHoBaHwve (wrtamn)
MeONLMHCKON OpraHuaauum

HaumeHoBaHwue (wTtamn) nHAMBUAYANbHOIO
npegnpuHuMaTtens (ykasatb agpec, Homep v gaty
NNLUEH3MW, HAMEHOBaHWE OpraHa
rocynapCTBEHHOW BNacTW, BblAABIIErO NINLEH3MIO)

PELENT

Kog cpopmbl no OKY [,

Kogn yupexaeHus no OKIMO
MenmuuHckas noKyMeHTauus
dopma N 107-1/y

YTBepxaeHa nprukasom
MuHuCTepcTBa 38paBOOXPAHEHMS
Poccuinckon ®epnepaumm

ot 14 auBapsa 2019 roga N 4H

(B3pOCAbIA, LETCKWIA - HYXXHOE NOAYEPKHYTb)

20 .

damunng, nHNLManbl UMEHU 1 OTYeCcTBa (NocneaHee - Npyu Hanu4mm)

nauneHtTa

Harta poxpeHuns

damunus, nHMLmansl UMEH U oTyecTea (MocnegHee - NPy HaNN4Ynn)

nevaulero spayva (gpenbawepa, akywepku)

pyb.|kon.| Rp.

Mopnuckb
M neyatb fevauwero spaya
(noanuck dhenbawepa, akylwepkum)

PeuenTt nencteuteneH B TedeHme 60 gHen, oo 1 roga
(Hy>XHO€e NooYepKHYTb)

ObopoTHas cTopoHa

M.T.

(ykasaTb KONMYECTBO MECSILIEB)

OTMeTKa 0 HasHa4YeHUn NeKapCcTBEHHOrO NpenapaTa
Mo peleHnto BpadyebHoin Kommccum

NC «Kopekc: 6 nokoneHme» HTpaHeT
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Mpurotosun

lMposepun

Otnyctun

®OPMA PELIENTYPHOI'O BJIAHKA N 148-1/y-88

MwuHucTepcTBO 3apaBooxpaHeHms Poccuiickoi

denepaumm

HaumeHoBaHwue (wtamn)
MeOVLMHCKON opraHusauunm

HaumeHoBaHwve (wTtamn) MHAMBUAYANbHOIO

Koz goopmbl no OKY [ 3108805

Me,EI,I/ILI,I/IHCKaFI OOKyMeHTauunA
dopma N 148-1/y-88

YTBEpXaeHa npmkasom
MwvHucTepcTBa 3apaBooOXpaHeHns

Poccuinckon depepaumu
oT 14 aHBaps 2019 ropa N 4H

npennpuHuMartens (ykasaTtb agpec, Homep 1 gaty

nnueH3nn, HanmMeHoBaHMe opraHa

rocyAapCTBEHHON BNacTy, BblAABLIEro IMLEH3NHO)

PELENT

(B3pOCNbIA, BETCKUM - HYXHOE NOAYEPKHYTb)

damunng, uHMLManbl UMEHU 1 OTY4eCcTBa (NocneaHee - Npu Hannymm)

nauneHtTa

20
(oata ocoopMmneHus peuenTa)

Jarta poxpeHus

Ap.pec mecTa xutenoctaa unu N MeamumHCKon KapTbl aM6ynaTopHoro nauneHTa, nony4yarwouwero
MeadnUMNHCKYIO NoMoLllb B aM6ynaTopr|x yCnoBunax

damunng, nHMLManbl UMEHN 1 0TYecTBa (NocneaHee - Npyu Hanuumm)
nevauero spada (henbalwepa, akywepku)

Py6. Kon. Rp:

Moanuch 1 neyaTb nevawero spaya
(noanuck dpenbawepa, akywepkun)

O6opoTHas cTopoHa

PeuenTt nencteuteneH B TedeHne 15 oHen

M.I.

OTMeTKa 0 HasHaYeHUn NeKapPCTBEHHOMO NpenapaTa
Mo peweHuto BpayebHon koMmccum

NC «Kopekc: 6 nokoneHme» HTpaHeT
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rnopsiika opopMaeHns yk

Aa3aHHbIX 6J'IaHKOB, nxy4dyeTa n XxpaHeHuns

lMpuka3 MuH3gpasa Poccum oT 14.01.2019 N 4H

Mpurotosun lMposepun Otnyctun
®POPMA PELUENTYPHOIO BJIAHKA N 148-1/y-04 (n)

MuH1CTEepCcTBO 3apaBooxpaHeHns Poccuinckom YTBEPXOEHA

denepaumm npukasom MuHucTtepcTsa
30paBooxXpaHeHns
Poccuinckon ®epgepaumm
oT 14 auBapsa 2019 rona N 4H

Liramn L1

Kon

MeONLNHCKOR opraHmnsauunmn

Wramn |

Kon
nHaomBmaoyanbHoro

npeanpuHMMaTens

Kon goopmbl no OKY 1 3108805
®dopma N 148-1/y-04 (n)

Kon kateropun | Kog Hosonornyeckoi coopmebl (no | ACTOYHKK hrHaHCHpoBaHNS: % onnartbl:
rpaxagaH MKB) (nooYepKHyTb) (nooyepkHyTb)
1. denepanbHblii Bloaxet 1. BecnnatHo
2. biooxeT cybbekTa 2. 50%
Poccuinckon denepauun
3. MyHuumnansHbiil 6roaxeT
PELUENT Cepus N Jarta ogopmneHus: | | | | | | 20__r

damunng, uHULManbl UMEHN 1 0TYeCTBa (NocneaHee - Npu Hannuumm)

nauneHTa

DNatapoxgerms | | |

CHNIIC

N nonuca
obsa3aTenbHOro
MeadNUUHCKOro
CTpaxoBaHus:

Homep MeaNLMHCKOM KapTbl nauneHTa, nony4varmowero Me anunHCKYH nomollb B aM6ynaTopr|x

yCNnoBUsiX

damunng, uHMLManbl UMEHU 1 OTYeCcTBa (NocneaHee - Npyu Hanuymm)
nevaluero spava (denbawepa, akylwepkm)

NC «Kopekc: 6 nokoneHme» HTpaHeT
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nopsianka opopMaeHns ykasaHHbIX 61aHKOB, NX y4eTa U XpaHeHuns
lMpuka3 MuH3gpasa Poccum oT 14.01.2019 N 4H

Py6. Kon. Rp:

D.t.d.

Signa:

Moanuch 1 neyaTb nevawero spaya
(noanuck penbawepa, akylwepkun)

M.I.

Peuent penctButeneH B tedyeHune 15 gHein, 30 gHen, 90 oHen
(Hy>XHO€e noa4YepKHyTb)

----------------- (BanonHaeTcs cneumManicTom anTeyHon opraHnsaumm) R R

OTnyuieHo No peuenTy:

Toprosoe HanMeHoBaHWe 1 0o3npoBKa:

Harta otnycka: " " 20

KonuyecTtBo:

MpuroTtoBun:

Mposepun: OrtnycTun:

(MMHUSA OTPbIBA) s m e s e e m e m oo oo

KOpeLLIOK peuenTypHoro 6naxka

HanmeHoBaHwue nekapCTBEHHOro npenapara.:

Jo3unposka:

Cnocob npvMeHeHus:

MpoponXxXnTenbHOCTb nHen
KonuyecTtso npmemoB B AeHb: pas
Ha 1 npuewm: en.

ObopoTHas cTopoHa

OTMmeTKa 0 HasHayeHun nekapcTBeHHOro npenapara

Mo pelleHnto BpavyebHon KoMmccun

MpuroTosun

lMposepun

OTtnycTtun

Mpunoxenue N 3

K npukady MuHucTepcTea 30paBoOXpaHeHns
Poccuiickon ®epepaumu

oT 14 aHBaps 2019 roga N 4H

nOpﬂ.lJ,OK ocpopmneHuns peuenTypHbIX 6naHKoOB Ha neKapcTBeHHble npenaparbi, UX yyeta n

XpaHeHus

NC «Kopekc: 6 nokoneHme» HTpaHeT




06 yTBEp>XAEeHMN NopSAAKa Ha3HAYeHWS IeKapCTBEHHbIX NpenapaTos, HOpM peLenTypHblX 61aHKOB Ha NekapCTBEHHbIe NpenapaThl, CTtpaHuua 20
nopsaka ohopMIEHNS yKa3aHHbIX 61aHKOB, UX y4eTa U XpaHeHuns
lMpuka3 MuH3gpasa Poccum oT 14.01.2019 N 4H

I. OdbopmneHue peuenta Ha 6ymMaXxHOM HocuTene

1. Ha peuentypHbix 6naHkax c¢opm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEPXHEM Yyrny
npocTaBNAeTCs WTamn MegULMHCKON OpraHu3anmm ¢ ykasaHueM ee HaMMeHoBaHus, agpeca n tenedoHa.

JlononHuTtenbHo Ha peuenTypHoM O6naHke doopmbl N 148-1/y-04(n) npocTaBnsieTcsl Koa MenMUMUHCKOM
opraHusauum B cooteeTcTBun ¢ OCHOBHbBIM rOCyAapCTBEHHbIM PErncTpaunoHHbIM HomepoM (ganee - O PH).

Cepusa peuentypHoro 6nanka cbopmbl N 148-1/y-04(n) BknovaetT koo cybbekta Poccuiickoin depepaunm,
COOTBETCTBYOWNI A ABYM nepBbiM Uucppam Oblepoccuitickoro knaccugoukatopa 06bEKTOB agMUHWUCTPATMBHO-
TepputopuanbHoro genexmsa (nanee - OKATO).

PaspewaeTcs narotaBnmeatb peLenTypHblii 6naHk doopmbl 107-1/y ¢ NOMOLLBIO KOMMBbIOTEPHBIX TEXHONOTUIA.

2. Ha peuenTypHbix 6naHkax, 0hopMAsSieMbiX UHANBMAYANbHBIMW NPELNPUHAMATENSAMN, UMEIOLWMMUN TULIEH3UIO HA
MELNLMHCKYIO 0eATEeNbHOCTb, B BEPXHEM NIEBOM Yrny TUMOrpadckmm cnocoboM unu nyTem npocTaBneHus wramna
JONXeH ObITb yKasaH aapec MHANBMAYaNnbHOro NpeanpuHMMaTens, HoMep 1 faTta NMUEH3NW, HaMeHoBaHVe opraHa
rocynapCTBEHHON BNACTU, BbIAABLIErO NIMLEH3MIO.

3. PeuentypHble 6naHkn c¢opm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anofHSATCA MeOULMHCKUM
paboTHUKOM pas3bopyMBO, YETKO, YEPHMNAMI UTN WAPWUKOBOWN PYYKOIA.

4. onyckaeTcs OMOpPMNEHNE BCEX PEKBU3UTOB (3a ucknoueHuem peksmavTta "loanuck nevawero Bpaya
(noanucb chenbawepa, akywepkun)" peuenTtypHbix 6nankos ¢oopmel N 107-1/y, cpopmbl N 148-1/y-88 1 coopMbl 148-
1/y-04(n) ¢ ncnonb3oBaHWEM MeyvaTaroWwmx YCTPONCTB.

5. OcpopmneHue peuenTtypHbix 6naHkoB gpopmbl N 148-1/y-04(n) BknoYaeT UMpPOBOE KOAMPOBAHME.
LndppoBoe koanpoBaHue ykasaHHbIX peLenTypHbIx 6N1aHKoB BKOYAET:

1) Koa MeguumHckon opraHusauun (OFPH) nan kog vHomBmaoyanbHOro npeanpuHUMaTens B COOTBETCTBUM C
OCHOBHBIM roCy1apCTBEHHBLIM PErMCTPALMOHHBIM HOMEPOM MHAMBMAYANBHOrO NpeanpuHuMartens (nanee - OFPHUIM),
NPOCTaBNSEMbI MPU N3rOTOBNEHWUN PELENTYPHBIX BNaHKOB;

2) KoL Kateropuu rpaxpaH, MMelWwmnx npaBo Ha MonyyYeHne neKkapCTBEHHbIX NpenapaToB B COOTBETCTBUM CO
ctatben 6.1 ®epepanbHoro 3akoHa ot 17 mong 1999 r. N 178-®3 "O rocynapcTBeHHON coumnanbHOM nomowm"t, un
KoA Hosonoruyeckoi dopmbl No MexayHapoOHON cTaTucTuyeckoi knaccudpukaumm bonesHeit (nanee - MKB),
3ano/IHAeMbIE fleYawmM Bpa4yoM NyTEM 3aHECEHUS KaX 4O UMMPbI B MYCTbIE S4YEKU, NPU 3TOM TOYKA NPOCTaBNseTCs
B OTHOENbHON a4yeiike;

1CobpaHue 3akoHomatenbctBa Poccuiickon depepaumn, 1999, N 29, ¢1.3699; 2009, N 30, ¢1.3739; 2010, N 50,
cT.6603; 2013, N 48, c1.6165.

3) oTMeTka 06 UCTOYHUKE CPUHAHcUpoBaHusl (pedepanbHbiii Bogxet [1], 6ioaxeT cybbekta Poccuiickoit
depnepaumnm [2], MyHUumMnanbHbld 6ioaxeT [3]) n npoueHTe onnaTthl peuenTta (6ecnnatHo [1], 50% [2]).

6. B peuenTypHbix 6naHkax cpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpacpe "damunus, uHuumanb
UMEHN 1 OT4YecTBa (MOCnefHee - MpPu Hanmumm) nauneHTa" ykasbiBaTcs daMunms, nHuLmanbl UIMEHW U OTYeCTBa
(Npw HannynMW) NaumeHTa.

7. B peuentypHbix 6naHkax ¢oopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpacpe "Harta poxaeHus"
yKasblBaeTcsa gaTta poXAeHUs nauneHTta (4Mcno, Mecsu, rog).

JononHnTtenbHo B peuenTtypHbix 6naHkax gpopmbl N 148-1/y-88 n coopmel N 107-1/y ana getein B Bo3pacTte ao 1
roga B rpagoe "[lata poxaeHus" ykasbiBaeTCcsa KONMYECTBO NOJMHbIX MECSLEB.

8. B peuentypHbix 6naHkax doopmbl N 148-1/y-04(n) B rpadgpax "CHUIC" u "N nonuca obss3atenbHOro
MEINLMHCKOro CTpaxoBaHus" yKasblBalOTCA CTPaxOBOW HOMEP WMHAMBWUAOyaNbHOrO NMLEBOro cyeTta rpaxpnaHuHa B
MeHcuoHHOM choHae Poccuiickoin depepaummn (CHWIIC) (npu Hanuuum) v HoMep nonuca ob6si3aTenbHOro
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MenoNnUMNHCKOro ctpaxosaHus.

9. B peuenTypHbix 6naHkax doopmbl N 148-1/y-88 B rpadie "Aopec Mecta XUTeNbCcTBa WM HOMEP MeOUNLIMHCKOW
KapTbl MauuWeHTa, nosyvyarowero MeauUMHCKY0 nomollb B ambynaTopHbiX ycnoBusx", ykasbiBaeTcs agpec Mecta
XnTenbcTea (MecTta npebbiBaHUS M MecTa OakTUYECKOro NPOXUBaHMS) naumeHTa uam HoMep MeouUMHCKOM KapThl
nauueHTa, NonyyaroLwero MeanLUMHCKYo NoMoLb B aMbynaTopHbIX YCNOBUSAX 2.

2Mpukas MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoli ®epepaumm ot 15 npekabps 2014 r. N 834H "O6

YTBEPXOEHUN  YHUPUUMPOBAHHbIX (POPM  MEOUUWHCKON  OOKYMEeHTauuu, WCMNONb3yeMblX B  MeAULUMHCKUX
opraHv3aumsx, okasblBaloWmX MeLULMHCKYIO NMOMOLb B aMOynaTopHbIX YCNOBUSIX, U MOPSAKOB MO MX 3anOHEHMo"
(3apeructpuposaH MuHuctepcTeom toctuumm Poccuinckoin depepaunn 20 cbespans 2015 r., pernctpaunoHHbin N
36160), ¢ n3MeHeHMaMU, BHECEHHbIMW npukasoM MuHucTepcTBa 3apasooxpaHeHus Poccuiickon depepaumn ot 9
aHBapsa 2018 r. N 2* (sapeructpuposaH MuHuctepcTBoM tocTuumum Poccuiickon ®epepaumm 4 anpens 2018 r.,
permnctpaumoHHbii N 50614) (oanee - npukad N 834H).

* BeposaTHo, ownbka opurnHana. Cnegyet untatb "N 2H". - [puMeyaHue narotosmtenst 6asbl AaHHbIX.

B peuenTtypHbix 6naHkax cpopmbl N 148-1/y-04(n) B rpacdpe "Homep MemOvuMHCKOW KapTbl MauuMeHTa,
nony4awwero MeguuMHCKY0 NoMmolwb B ambynaTopHbIX YCnoBusix" yKasblBAETCS HOMEP MEOMUMHCKOW KapThbl
nauueHTa, NonyyarLwero MeanLMHCKYO NMoMoLlb B aMbynaTopHbIX YCNOBUSX3 .

3[Mpwukas N 834H.

10. B rpacpe "dPamunus, uHMuManbl UMEHW W OTYyecTBa (nNocnegHee - MNpv HanMyuuM) nedawero Bpaya
(dpenbawepa, akywepkmn)" peuentypHbix 6naHkoB doopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbIM criocobom
WM C NOMOLWbBIO WTaMna yKasblBalTCa aMunus, uHuumansl MMEHU K OT4yecTBa (nNocnegHee - MPU Hanuyum)
MeauumMHcKoro paboTHKKa, Ha3HAYMBLLErO NIEKAPCTBEHHbIE NpenapaThl 1 0OOPMUBLLErO PELIEMT.

11. B rpadbe "Rp" peuenTypHbix 6naHkos cpopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBaeTtcs:

1) HauMeHOBaHWe NeKapCTBEHHOro npenapata (MexOyHapoOHOEe HernaTeHTOBAaHHOE HauMeHOBaHwue,
rpynnMpPoOBOYHOE UMM XMMUYECKOe HaMMeHOBaHNe, TOProBOe HaMMeHOBaHUE) Ha NaTMHCKOM $i3blke, hopMa Bbinycka,
[03MPOBKa, KONMNYECTBO;

2) cnocob NpYMeHeHus NeKapcTBEHHOro npenapara Ha rocynapcTBeHHOM sidblike Poccuiickoli denepaunn mnm
Ha rocynapcTBeHHOM 53blke Poccuiickoih Deaepaunm n rocyapCcTBEHHOM S3bike PecrnybvK 1 NHbIX S3blkax HAPOAOB
Poccuitckon depepaumm4.

4YacTtb 1 ctatbu 15 3akoHa Poccwuiickoin depepaummn ot 25 okTsa6ps 1991 r. N 1807-1 "O si3blkax HapoLoB

Poccuiickoin depepaunn” (BeoomocTtu cbesna HapopaHbix nenytatoB PCPCP n BepxosHoro Coseta PCPCP, 1991,
N 50, c1.1740; CobpaHune 3akoHoaaTtenbcTea Poccuiickon denepaunn, 1998, N 31, ¢1.3804) (nanee - 3akoH N 1807-

1).

12. Mpu ocopMneHnn peuenTypHbIx 6NaHKoB 3anpelwaeTcs orpaHMyYnBaTbCa OOLWMMU yKasaHUsaMU, HanpuMep,
"BHyTpeHHee", "N3BecTHO".

13. PeuenT, ogopMNeHHbIi Ha peuenTypHoMm 6naHke doopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n),
NOANMUCLIBAETCS MEANLMUHCKMM PabOTHNKOM U 3aBEPSETCS €ro NeyvaThbio.

PeuenTt, odopMneHHblli Ha peuentypHoM Onavke cpopmbl N 148-1/y-88 n chopmbl N 148-1/y-04(n)
LOMNONHUTENbHO 3aBepseTCs nevaTbio MeANLIMHCKON opraHn3aumum "na peuentos”.

14. Ha ogHoM peuenTypHom 6naHke dpopmbl N 148-1/y-88 u cpopmbl N 148-1/y-04(n) paspeluaetcs ocylwecTBNsATb
Ha3Ha4YeHne To0/NbKOo 0OHOro HanMeHoBaHUA NeKapCTBEHHOro npenaparta.
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Ha omHom peuenTtypHoMm 6naHke dgoopmbl N 107-1/y paspeluaetcsi oCywecTBNATb HAa3HAYeHWe TONbKO OOHOro
HaUMeHOBaHWNS NEeKapCTBEHHOro npenapara, oTHocsaweroca no ATX Kk aHTuncuxoTuyeckum cpencteam (kog NO5SA),
aHkcuonutukam (kog NO5B), cHoTBOpHbIM 1 cepaTtmeHbiM cpeactBam (kog NO5C), aHTmaenpeccaHTam (kog NOGA) u
He noanexalero NpeaMeTHO-KOMMYECTBEHHOMY yYeTy, 1 00 TPeX HaMMEHOBaHWIA NeKapCTBEHHbIX NpenapaTos - 414
WHbIX NEKAPCTBEHHbIX NPenapaTos, He OTHECEHHbIX K Bblleyka3aHHbiM ATX.

15. VicnpaeneHuns B peuenTte He AONyCKaloTCs.

16. lMpu odpopmneHun peuenTtypHbix 6GnaHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
neKapcTBEeHHblE Mpenaparsbl, Ha3Ha4YeHHble NO pelweHnio BpadyebHol Kommnccun, Ha 0bopoTe pelenTypHoro 6naHka
CcTaBUTCH crneumanbHas oTMeTka (wramn).

17. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) BHU3Y uUMeeTCs NMHWS OTPbiBa, paspensiowas
peLenTypHbI BNaHK 1 KOPELIOK.

Kopellok oT peLenTta, opOpMIEHHOr0 Ha yKasaHHOM peLenTypHoM 6naHke, BbloaeTcsl NauneHTy (ero 3aKoHHOMY
NpencTaBUTENO) B anTeyHoi opraHuM3auun, Ha Kopewke [enaeTcs OTMeTKa O HaMMEHOBaHWKU NeKapCTBEHHOro
npenapara, 003UPoBKe, KoNnyecTse, cnocobe NPUMeHeHUs.

18. OchbopmneHre creumnanbHOro peLenTypHoro 6naHka Ha HapKOTUYECKOE CPELACTBO M NCUXOTPOMHOE BEWECTBO
OCYLLECTBNSAETCA B COOTBETCTBMM C npukasom MwuHucTepctBa 3apaBooxpaHeHuns Poccuiickoii depepaumn o1 1
asrycta 2012 r. N 54H "O6 yTBEpPXAeHUM POpMbl BNaHKOB PELENTOB, COAEPXAalMX HAa3HAYEHNE HAPKOTUYECKUX
CPencTB UM MCUXOTPONHbIX BEWECTB, Nopsaaka X U3roToBleHns, pacnpeneneHns, peructpaunm, ydyeta n xpaHeHus,
a TakXxe npasun ogpopMneHns": .

5 3apeructpuposaH MuHucTepcTBoM tocTuumm Poccuiickoin @epepauun 15 asrycta 2012 r., pernctpaumnoHHsbiii

N 25190, ¢ n3aMeHeHMsaMN, BHECEHHbIMY Npukasamy MuHncTepcTsa 3apasooxpaHeHus Poccuiickori degepauun ot 30
uioHst 2015 r. N 385H (3apeructpupoBaH MuHuctepcTBoM tocTuummn Poccuiickoin depepaunmn 27 Hosibpsa 2015 r.,
peructpaumoHHbiin N 39868), ot 21 anpens 2016 r. N 254H (3aperunctpuposaH MuHmctepcTsom tocTuumm Poccuiickon
depepaunmn 18 mona 2016 r., perucTpaumoHHbiin N 42887), ot 31 okTabpsa 2017 r. N 882H (3apeructpmpoBaH
MuHucTepcTeoM tocTuumnmn Poccuiickon Pepepaunn 9 aHeaps 2018 r., pernctpaunoHHbii N 49561).

Il. OcbopmneHune peuenta B hopMe 3NIEKTPOHHOr 0 AOKYMEHTa

19. PeuenTt B oopMe 3M1eKTPOHHOIO LOKYMEHTa, MOANUCAHHOro YCUNEHHON KBanugULUMPOBaHHOW 3N1EKTPOHHOW
MOAMNMNCbIO, POPMUPYETCS MEOMLMHCKMM paboTHMKOM, CBEOEHWS O KOTOPOM BHECEHbl B dbenepasbHblii Peructp
MEeOMLMHCKMX pabOTHUKOBE, a TakXxe Mpu YCNoBWWM pPerucTpauuy MeauuMHCKON opraHu3auunM, B KOTOPOi
odhopmngeTca peuent, B doenepanbHOM peecTpe MeoVLUMHCKUX OpraHu3aumin’  enuHonm rocynapCTBEHHOM
WHCPOPMALIMOHHOM CUCTEMbl B cApepe 3ApaBOoOXPaHeHMs U NOAKIIOYEHUS TakoW MeIMUMHCKOM opraHusaumm K
rocyaapcTBeHHOM MHADOPMALIMOHHON cucTeMe B cdhepe 3apaBooxpaHeHns cybbekTa Poccuiickoli depepaunmns .

6 [yHKTbI 6, 7 [TON0OXeHMa 0 eANHON rocynapCTBEHHON MHGDOPMALIMOHHON cucTemMe B cdpepe 30paBoOXpaHeHus,

yTBEPXAEHHOro noctaHoBneHnem lMpasutenbctea Poccuitickoit depepaummn ot 5 mas 2018 r. N 555 (CobpaHue
3akoHopaTenbctBa Poccwuiickon ®epepaunun, 2018, N 20, ¢1.2849; N 49, ¢1.7600; N 50, cT1.7755; 2019, N 6, c1.533)
(Banee - NMonoxeHne 0 eQNHON CUCTEME).

TMyHKTHI 9, 10 [NoNoXxeHnsa o0 eanHON cucTeme.

#Ctatbu 91 n 91.1 depepanbHoro 3akoHa ot 21 Hosi6ps 2011 ropa N 323-9©3 "O6 ocHoBax oxpaHbl 340P0BbS
rpaxnpaH B Poccuiickoin depepaunn” (CobpaHune 3akoHopaTenbctea Poccuiickonn ®egepaunn, 2011, N 48, c1.6724;
2012, N 26, c1.3446; 2013, N 27, ¢1.3477; N 39, c1.4883; N 48, c1.6165; 2014, N 30, c1.4257; N 43, c1.5798; N 49,
€T.6927, 6928; 2015, N 1, ¢1.85; N 10, c1.1425; N 27, ¢1.3951; N 29, c1.4397; 2016, N 1, cT1.9, 28; N 15, c1.2055; N 18,
c1.2488; N 27, ¢1.4219; 2017, N 18, c1.2663; N 31, c1.4794).

20. Mpw ochopMneHUn peLienTa B hOPMe 3NEKTPOHHOIO AOKYMEHTA Ha NEKAPCTBEHHbLIE NpenapaTthl, ykasaHHble B
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nognyHktax 2-5 nyHkta 10 v nyHkTe 12 [lopsapka HasHayeHMs neKapcTBEHHbIX Npenapartos, YTBepPXOEeHHOro
HaCTOSWMM NPUKA30M, U OTNYCKAeMbIE 3a NOJIHYI0 CTOMMOCTb, 3an0NHAOTCS Creayowme pekBM3nThbl:

1) kon cybbekta Pocculickon Penepaunm no OKATO, onpepensitowmii rocyaapCTBEHHYIO NHOPMAaLMOHHYHO
cuctemy B cdpepe 3apasooxpaHeHus cybbvekTta Poccuiickoin Penepaumnn B KOTOPOW COOPMMPOBaH peLenT B oopme
9NEKTPOHHOr0 NOKYMEHTQ;

2) HaVMeHOoBaHVe MeOVLVHCKOW opraHvu3auvu, agpec, TenedoH Unn aMunus, NHLManbl NMEeHN 1 oT4YecTBa
(nocnefHee - Mpu HanMyYuM) WHAMBWIOYANbHOrO NPELNPUHUMATENS, WMEIOWEro NUUEH3NI0 Ha MEIULMHCKYIO
LEeATeNbHOCTb, ero agpec;

3) OI'PH topuanyeckoro nuua (MeamumHekoin oprannsauumn) unu O PHUM nHomMenoyansHoro npeanpuHuMaTens;
4) nata odhopMmiieHms peLenTa (ykasblBaeTcs YMCno, Mecs, rog);

5) mnata okoHuYaHus oencTeng peuenta (popMupyeTcs rocy1apCTBEHHOW UHADOPMALIMOHHOM cUCTEMON B cdhepe
3[paBooxpaHeHns cybbekTa Poccuiickoin depepaumm B COOTBETCTBUM CO CpoKaMmu feicTeus peuenTos: 15 oHeir, 30
OHen, 60 oHelr, 90 oHel, 0o 1 roga);

6) yHuKanbHbIi HOMep peuenTta (POpPMUPYETCS rOCynapCTBEHHON WMHGOPMALMOHHOW CUCTEMOW B cdpepe
3[paBooxpaHeHns cybbekTa Poccuiickoih @enepaunm u obecneynBaeT OLHO3HAYHYIO UAEHTUMKALMIO peLenTa B
oopMe aNeKTPOHHOro fokymeHTa B coyeTtaHum ¢ OKATO, OIPH nan OPHAM);

7) oTMeTKM "cito" (cpoyHo) unm "statim" (HemenneHHo) NPU HEOHX0OMMOCTY CPOYHOMO UM HEMEAIEHHOro OTNycKa
NeKapCTBEeHHOro npenaparta nauneHTy;

8) agpec naumeHTa (ykasblBaeTCs MOYTOBbI aOpec MecTa XuTenbcTBa (MecTa npebblBaHWs waM mecta
hakTUYEeCKOro MPOXWUBaHWSA) C yka3aHWeM WHAEKCA, HaUMeHoBaHusi kpas, obnacTu, pecrnybnuku, aBTOHOMHOMO
OKpyra, HavMeHOBaHNsA HaceNeHHOro NyHKTa, HaMMEHOBaHWS YNuLpl (MPOCneKkTa, nepeynka, npoesna), Homepa aoma
(C ykasaHveM Kopryca, Npu Hanm4um), HoMepa KBapTupbl);

9) HOMep 3NEKTPOHHON MEOULMHCKOW KapTbl NaLuMeHTa B rocy1apCTBEHHON MHGDOPMALIMOHHOW cuctTemMe B capepe
3npaBooxpaHeHmns cybbekTa Poccuiickoih denepaumu;

10) dpammnus, MMs, 0TYECTBO (NPU HANNYMM) NALMEHTA MNONHOCTbLIO;

11) pata poXAaeHns nauueHta (ykasblBaeTcsl 4uCcno, Mecsd, rod), Ang getein no 1 roga OOMONHUTENbHO
yKasblBaeTCs KOJIMYECTBO MOJIHbIX MECSILIEB;

12) hamunna, Hmumansl UMeHu 1 otTyecTBa (nocnenHee - npn Haﬂl/l‘-ll/ll/l) MeanumHCKOoro pa6OTHI/IKa NONMHOCTbIO;

13) HauMMeHoBaHWEe NEeKapCTBEHHOro npenapata (MeXAyHapoOoHOe HenaTeHTOBaHHOE HavMeHOoBaHwue,
rPynnMPOBOYHOE UMM XMMUYECKOE HaMMeHOBaHWe, TOProBOE HauMEHOBaHWE) Ha NaTUHCKOM $3bike, LO3MPOBKa,
chopma Bbinycka, KONMYeCTBO;

14) cnocob npuMeHeHNs NekapCcTBEHHOro npenaparta Ha rocyaapCcTBeHHOM a3blke Poccuiickoih depepaumnmn nnm
Ha rocynapcTBeHHOM si3bike Poccuiickoin ®epepauum 1 rocyfapCTBEHHOM A3blke pecnybvk 1 MHbIX S3blkax HapoAoB
Poccuiickon ®epepaumm? ;

2Yactb 1 ctatbn 15 3akoHa N 1807-1.

15) npusHaKk YTBEPXAEHUS Ha3HAYEHUS NEKAPCTBEHHOrO npenaparta Mo pPeleHuio BpadvebHOn Kommuccum
MEeAVLIMHCKOM opraHm3aumnu;

16) OTMETKa O HasHa4YeHWM NEeKapCTBEHHOro npenaparta Mo pelweHnto BpadyebHON KOMUCCUMU MeaWMLMHCKOW
opraHusauuy B cnyyasix, ykasaHHblx B ab3aue BTOpoM nyHkTa 6 MNopsnka HasHavyeHUsl NekapCTBEHHbIX NpenapaTtos,
YyTBEPXAEHHOr0 HAaCTOSIWMM NPUKA3OM;

17) oTMeTKa 0 crneunanbHOM Ha3HAa4YeHUM NeKapCTBEHHOro npenapaTa (3anonHsSeTcs B Cryyasix, yKasaHHbIX B
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nyHkTax 16 n 25 Mopsaka HazHaYeHWst neKkapCTBEHHbIX MPenapaTtos, YTBEP X AEHHOr0 HACTOSAWMM NPUKA30M);

18) oTMeTKa 0 crneunanbHOM Ha3HAaYeHUU NEKAPCTBEHHOrO npenapaTa nauneHTy ¢ 3aboneBaHveMm, Tpebytowmm
ONUTENbHOr0 KYPCOBOTO JfleyeHus (3anonHseTcs B ciydae, ykasaHHOM B NyHKTe 24 [lopsagka HasHadeHus
NeKapCTBEHHbIX MPenapaToB, YTBEPXIEHHOro HaCTOSAWWM MPUKa3oM) C MPOCTaBfieHMEM MEePUOANYHOCTU OTnycKa
NleKapCTBEHHOr 0 npenapara;

19) npu ocbopmneHnm peuenTa B (hopMe 3NeKTPOHHOIO AOKYMEHTa Ha NekapCcTBEHHbIE npenaparthl, ykasaHHble B
noanyHktax 2-5 nydkta 10 v nyHkte 12 llopsnka HasHayeHus NeKapcTBEHHbIX MPenaparos, YTBEpPXIEeHHOro
HacTOSIWMM NPWKa3oM, rpaxaHam, VMelwWwmM npaso Ha 6ecnnaTHoOe MoNyyYyeHne NeKapCTBEHHbIX NpenapaToB Wn
nony4yeHme neKkapcTBEHHbIX MpenapaTtoB CO CKWAKON, 3anofHAITCA PEKBU3UTLI, NPedyCMOTPEHHbIE noanyHkTammn 1-
18 HacToswWwero NyHKTa, a TakXxe cnenyoume peKkBu3nTbI:

a) Kateropms rpaxaH, UMetoLWmx Npaso Ha NOnyyYeHMe NekapCTBEHHbIX NPenapaToB B COOTBETCTBUM CO CTaTbel
6.1 depnepanbHoro 3akoHa oT 17 nong 1999 r. N 178-d3 "O rocynapCTBEHHON coumanbHOM nomowm"io ;

10 CobpaHue 3akoHomaTenbctea Poccuiickoin ®epepaumnm, 1999, N 29, ¢1.3699; 2009, N 30, ¢1.3739; 2010, N 50,
cT.6603; 2013, N 48, c1.6165.

6) koa Ho3onoruyeckoi popmbl no MKB;

B) UCTOYHMK cprHaHcupoBanms (1 - goeaepanbHbiin BrogxeT, 2 - 6rogxeT cybbekTa Poccuiickon denepauun, 3 -
MyHULMNaNbHbIA BroaXeT);

r) pasmep onnarthl (1 - 6ecnnaTHo, 2 - 50%);

Il) CTpaxoBO/ HOMeEpP WHAMBMAYyanbHOrO NULEBOr0 cyeta rpaxpaHmHa B [leHCMoHHOM dooHae Poccuiickon
®depepaumnm (npy Hanmdmm) (CHAJC);

e) HOMep nonunca 06513aTEbHOr0 MeAMLNHCKOro CTpaxoBaHus.

21. lpun npocTaBneHnn 0TMETKN, YKa3aHHOW B nognyHkTe 16 nyHkTa 20 HacToswero lNMopsgka, peuent B goopme
SMIEKTPOHHOr0 OOKYMEHTa NoAnncbiBaeTCs YCUNEHHOW KBanugULMPOBaHHOW 3NEKTPOHHON NOANUCHLIO NpeacenaTens
UNn cekpeTaps BpayYedbHOW KOMUCCMM MELMUMHCKOW OpraHusauuu, npyv npocTaBNeHMU OTMETOK, YKasaHHbIX B
nognyHktax 17 u 18 nyHkta 20 Hactoswero [lopsgka, - YCUAEHHbIMA KBANUULMPOBAHHLIMK 3NEKTPOHHbLIMM
NOANUCAMU COOTBETCTBYIOWMUX MELNLMHCKUX PAOOTHMKOB.

22. Mo TpeboBaHMiO NaUMeHTa UK ero 3aKOHHOro NPEACTaBMTENS OCOPMSETCA IKIEMMNNAP peuenTa B oopme
9NEeKTPOHHOro AOKYMeHTa Ha ByMa>kHOM HocuTene, B TOM YiCNe NMyTeM ero odpopMIeHUs Ha peuenTypHbix 6aaHkax
¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c otmeTKO "dybnukat anekTPOHHOro OKyMeHTa".

lll. YueT peuenTypHbix 6n1aHKOB

23. YueT peuenTtypHbix 6naHkoB dcopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n), n3rotaBnMBaemblx
Tunorpadpckmm cnocobom (manee - peuenTtypHble 6naHku, noanexalwme yyeTy), OCyLECTBNSETCS B XypHanax yyeta,
NPOHYMEPOBaHHbIX, MPOWHYPOBaHHbIX W CKPEenfeHHbIX MNOAMNUCbI0 PYKOBOAUTENS W MevyaTbld MeaMLMHCKON
opraHusauum wWanM noAnvUCbid WHAMBUAYANbHOrO nNPeanpuHMMaTens, WMEKWEro JUUEH3NIO Ha MeAWNLMHCKYH0
0esaTenbHOCTb.

24. XypHan yyeTa peuenTypHbix 6naHkoB ¢goopmbl N 107-1/y conepxuT cnenytowme rpadbi:

1) HOMep Mo NOPSLKY;

2) B pasgene "lMpuxon™

a) maTa pervctpaumm goOKyMeHTa, NoATBep X 4atoWero NocTynneHune;
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6) HoMep 1 fnaTa AoKyMeHTa, MOATBEPXAAloLWero NocTynneHne, HaMMeHoBaHWe NoCTaBLMKa;
B) obLee KONMYECTBO NOCTYMNMBLINX PELENTYPHbIX 6NaHKOB;

I') dammunnga, uvHnumansl MMEeHW u oTvyecTBa (nocne,uHee - npun Ha}'II/I'-II/II/I) n noanncb OTBETCTBEHHOro
MeanunHCKOoro pa6OTHI/IKa, nony4ymeliero peuenTypHble 6naHku oT NnocTasLlKKa;

3) B pasnene "Pacxon"™:
a) [aTa BblAayum peuenTypHbix 6N1aHKoB;
6) KONMYECTBO BblOAHHbIX PELENTYPHbIX ONaHKOB;

B) thammnnusa, uHMUManbl UMEeHM KU oT4yecTBa (nocneuHee - npu Haﬂl/l‘-ll/ll/l) OTBETCTBEHHOro MeauuUMnHCKOro
p8.60THVIKa, nonyymelero peuenTtypHble 6J'IaHKI/I;

r) NOANUCb OTBETCTBEHHOrO MEAULIMHCKOro paboTHMKa, MONYYMBLIErO PELENTYPHble BnaHKu;

4) cbamunus, WHWLMANBEI MMEHW K OTYecTBa (MOCnedHee - MNpWM HanMyMM) M MNOAMUCb OTBETCTBEHHOMO
MeanuMHCKoro paboTHKKa, BblAaBLIero peLenTypHble 6naHKu;

5) octaTok peuenTypHbIx 611aHKOB.

25. XypHan yyeTa peuenTtypHbix 6naHkoB doopm N 148-1/y-88 u N 148-1/y-04(n) copepxuT cneayiouwme rpadbi:
1) HOMep Mo NOPALOKY;

2) B pasgene "MMpuxon":

a) paTa pervctpaumm 4OKyMeHTa, NOATBEepX4atowwero NocTynneHue;

6) HoMEp 1 OaTta NOKYMEeHTa, MOATBEP X AAlOWeEro NocTynneHme, HAMMEHOBAHUE NOCTABLNKA;

B) obliee KONMYECTBO NOCTYNUBLNX PELENTYPHbIX 6N1aHKOB;

r) cepvm n Homepa peLenTypHbIX HNaHKOoB;

I1) KONMYECTBO peLenTypHbIX BNaHKoB Mo CepusM;

e) hamunusl, MHUUManNbl UMEHW K oT4yecTBa (MocnegHee - MpPW HanM4yMM) M MNOAMNMUCH OTBETCTBEHHOrO
MeaMUMHCKOro paboTHMKA, NMOMyYMBLIEro peLenTypHble 61aHKu OT NOCTaBILUKA;

3) B pasnene "Pacxon"™:

a) [aTa BblAayum peuenTypHbix 6n1aHKoB;

6) cepvu 1 HoMepa BblAaHHbIX PELEnTyPHbIX 6NaHKOB;
B) KONMYECTBO BblAAHHBIX PeLenTypHbIX 61aHKOB;

F) hamunna, mHuUManbl UMEeHM K oT4yecTBa (nocnenHee - npu Haﬂl/l‘-ll/ll/l) OTBETCTBEHHOro MeaunuuHCKOro
p8.60THVIKa, nonyymellero peuenTtypHble 6J'IaHKI/I;

,El,) noanncb oTBeTCTBEHHOro MeguuUnHCKOro pa6OTHI/1Ka, nony4dmellero peuentypHblie 6naHku;

4) cbamunus, WHULMANBEI MMEHW K OTYecTBa (MoOcCnegHee - MNpWM HanuyMM) M MNOAMUCb OTBETCTBEHHOO
MeanLMHCKOro paboTHKKa, BblAaBLIero peLenTypHble 6naHKu;

5) octaTok peuenTypHbIx 61aHKOB.

26. YyeT cneumanbHbiXx peuenTypHbix 6GNaHKOB Ha HapKOTMYECKOe CPEeACTBO U MCUMXOTPOMHOE BELECTBO
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OCYLIECTBNIAETCSA B COOTBETCTBMM C npukas3om MwuHucTepcTtBa 3apasooxpaHeHust Poccuitickon ®Pepepauun ot 1
aerycta 2012 r. N 54H "O6 yTBEpXAeHun oopMbl HNaHKOB PELEnTOB, COAEPXAalMX Ha3HaYeHne HapKOTUYECKUX
CPencTB UM MCUXOTPONMHbIX BELECTB, Nopsaaka X U3roToBfieHns, pacnpeneneHns, peructpaunm, ydyeta n xpaHeHums,
a Tak>xe npasus ogoopmieHns 11 .

11 3apernctpuposaH MuHuctepcTsom tocTuummn Poccuiickon depepaumn 15 asrycta 2012 r., permctpaunoHHbIi

N 25190, ¢ n3amMeHeHnaMN, BHECEHHbIMU Npukasamn MuHncTepcTea 3apasooxpaHeHus Pocecuiickon denepaumm ot 30
nioHa 2015 r. N 385H (3apeructpupoBaH MuHucTepcTBoM tocTuummn Poccuiickoin ®enepauunn 27 Hosbps 2015 r.,
peructpaumoHHbin N 39868), ot 21 anpens 2016 r. N 254H (3apeructpuposaH MyHUCTEpPCTBOM tOCTMLIMU Poccuinckon
depepaunmn 18 uona 2016 r., pernctpaumonHblii N 42887), ot 31 okTs6psa 2017 r. N 882H (3apervnctprpoBaH
MwuHucTepcTBoM tocTuumm Poccuickon ®enepaumm 9 sHeaps 2018 r., permctpaumoHHbliin N 49561).

27. Y4yeT peuenToB, 0QOPMIIEHHbIX B (POPME 3MIEKTPOHHOr0 AOKYMEHTa, OCYWEeCTBASETCS B rocynapCTBEHHOMN
MHGOOPMALIMOHHON crcTeMe B cdpepe 3apaBooxpaHeHusi cybbekta Poccuiickoin depnepaumm nocpeacTBoM BeAeHUs
eJNHOro peecTtpa peLenToB, 0POPMIIEHHbIX B DOPME 3NEKTPOHHbIX JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6naHKoB

28. MeanumHckme opraHusauum nonyyvaT HeobxoanMble peuenTypHble 6naHky, 0gOPMNEHHbIE TUNOrPadOCKUM
cnocoboMm, yepes TeppuTopuanbHble OpraHbl yNpaBieHns 34paBOOXPAHEHNEM UNN OpraHn3aumu, ynoaHOMOYEHHbIE
Ha 3TO opraHamy UCMONHUTENbHOM BRacTu cy6bekToB Pocculickoin ®enepaunm.

29. PeuenTyprle 6J'IaHKVI, noaonexatine ydyety, XxpaH4aT1CAa OTBETCTBEHHbIM NMLOM, Ha3HA4YE€HHbIM pyKOBOOUTENEM
MeaoULNHCKOWN opraHusauum, B 3anmpaemMom MeTannyeckom wkagy (ce17|cpe) nnn MetTannnyeckom suuke.

30. WHamBmnayanbHblli NpeanpuHMMaTenb, WMEOWAA NWUEH3UI0 Ha MEOVUMHCKYIO OeATEeNbHOCTb, XpaHuT
peuenTypHble 6naHkK, noanexauwue yyeTy, B 3anMpaeMoM MeTannmyeckoMm wkadpy (ceridoe) mnm meTtanimyeckom
AWnKe.

31. lMpoBepka COCTOSIHUS XpaHeHusl, y4yeTa, (PaKTUYEeCKOro HanMumMs M pacxoda peuenTypHbix OnaHKoB,
noanexauwmx y4eTy, oOOvH pas B KBapTan OCYIWECTBNSETCS KOMUCCHENR, CO30aHHON B MEAULIMHCKOM opraHmnsaumu.

32. PeuenTypHble 6naHku, OoOpMisieMble Ha OyMaxHOM HocuTene W nognexaiiue y4yeTy, BblOAOTCS
MeOMUMHCKMM paboTHMKaM, MMEoWnM NpaBo 0oopMIeHNsl PeELLEnTOB, MO PacropsXeHWo rNaBHOro Bpaya unn ero
3aMecTuTens.

|_|0J'Iy‘-IeHHbIe peuenTtypHble 6naHknm Ha 6yMa)KHbIX HOCUTENAX XpPaHATCA MeOUNUNHCKUMU pa6OTHI/IKaMI/I B
nomeuweHunsx, obecneymnBatoLmx nx COXPaHHOCTb.

33. XpaHeHune cneumanbHbix peLenTypHbiX 6NaHKoOB HA HAPKOTUYECKOE CPEACTBO M MCUXOTPOMHOE BEWECTBO U
BblOAya yKasaHHbIX peuenTypHbix 6n1aHKoB MeauLMHCKOMY pabBOTHUKY OCYWECTBNSETCS B COOTBETCTBUM C NMPUKa30M
MuHuncTepcTBa 3apaBooxpaHeHns Poccuiickon @enepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBEpXaeHUN (OOPMbI
61aHKOB PeLenToB, COAEPXallMX HasHayeHne HaPKOTUYECKMX CPELCTB MM MCUXOTPOMHbIX BELECTB, nopsiaka ux
N3roToBfIEHNS, pacnpeenieHns, peructpaLmm, yyeta u XxpaHeHus, a Takxe npasui opopmnieHmg”lz,

12 3apeructpuposaH MuHucTepcTBoM ocTuumm Poccuiickoin ®@enepaumm 15 asrycta 2012 r., pernctpaumnoHHbIi

N 25190, ¢ n3MeHeHMAMKN, BHECEHHbIMUK Npukadamm MuHucTepcTea 3gpasooxpaHeHus Poccuiickon denepauum ot 30
uioHst 2015 r. N 385H (3apeructpupoBaH MuHucTepcTBoM tocTuummn Poccuiickoin depepaunmn 27 Hosbpsa 2015 r.,
permctpaumoHHbin N 39868), ot 21 anpens 2016 r. N 254H (3apeructpuposaH MnHMCTEPCTBOM OCTMLIMK Poccuiickoi
depepaunmn 18 utona 2016 r., pernctpaumoHHblii N 42887), ot 31 okTsi6ps 2017 r. N 882H (3apermctpupoBaH
MuHucTepcTeoM tocTuumnmn Poccuiickon Pepepaunn 9 sHeaps 2018 r., pernctpaunoHHbid N 49561).

34. TlporpaMMHO-TEXHUYECKMe CpeacTBa rOCYOapCTBEHHbIX  MHMOPMAaUMOHHbIX cCUCTeM B cdepe
30paBOOXPaAHEHMNs!, MEOULIMHCKUX MHGOPMAUMOHHBIX CUCTEM MEOMUMHCKMX OpraHu3aumnii obecneymBaloT xpaHeHue
3NEeKTPOHHbIX PeLenToB, OPOPMIEHHbBIX B (DOPME INEKTPOHHBIX JOKYMEHTOB B TEYEHNE CPOKOB, YCTAHOBNEHHbBIX ANS
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XpaHeHusa peLenToB, 0OPOPM/IEHHbIX HA COOTBETCTBYIOWUX popMax peLenTypHbIX 6naHKoB Ha 6yMa)KHOM HocuTenels

13MyHKT 14 npaBun oTnycka neKapCTBEHHbIX MpenapaTtoB ANs MeAWLMHCKOrO MPUMEHEHUS, B TOM 4YucCne

MMMYHOOMONOTNYECKUX ~ NEeKapCTBEHHbIX  NpenapaTtoB,  anTeYHbiIMU  OpraHuM3auusaMy,  MHAMBUAYaNbHbIMU
npeanpuHuMaTenaMm, UMeWrMn JIMLEH3NI0O Ha apMaueBTUYeCcKylo AesATENIbHOCTb, YTBEPXAEHHbIX MPUKa3oM
MwvHuctepcTBa 3gpaBooxpaHeHust Poccuinckon ®epepaumm ot 11 mona 2017 r. N 403H (3apeructpuposaH
MuHucTepcTBoM tocTuumm Poccuniickoin ®@epepauun 8 ceHTs6ps 2017 1., perucTpaumoHHbiin N 48125).

ONEKTPOHHbIA TEKCT JOKYMEeHTa
nonrotoeneH AO "Kogzekc" n ceepeH no:
OdhuumanbHblil NHTEpHET-NopTan
npasoBO MHGPOpMaLUK
www.pravo.gov.ru, 27.03.2019,

N 0001201903270029
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