Mpukas MuHuctepcrtea 3gpaBooxpaHeHnsa PO ot 14 auBapa 2019 1. N 4H
"O6 yTBepXaeHUN nopsaka HasHayvYeHUs fekapCTBEHHbIX NpenapaTtosB, OpPM peLenTypHbIX
6GnaHKOB Ha NeKapCTBEHHbIe npenapaThbl, nopsigka 0PoOpPMIIEHNS YKa3aHHbIX BraHKoB, UX
yyeTa n xpaHeHus"

B cootBeTcTBUM C nyHKTOM 16 YacTn 2 ctaTtbn 14 degepanbHoOro 3akoHa ot 21 Hosbps
2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 340pOBbs rpaxgaH B Poccunckon dPepepaumn’
(Cobpanue sakoHogatenbctBa Poccunckon denepaumm, 2011, N 48, cT. 6724; 2013, N 48,
CT. 6165; 2014, N 30, cT. 4257; N 49, cT1. 6927; 2015, N 10, cT. 1425; N 29, cT1. 4397; 2016,
N1, ct.9; N15, cT.2055; N 18, cT.2488; N 27, cT.4219; 2017, N 31, c1.4791; N 50,
CT. 7544, 7563) n noanyHktamu 5.2.177, 5.2.179 n 5.2.180 lMonoxeHuss o MuHuctepcTtse
3apaBooxpaHeHns Poccuinckon depe paunn, YTBEPXOEHHOro rOCTaHOBSIEHUEM
MpaButensctBa Poccunckon depepauumn ot 19 wmoHa 2012r. N608 (CobpaHue
3akoHogartenbctBa Poccunckon depepaummn, 2012, N 26, crt. 3526; 2013, N 16, cT. 1970;
N 20, cT.2477; N 22, cT.2812; N 33, cT.4386; N 45, c1.5822; 2014, N 12, c1.1296; N 26,
CT. pmnngnng, N 30, ct1.4307; peknupkuyN 37, cT.4969; 2015, N2, cT1.491; N 12,
cT. 1763; N 23, c1. 3333; 2016, N 2, c1.325; N9, c1.126 8; N 27, cT. 4497; N 28, cT1. 4741,
N 34, cT.5255; N 49, cT1.6922; 2017, N7, cT.1066; N 33, cT.5202; N 37, cT.5535; N 40,
cT. 5864; N 52, cr1.8131; 2018, N 13, cT1.1805; N 18, cT.2638; N 36, cT.5634; N 41,
CT. 6273), npukas biBalo:

1. YTBEPOUTL:

NnopsaoK Ha3HaYeHUs NIEKapCTBEHHbIX NpenapaToB cornacHo npunoxenunio N 1;

dopMbl peLenTypHbIX 611aHKOB Ha NekapCcTBEHHbIE NpenapaTbl COrnacHO NMpUoXeHno
N 2;

nopsigok  oopMIeHus  peuensannpnosiHTYpPHbIX OMnaHKOB Ha  fleKapCTBEHHblEe
npenapaTbl, UX ydeTa U XpaHeHusa cornacHo npunoxenuo N 3.

npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon ®epepaumm ot 20 gekabps
2012 r. N 1175H "O6 yTBepXOeHUN nopsiaka Ha3Ha4YeHUs N BbINUCbIBAHUS NeKapCTBEHHbIX
npenaparos, a Takke hopM peLenTypHbiX BraHKOB Ha NeKapCTBEHHbIE Npenaparbl, Nopsaka
ohopMIIEHMS YKa3aHHbIX BnaHKoB, UX yyeTa u xpaHeHus" (3apernctpmposaH MuHucTepcTBoM
toctnunmn Poccuiickon ®epepaumm 25 nona 2013 r., permctpaumnoHHsin N 28883);

MYHKT 2 W3MEHEHWN, KOTopble BHOCATCA B [lopsigok co3gaHust M OeaTenbHOCTU
Bpa4yebHON KOMUCCUN MEOULMHCKOW OpraHM3aumn, yTBEpPXOEHHbIN npukasom MuHuctepcrea
34paBoOXpaHeHuss u couuwanbHoro passutus Poccuinckon ®depgepaumm o1 5  Mas
2012 r. N 502H, n B lMopaAgoK HasHAYeEHUSI N BbINUCbIBAHUS JIEKAPCTBEHHbBIX MNpenapartos,
yTBEPXKOEHHbBIA NpukaszoM MuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon depepauum ot 20
aekabpss 2012 r. N 1175H, yTBEpXAOEHHbIX rnpuka3om MwuHUCTepcTBa 34paBOOXpPaHEHUSN
Poccunckon ®depepauumn ot 2 gekabps 2013 r. N 886H (3apernctpupoBaH MuWHUCTEPCTBOM
toctnumnmn Poccuickon ®epepauunm 23 gekabps 2013 r., pernctpaumoHHbii N 30714);

npukas MwuHUcTepcTBa 3apaBooxpaHeHuss Poccuickon ®epepaummn ot 30 MOHSA
2015r. N 386H "O BHECEHUMM W3MEHEHUA B MNPUNOXeHus K npukady MuHucTepcTBa
3gpaBooxpaHeHns Poccunckon depgepaumm ot 20 pgekabps 2012r. N 11751 "O6
yTBEPXOEHUN MOpsiAka HasHayeHUs U BbINUCbIBAHUS JleKapCTBEHHbIX MpenapaTtoB, a Takxke
dopM peLenTypHbIX ONaHKOB Ha neKkapCTBEHHble npenapaTbl, nopsigka oopMIIeHUs
yKasaHHbIX GnaHKoB, MX yvyeTa u XpaHeHus" (3apernctpupoBaH MWHUCTEPCTBOM HOCTULMU
Poccunckon ®egepaunn 6 asrycta 2015 r., pernctpaumoHHbii N 38379);

MyHKT 1 M3MEHEeHUN, KOTopble BHOCATCHA B npuka3 MuHucCTepcTBa 34paBOOXpaHEHUs
Poccunckon depepaumm ot 20 gekabpsa 2012r. N 11754 "O6 yTBepxaeHun nopsiaka
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Ha3Ha4YeHUs M BbINUCbIBAHUA JIEKAaPCTBEHHbLIX MpenapaTtoB, a Takke (OopM peLenTypHbIX
OnaHKoB Ha rekapCTBEHHble npenapaTtbl, nopsaka oOPMMEHUS YKasaHHbIX OnaHKkoB, WX
ydyeta M XpaHeHua" u npunoxeHne N 2 Kk npukady MwuHucTepcTBa 30paBOOXpaHEHUs
Poccunckon depepaummn ot 1 asrycta 2012 r. N 54H "O6 ytBepxaeHun ¢opmbl GrnaHKoOB
peuenToB, codepXallnx HasHa4YeHne HapKOTUYECKUX CPedCTB UMM NCUXOTPOINHbIX BELLECTB,
nopsigka WX MW3roTOBMEHWS, pacrnpefeneHns, pernctpauum, yyeta U XpaHeHus, a Takke
npasusi  oopMneHuns”, yTBepXAEeHHbIX npukasom MuHUCTepcTBa 34paBOOXpaHEHUs
Poccunckon ®epepauun ot 21 anpensa 2016 r. N 254H (3apernctpuposaH MuHUCTEPCTBOM
tocTuumn Poccunckon degepauum 18 uiona 2016 r., pernctpaunoHHblin N 42887);

MYHKT 5 WU3MEHEHWUW, KOTOpble BHOCATCA B HeKoTopble npukasbl MwuHucTepcTea
3paBooOXpaHeHns M coumanbHoro passutua Poccunckon ®depepaumm n MuHucTepcTBa
3gpaBooxpaHeHns Poccuinickon depepaumm no BonpocaMm obpalleHusi fekapCTBEHHbIX
npenapaToB, coAepXallnmx HapKoTU4ecKne CcpencTBa, MNCUXOTPOMHbIE BewecTtBa UM UX
NPeKypCcopsbl, U NeKapCTBEHHbIX CPeaCTB, Noanexawmx npegMeTHO-KONMYeCTBEHHOMY YYeTY,
yTBepXXAeHHbIX rnpukazom MuHucTepcTBa 3gpaBooxpaHeHna Poccuinckon ®epepauum ot 31
okTa6pa 2017 r. N 882H (3apeructpmpoBaH MwuHucTtepcTtBoM  tocTuumm  Poccunckon
depepaumm 9 aHBaps 2018 r., pernctpaumnoHHbin N 49561).

MwuHucTp B.N. CksopuoBa

3apeructpupoaHo B MuHiocte P® 26 mapta 2019 .
PernctpauyunoHHbin N 54173

MpunoxeHne N 1

K npukasy MuHucTepcTBa 3apaBoOOXpaHeHuUs
Poccumnckon Pegepauum

ot 14 auBaps 2019 r. N 4H

Mopspok
Ha3Ha4YeHUs NeKapCcTBeHHbIX NpenapaToB

. O6wme nonoxeHus

1. Hactoawwmn nopsagok ycTaHaBnvBaeT rMpaBuia Ha3HayYeHUs JieKapCTBEHHbIX
npenapaToB Ans MeOULUMHCKOro MNpUMEHEHUs1 (Oanee - nekapCTBEHHble npenapaTbl) W
0pOpMIIEHMST UX Ha3Ha4yeHUs MNpU OKa3aHUM MeOMLMHCKOM MOMOLWM B MeOULMHCKUX
opraHusaumsax ..

2. HasHadeHue nekapCTBEHHbIX NpenapaToB OCYLIECTBISETCA evyawuMm Bpayom,
denbalepom, akyLLepkon B Criydae BO3NOXEHMS Ha HUX MOSMIHOMOYMK fnevallero Bpada B
nopsagke, YCTaAHOBNEHHOM rpukazom MwuHuUCTepcTBa 34paBOOXpPaHEHUST M cOUMaribHOro
pa3sutua Poccuickon ®egepaumm ot 23 mapta 2012 r. N 252H "O6 ytBepxaeHuun Nopsaka
BO3MOXEHNA Ha dpenbaliepa, akyllepky pykoBoauTenemM MeAuUMHCKOW opraHu3aumm npu
opraHuM3aumn okasaHusi NepBUYHON MeOMKO-CaHUTApPHOW MOMOLUM U CKOPOW MEeAMLUHCKOMN
NOMOLUM OTAENbHbIX (PYHKUMM Jrlevawero Bpada Mo HenocpeacTBEHHOMY OKa3aHWUio
MeANLMHCKON NOMOLLM NaUneHTy B nepuog HabnogeHns 3a HUM 1 ero fievyeHunsi, B TOM Yucne
No HasHaA4YeHW0 W MNPUMEHEHUIO NEeKapCTBEHHbIX MpenapaTtoB, BKIIOYAs HapKOTUYecKue
neKkapCcTBEeHHble  npenaparthbl n NMCUXOTPOMHbIE  NleKapCTBEHHbIE npenapaTbl” ?,
MHOMBUAYaNbHLIMU NpeanpuHUMaTenaMu, OCYLLECTBSAIOWMMN MEOULNHCKYO OeATEeNbHOCTb
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(Banee - meguuUHcKne paboTHUKK).

3. CsefeHuss O Ha3Ha4YeHHOM feKapCTBEHHOM npenapaTte (HavMMeHoBaHue
NEeKapCTBEHHOro npenapaTta, [A03MpOBKa, Cnocob BBEOEHUA W NPUMEHEHUSA, PEXUM
A03UPOBaHUs, NPOOOIPKUTENBbHOCTL fledeHnss 1 060CHOBaHWE Has3HayYeHWsa NeKapCTBEHHOro
npenapara) BHOCATCA MEOULMHCKUM pabOTHMKOM B MEAMLMHCKYI0 JOKYMEHTALMIO NauneHTa.

B cny4yasx, ykasaHHbIX B nyHkTax 9-12 HacTtoswero Nopsagka, MeanuumHCKnin paboTHUK
odpopMniSieT HasHavyeHue JIeKapCTBEHHbIX nMpenapaTtoB, B TOM 4ucre nognexawmnx
N3roTOBMEHMIO N OTMNYCKY anTeYHbIMX OpraHusaunamun (ganee - nekapcrBeHHble npenaparhbl
MHONBMOYANbHOIO U3roTOBMEHWS), Ha peuenTypHoM OnaHke, 0POPMIIEHHOM Ha GyMa)KHOM
HOocuTeEne 3a CBoewn Noanuchbio (ganee - peuenTt Ha BymMaHOM HocuTene), n (Mnu) ¢ cornacus
nauMeHTa WNM ero 3aKoHHOro npeacTaBUTens® Ha peuenTypHoM 6naHke B dopme
3MIEKTPOHHOrO JOKYMEHTA C UCMOMb30BaHMEM YCUIEHHOWN KBaNMMULNPOBaAHHOW 3NEKTPOHHOMN
nognucy MmeanunHekoro paboTHUKa (ganee - peuent B oopMe 3NEeKTPOHHOIo AOKYMEHTA).

PeuenT B (popMe 3f1eKTPOHHOIO LOKYMEHTa, CoAepXallunm HasHavyeHne HapKOTUYECKNX
CpeacTB UMM MNCUXOTPOMHbLIX BeLLecTB, MNOANUCBHIBAETCA C WCMNOSIb30BAaHWEM YCUITEHHOM
KBanMuLumMpoBaHHOM 3IIEKTPOHHOM MOAMNUCK fnevawiero Bpadya unu enbaliepa, akyLepku,
Ha KOTOPbIX BO3MOXEHbl (PYyHKUMM nevawiero Bpaya, M COOTBETCTBYHOLLEN MEeANLUHCKOMN
opraHusauum “.

OdhopmneHne peuentoB B (popMe OMNEKTPOHHbIX OOKYMEHTOB OCYLLEeCTBNSEeTCs B
criydae npuHATUA  YNOMHOMOYEHHbIM  OPraHoOM  WUCMOSIHUTENbHOW Bractm  CcybGbekTa
Poccunckon degepaumm B COOTBETCTBUM C NMyHKTOM 4 cTaTbh 6 degepanbHOro 3akoHa ot 12
anpena 2010r.N61-®3 "O6 obpalleHnM neKkapcTBeHHbIX cpeacTs"® pelweHuss 06
NCcrnonb3oBaHUM Ha TeppuTopumn cybbekta Poccuinckon denepaumm Hapsagy ¢ peuentamu Ha
neKkapcTBEHHble npenapaTbl, OMOPMMNEHHbIMXU Ha OyMaXHOM HocuTene, peuenToB Ha
nekapCTBEHHbIe npenapaTbl, COOPMUPOBAHHbLIX B POPME INEKTPOHHbIX JOKYMEHTOB.

4. Tllpn BbINMCKE NauueHTa Wun3 MeaULMHCKOM OopraHusaumm, B KOTOPOW emy
oKasblBanacb MeAMUMHCKasi NMOMOLLb B CTAUMOHAPHbLIX YCMOBUAX, OAaHHOMY NauMeHTy Mo
peLLEeHMIO PYKOBOAMTENA MEANLIMHCKOW OpraHM3aLmMm Ha3Ha4arTcs ¢ ohopMIIeHMeM peLienTta
B bopMe O3MEeKTPOHHOro AOKyMeHTa M (Mnu) Ha OBymaxHOM HocuTene (*
odopMIeHMs peLIenToB Ha feKapCTBEHHble MnpenapaThl, nognexaiwme otnycky 6ecnnatHo
UM CO CKMAKOM) nNubo BblgalTCca (MAUWEHTY WM ero 3akoHHOMY nNpeacTaBuUTEsto)
OLHOBPEMEHHO C BbIMUCKON M3 UCTOpUM BONE3HN nekapCTBEHHbIE npenapaTbl, B TOM 4ucrne
HapKOTUYECKME M MCUXOTPOMHbIE FIEKAPCTBEHHbIE MpenapaTbl, BHeCeHHble B crnncku |l v Il
nepeyYHs HApKOTUYECKNX CPEACTB, MCUXOTPOMHBIX BELECTB U UX NPEKYPCOPOB, Noafexalumnx
KOHTponto B Poccunckon ®depepaumn, yTBEpXOEHHOro nocrtaHosrieHem [lpaBuTenbcTBa
Poccuitickoin  ®depepaumm  oT 30 wmioHa 1998 T.N681° (manee - [lepeyeHb),
CUNbHOOENCTBYHOLME NIEKAPCTBEHHbIE NpenapaThl, HA CPOK NpMemMa naumeHTomM 4o 5 gHeN.

5. HasHayeHue nekapcTBeHHbIX MpenapaTtoB Mpu Ooka3aHUM MeOULMHCKOM NMOMOLLU B
CTaUMOHAapPHbLIX YCMOBUAX B TpeboBaHUAX-HaKNagHbIX, HanpasnsieMblX B anTeyHble
opraHusaumn, SBRsOLWLMECH CTPYKTYPHbIMU NogpasgeneHnaMmm MeguLmMHCKON opraHnsauuu, B
KOTOPOW OKasblBaeTCcss MeOuUMHCKasi MOMOLLb, OCYLLECTBNSIETCA B COOTBETCTBUM C
WHCTpykuMen o nopsgke BbINMUCbIBAHUSA feKapCTBEHHbIX MnpenapaTtoB UM odopMieHus
peuentoB ©n  TpeboBaHWN-HaKNagHbIX,  YTBEPXOAEHHOW  rnpukazom  MwuHucTepcTBa
34paBooxXpaHeHns n couuanbHoro passutna Poccunckon ®Pepepauum ot 12 despans
2007 r.N 110 "O nopsgke Ha3Ha4YeHUs1 M BbINUCbIBAHUSA JNEKAapPCTBEHHbIX MNpenapaTos,
n3genum MeauuMHCKOro HasHayeHns W CneumanusanpoBaHHbIX MPOAYKTOB nevyebHoro
nuTaHusa" ’.

6. HasHayeHMe nekapCTBEHHbIX MpenapaToB OCYLECTBASeTCS MeAULUMHCKAM
paboTHUKOM MO MeXAYHapOAHOMY HenaTEHTOBaHHOMY HaVMEHOBaHMIO, a NpPU ero OTCYTCTBUM
- rpynnMpoBOYHOMY WM XMMUYECKOMY HaumeHoBaHuw. B cnyyae oTcyTtcTBuS
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MeXOyHapoaHOro HernaTeHTOBaHHOrO0 HaMMEHOBaHUS U TPYNNMPOBOYHOIO UM XMMUYECKOro
HaMMeHOBaHWNS FEeKapCTBEHHOro npenapaTta, NekapCcTBEHHbI npenapaT HasHavaeTcs
MeANLMHCKMM pabOTHUKOM NO TOProBOMY HauMEHOBAHMUIO.

MpyM HanMuun MeauUMHCKUX MOKa3aHun (MHAMBUMAyanbHasi HenepeHOCUMOCTb, MO
)XM3HEHHbIM MOKasaHWsAM) MO peLUeHnto BpadeGHON KOMUCCUM MEAULMHCKOW opraHmsauum ©
OCYLLIECTBNAETCA Ha3HayeHne n opopMneHne HasHavyeHUs NeKkapcTBEHHbIX npenapaTos, He
BXOOALWNX B CTAHOAPTbl MeAMLMHCKOM NOMOLK, pa3paboTaHHbIX B COOTBETCTBMM C MyHKTOM 4
ctaten 10 ®egepanbHoro 3akoHa ot 21.11.2011 N 323-®3 "O6 ocHoBax oxpaHbl 340pPOBbS
rpaxgaH B Poccuiickon ®epepauun"®, nubo no TOProBbIM HauMeHoBaHuAM. PelueHuve
Bpa4yebHON KOMUCCUM  MEAUMLMHCKOW  opraHu3aumm  uKcupyetca B MeAULUHCKOM
AOKYMEHTauun nauneHTa u B XXypHane BpayebHon Kommccum.

7. HasHadeHve nekapCTBEHHOro npenaparta B peuente Ha BymMaxHOM HocuTene unu
peuenTte B (popmMe 3NEKTPOHHOIO JOKYMEHTa O(hopMAAeTCs Ha UMS NauneHTa, AN9 KOTOpPoro
npegHasHayeH nekapcTBeHHbIN npenapar.

Peuent Ha OymaxHoM HocuTernie, oOpMIIEHHbIA Ha peuenTypHoM 6naHke dopm
N 107-1/y, N 148-1/y-88, N 148-1/y-04 (n), yTBEpXOEHHbIX HACTOALMM MNPUKA30OM, a TaKke
peuent Ha 6ymaxHOM HocuTene, OGOPMISIEHHbIM Ha peuenTypHoMm ©OnaHke dopmebl
N 107/y-HI, yTBepxaeHHon npukaszom MuHUCTEpCTBA 34paBooXpaHeHust Poccuinckon
®epepaummn ot 1 asrycta 2012r. N 54H "OO6 yTBepxaeHUn (opmbl ONaHKOB peuenTos,
cofepXallmx HazHayeHne HapKOTUYECKUX CPeaCcTB UNKN MCUXOTPOMHbIX BELLECTB, Nopaaka ux
N3roTOBMEHUS, pacnpefeneHns, perncTpaumm, ydeta W XpaHeHusi, a Takke npasun
ocopmnenna" ° (nanee - cdopma N 107/y-HIT), moxeT ObiTb MONyYeH NaLUWEHTOM, €ro
3aKOHHbIM nNpeacTaBUTESNIEM WAN FNLOM, UMeELEeM# OOPMIEHHYIDO B COOTBETCTBUM C
rpaxkgaHckumMm 3akoHopaTenbCcTBOM Poccurckon degepaunm JOBEPEHHOCTb OT MauueHTa Ha
npaBo NoJsly4eHUst Takoro peuenTta (ganee - ynofIHoMO4YeHHOE NuLO).

Peuent B opme 3neKTPOHHOro AOKyMeHTa dopMuUpyeTcss C MCMNofb30BaHMEM
rocygapCTBeHHON MHGOPMaLMOHHON cuUcTeMbl B cdepe 34paBoOXpaHeHus cybbekTta
Poccuinckon  depepaunn, MeanUMHCKOM  MH(OPMALMOHHOM  CUCTEMbI  MEAULMHCKOM
opraHusauum .,

®akT Bblgaun peuenTta Ha NekapCTBEHHbIN nNpenapaTt 3aKOHHOMY NpeaCTaBUTENO UMK
YNOSTHOMOYEHHOMY NULYY (PUKCUpyeTcs B MEAULMHCKON JOKYMEHTaUMM nauneHTa.

8. MeanunHcknm paboTHMKaM 3anpeliaeTcs opopmnaTb peuenTbl NpU OTCYTCTBUN Y
nayveHta MeOuUMHCKMX  MOKasaHwnh; Ha  He3aperucTpupoBaHHble  fleKapCTBEHHbIE
npenapaTbl '%; Ha NeKkapCTBEHHble MpenapaTbl, KOTOPble B COOTBETCTBUM C UHCTPYKUMEN MO
MeANUMHCKOMY MNPUMEHEHMIO NpeaHasHavyeHbl A1 NPUMEHEHUS TOSMTbKO B MEOULMHCKNX
opraHuMsaumax; Ha HapKoTU4eckue cpencTBa W MCUXOTPOMHble BewlecTBa, BHECEHHble B
crnvcok Il Tlepeyns, 3aperncTpmpoBaHHbIE B Ka4eCTBE fNleKapCTBEHHbIX MpenapaToB, B LiENsxX
NPUMEHEHNA AN NeYeHnss HapKOMaHUu.

NHaneuayanbHbIM npeanpuHuMmaTensm, OCYyLLEeCTBNAOLNM MEONLMHCKYHO
AEATENbHOCTb, AOMOMHUTENBHO K TpeboBaHUAM, yKazaHHbIM B ab3ale nepBoM HacTosLEero
nyHKTa, 3anpewaetca opopMnATb peuenTbl Ha HapKOTUYECKMe cpeactBa M MCUXOTPOMHbIE
BellecTBa, BHeceHHble B crivcku |l n 11l TlepeyHs (ganee - HapKOTUYECKME N NCUXOTPOMHbIE
nekapcTBeHHble npenapaTbl cnuckos Il u Il MepeyHs).

9. lMNpun HasHavyeHUN HapPKOTUYECKUX W TMCUXOTPOMHbLIX FEKapCTBEHHbIX MnpenapaTos
crnvcka |l MepeyHsi, 3a UCKNIDYEHNEM NTeKapCTBEHHbIX NpenapaToB B Buae TpaHcaepMarbHbIX
TepaneBTUYECKUX CUCTEM U JleKapCTBEHHbIX MpenapaToB, CcoAepXalinx HapKoTUu4eckoe
CpeacTBO B COMETAHUU C aHTarOHUCTOM OMMOWMAHBLIX PELLEnTOpOB, peuenTbl Ha ByMaXHOM
HocuTene ogopMAATCS Ha peuenTypHoM 6naHke doopmbl N 107/y-HI.

10. PeuenTypHbii 6naHk doopmel N 148-1/y-88 ohopmMngeTca npy Ha3HaYeHuu:

1) HapKOTUYECKUX N MCUXOTPOMHBIX JleKapCTBEHHbIX npenapaTtos crivcka |l MNepeyvHs B
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BMOE TpaHcAepMasnbHbiX TepaneBTUYECKMX CUCTEM, HAPKOTMYECKUX NEKapCTBEHHbIX
npenapaTtoB cnucka |l lepeyHa, cogepxalumx HapKoOTMYeCcKoe CpencTBO B COYETaHun C
AHTaroHNMCTOM OMMOMAHbLIX PELIENTOPOB, NCUXOTPOMHbIX NTEKAPCTBEHHbIX NpenapaToB Crnvcka
[l MepeyHs;

2) nekapCTBEHHbIX MpenapaToB, obnagawwmx aHabonM4eckon akTUBHOCTbIO (B
COOTBETCTBUM C OCHOBHbIM (papMakonormyeckum OencTBMeM) W OTHOCALLMXCA MO
aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudumkauumn, pekomeHgoBaHHoM BcemupHom
opraHusauuer 3gpaBooxpaHeHus (oanee - ATX) '3, k aHaGonunyeckum ctepovaam (kog A14A)
(mhanee - nekapcTBeHHble npenapatbl, obnagakowme aHabONMMYECKON aKTUBHOCTBIO B
COOTBETCTBUMN C OCHOBHbBIM (papMaKkofornyeckum AencTBnem);

3) nekapCcTBEHHbIX NpenapaToB, ykasdaHHbIX B nNyHKTe 5 Mopsagka oTnycka usnyeckum
nvuam nekapcTBEHHbIX NpenapaTtoB ANs MeAULMHCKOrO MpUMEHEHUs, codepXalinx Kpome
ManbiX KOMMYECTB HaPKOTMYECKMX CPeACTB, MCUXOTPOMHbLIX BELLECTB M MX MPEKypCOpOB
apyrue bapmakonormyeckne akTUBHbIE BELLECTBA, YTBEPXKAEHHOro nprkasoM MuHucTepcTea
34paBoOOXpaHeHuss W coumanbHoro passutua Poccuinckon Pegepauum ot 17 Mas
2012 r. N 562H ** (nanee - MNopaAnok oTnycka nekapcTBEHHbIX NpenapaToB);

4) nekapCTBEHHbIX MNpenapaTtoB WHOMBUAYANbHOMO W3roTOBNEHUSA, COAepXaLmX
HapKOTUYecKoe CpeacTBO WM NcuxoTponHoe BewectBo crivcka |l lNepeyHs, wn gpyrue
dapmakonormyeckme akTMBHble BeLecTBa B [03€, HEe MpPEeBbIAlLWEN BbICLUYH pPa3oByH
[03Yy, U NpU YCIOBUKN, YTO 3TOT KOMOMHUPOBAHHLIN NEKapCTBEHHbIN NpenapaTt He sBnseTcs
HaPKOTMYECKUM MIN NMCUXOTPOMHBLIM fIEKAapCTBEHHbIM nNpenapatoM cnucka |l MNepeyHs;

5) nekapcTBeHHbIX NpenapaToB, Nognexalimx npeamMeTHO-KONMYEeCTBEHHOMY Y4eTY, He
nepeyYncneHHblx B nognyHkrax 1 - 4 HacTosero nyHKTa (3a MCKMYEeHMEM NeKapCTBEHHbIX
npenapaToB, oTnyckaembix 6e3 peuenTa).

11. PeuentypHbin 6naHk copmbl N 148-1/y-04 (1) ocopmnsieTca npu HasHa4vyeHuu
NeKapCTBEHHbIX MpenapaToB rpaxaaHaMm, MMelLWwMM npaBo Ha OGecnnatHoe nonyyeHune
NeKapCTBEHHbIX NpenapaToB UK NolyYeHne NnekapCcTBEHHbIX NpenapaToB CO CKUOKOWN.

12. PeuenTypHbii 6nank doopmbl N 107-1/y odbopMnsieTcst npy Ha3Ha4YeHUN:

1) nekapCTBEHHbIX nNpenapaTtoB, yKasaHHblX B nyHkTe 4 [lopsigka oTnycka
NeKkapCTBEHHbIX NpenapaTos;

2) NnekapCTBEHHbIX NpenapaToB, He YkadaHHbIX B NyHkTax 9 - 11 HacTosiwero MNopsaka.

13. lNpn HaszHayYeHUn nekapCcTBEHHOro npenaparta UHANBMAYaNbHOIO MU3roTOBMEHUS B
peuente Ha GymaxHOM HocuTene u (Mnu) peuente B (opMe 3SNEKTPOHHOrO AOKYMEHTa
HaMMEHOBaHWNS FEKapCTBEHHbIX MpPenapaToB, BKIMOYEHHbIX B MepeyeHb JleKapCTBEHHbIX
CPeAcTB Ansi MEeAMUMHCKOrO MpUMEHEHUS, nognexawmx npegMeTHO-KONMYeCTBEHHOMY
yyeTy 1° (ganee - nekapcTBeHHble npenapaTtbl, BKMOYeHHbIe B nepeyeHb MKY), ykasbiBatoTcs
B Havarne peuenTa, 3aTeM - BCe OCTallbHbl€ MHIPEeaNEHTbI.

14. Mpwn Ha3HayYeHUn NekapCTBEHHOro npenapara B peuente Ha ByMaXXHOM HocuTene
n (Mnn) peuente B oopMe 3NEKTPOHHOIO AOKYMEHTa 3anpeLLaeTcs npesbillaTb KONMMYecTBO
HaApPKOTMYECKNX CPEACTB UM MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXeT OblTb BbIMMCAHO B
OQHOM peuenTe, ycTaHoBneHHoe npunoxeHnem N1 k Hactoswemy [lopsaky, 3a
NCKIMIOYEHNEM ClnyYaeB, YkasaHHbIX B nyHkTax 16 n 25 Hactoswero Nopsaka.

15. Tpn HaszHa4YeHUN nekapCTBEHHbIX NpenapaToB, BKMNOYEHHbIX B nepedveHb (1KY,
[03a KOTOPbIX MNPEBbIWAET BbICWUMA OOHOKPATHbLIN  MpUeM, MeLUUMHCKUA  paboTHUK
obo3HayaeT O03y 3TOro JfleKapCTBEHHOro npenaparta B peuente Ha OymMaxHOM HocuTene
MpoOMMUCbID C  MPOCTaBfEHMEM  BOCKNMUATENbHOrO 3Haka W (unu) npocTtaBnsieT
BOCKNMUaTeNbHbINA 3HaK Npy 0dhopMIieHnn peuenTta B popme 3MEKTPOHHOrO AOKYMEHTa.

MHdopmaumsa 06 nameHeHusx:

[NyHkm 16 usmeHeH ¢ 9 ¢pesparns 2020 a. - lNpuka3 MuH3Opasa Poccuu om 11 dekabpsi
2019 e. N 1022H
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Cwm. npeodbidywyro pedakyuro

16. KonmyecTBo HasHa4YeHHbIX NeKapCTBEHHbIX NpenapaToB, BKNIOYEHHbLIX B NepeyeHb
MKY, npu okasaHuM naumeHTam, HyXJawwumcs B ONUTESNIbHOM JleYyeHun, nepBUYHON
MEeOMKO-CaHUTapHOW MOMOLWN W  NanIuaTUBHOM MeOMLUMHCKOM MOMOLWM MOXeT ObITb
YBEMNYEHO C YY4ETOM KIMHMYECKUX pekomeHaaumn He bonee Yyem B 2 pasa MO CPaBHEHUIO C
KONMMYECTBOM HApPKOTUYECKMX CPeAcCTB UIM MCUXOTPOMHbLIX BELLECTB, KOTOpPOe MOXeT ObITb
BbIMYCaHO B OAHOM peLenTe, ycTaHOBMEeHHbIM rpunoxeHvem N 1 kK HacToswemy Nopsaaky.

B cny4yasx, npegycMoTpeHHbIX ab3alem nepsbiM HACTOSALLEro NyHKTa, Ha peuenTtax Ha
GymaxxkHoOM HocuTene npousBoamTca Hagnucb "lMo cneunanbHOMY HasHadYeHu", OTAENbHO
3aBepeHHas MoAnuUCbld MeaUUUHCKOro paboTHWKa WM nevyaTbld MEeOUUUHCKOW opraHusaumm
"Ona peuenTtoB”, Ha peuentax B )opMe 3MEKTPOHHOro JOKYMEHTa Npou3BOAMTCA OTMETKa
"o cneuwanbHOMY HasHayeHu" C NpocTaBfiEHNEM YCUMEHHOW KBannuuLMpOBaHHON
SNEeKTPOHHOM MoANMCU MeSULUMHCKOro paboTHMKA.

17. CocTaB nekapCTBEHHOro npenapara, ekapcTBeHHas dopma un obpalleHune
MeanuMHCKOro paboTHuMka K hapmaueBTMYeCcKOMY paboTHUKY 06 OTnycke nekapcTBEHHOro
npenaparta oopMASIOTCS Ha NTaTUHCKOM Si3blKe B POAMTENbHOM Nagexe.

Mpn ocbopmneHnn peuenTypHbIX BNaHKOB AOMYyCKaeTCA MCMNOSib30BaHWE COKpalleHuin
(npunoxexne N 2 k HacTosiwemy MNopagky).

Mpn Ha3HavyeHUn NeKapCTBEHHOro npenapaTta He JOonycKaeTcs cokpauieHue Onmnakmx
no HaMMEHOBaHWUAM WHIPEAMEHTOB, COCTaBMSKOWMUX JeKapCTBEHHbIW npenapaT, He
NO3BONAOLMX YCTAHOBUTL, KAKOWM MMEHHO JIeKapCTBEHHbIM NpenapaT Ha3HaYeH.

18. Cnocob npuMMeHeHus1 nekapcTBEHHOro npenaparta obo3HayaeTcsl C yKasaHUEM
A03bl, YaCTOTbl, BpEMEHN NpuemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) N ero ANUTeNbHOCTH,
a [And rnekapCTBEHHbIX MpenapaToB, B3aMMOAEWCTBYHOLMX C MNULLEN, - BPEMEHU KX
ynotpebneHna oTHOCUMTENbBHO Npuema nuwm (4o eabl, BO BpeMs efbl, nocne eabl).

19. lMpn HeobxooMMOCTM HEMEANEHHOro WM CPO4YHOro (B TevyeHume OByx paboumx
AHen) OTnycka JiekapCTBEHHOro npenapata nauMeHTy B BepXHEeW 4acTu peuenta Ha
OymaxHoM HocuTene npoctaBnsAwTcss 0003HavyeHna "cito" (cpoyHo) wnm “statim"
(HemeaneHHo). AHanornyHble o0003HayeHus nNPOCTaBNATCA B BuAe OTMETOK npu
odopmneHnn perenta B opme 3NIEKTPOHHOIrO JOKYMEHTA.

20. Mpun odopmMeHnn HasHayYeHus roOTOBOroO fIEKApPCTBEHHOroO npenaparta B peuente
Ha OyMaxHOM HocuTene unu peuente B (POpMe IMEKTPOHHOrO AOKYMEHTa KONM4ecTBO
AENCTBYIOLWNX BELLECTB YyKasblBaeTCA B COOTBETCTBUM C MHCTPYKUMEN MO MeOULMHCKOMY
NPUMEHEHNIO NNeKapCTBEHHOro npenapara.

Mpn odopMneHnn HasHayeHus feKapCTBEHHOro npenaparta  WHAMBUAYaNbHOIo
N3roToBneHMs B peuente Ha OymaxHOM HocuTene unu peuente B POpPMe 3NEKTPOHHOMO
AOKyMEHTa KONMYeCTBO TBEPAbIX U CbiNy4nx hapmMaueBTUYEeCKUX CyOCTaHLMI YKa3biBaeTCcs B
rpammax (0,001; 0,5; 1,0), XnAKMX - B MUANUNUTPax, rpaMmmax n Kannsix.

21. Peuentbl Ha OymaxHOM HocuTene, B {OpPMe 3fIEKTPOHHOIO [OOKYMEHTa,
odhopmneHHble Ha peuenTtypHoMm GnaHke dopmbl N 148-1/y-88 u npegHasHadeHHble Ans
OTrMycKa neKapCTBEHHbIX MpenapaTtoB, NPeAyCMOTPEeHHbIX noanyHktamu 2 - 5 nyHkra 10
HacToswero Nopsiaka, 4encTBUTENbHbI B TedeHre 15 gHen co aHA odpopMIeHus.

MHdopmaumsa 06 nameHeHusx:

[yHKkm 22 usmeHeH ¢ 9 gpesgpansa 2020 e. - lNpuka3 MuH3dpasa Poccuu om 11 Oekabpsi
2019 e. N 1022H

Cm. npeodbidywyto pedakyuro
22. Peuentbl Ha OymaxHOM HocuTene, B (OpPMe SMEKTPOHHOrO0 [JOKYMEHTa,
odoopMIieHHble Ha peuenTypHom 6naHke dopmbl N 148-1/y-04 (1) u npeagHa3HadYeHHble Ons
OTNyCKa IeKapCTBEHHbIX MpenapaTtoB rpaxgaHaM, YKasaHHbIM B MyHkTe 11 HacTosiwero
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Mopsgka, pencrtButenbHbl B TedeHne 30 AHeW cO OHSA OMOPMIIEHUS, 3@ WCKITHOYEHUEM
cny4vaeB odoopMIieHus peuenTta B cooTBeTCcTBUM € nyHkTamn 39 n 40 HacTtosdwero Nopsagka,
npun KOTOPbIX OH AeNcTBUTENEH B TeveHne 15 gHen co gHS odopMIieHus.

MHdopmaumsa 06 nameHeHusx:

[MyHkm 23 usmeHeH ¢ 9 ¢pesparns 2020 a. - lNpuka3 MuH3Opasa Poccuu om 11 dekabpsi
2019 e. N 1022H

CwM. npeodbidywyto pedakuuro

23. PeuenTtbl Ha OymaxHOM HocuTene, B (OpPMe SMEKTPOHHOro [JOKYMEHTa,
odoopMIieHHbIE Ha peuenTypHoMm 6naHke dopmbl N 148-1/y-04 (1) u npeaHa3HadYeHHble Ons
OTnycKka JiekapCTBEHHbIX MpenapaToB rpaxgaHam, LSOCTUMUMM MNEeHCUMOHHOro BO3pacTa,
WHBanNuMgamMm nepBou rpynnbl, AeTAM-MHBanNMgaMm, a Takke rpaxgaHam, CTpagatolnm
XpPOHUYeckMMn  3aboneBaHnsaMK, TpebylowmMn  ONUTENBbHOrO  KYpPCOBOrO  flieYeHus,
AencTeuTenbHbl B TedeHne 90 gHen co AHA 0hopMIIeHUs.

Onsa neyeHuss XpoHWYeCKMX 3aboneBaHWW yKa3aHHbIM  KaTeropusiMm rpaxnaH
nekapcTBeHHble npenapatbl ¢ OgOopMNeHNEM peuenToB Ha OyMaXHOM HocuTene unm
peuenToB B (popme 3MEeKTPOHHOro JOKYMEHTa MOryT HasHadaTbCA Ha Kypc fiedeHus go 180
OHen.

24. Peuentbl Ha OymaxHOM HocuTene, B dOpMe SNEeKTPOHHOro [AOKyMEHTa,
odopMIieHHbIE Ha peuenTypHom BnaHke dopmbl N 107-1/y n npegHa3HayYeHHble Ansa oTnycka
NEeKapCTBEHHbIX MNpenapaTtoB, NpPedyCMOTPEHHbIX MyHKTOM 12  Hactodwero [lopsaka,
AencTBuTenbHbl B TedeHne 60 aHen co HA ohopMITEHUS.

Mpn Ha3HayYyeHuM roToBbIX NEKAPCTBEHHbLIX NpenapaToB N fIeKapCTBEHHbIX NpenapaToB
WHOMBMAYANbHOIO N3roTOBMNEHUS NauMeHTam ¢ 3aboneBaHnsMU, TPeOyOLWMMN ONNTESNBHOIO
KypCOBOro rfieveHusi, ¢ opopmMmsieHMeM Ha peuentypHom 6naHke copmbel N 107-1/y peuenta
Ha OymaxHoM HocuTene unn B opme SNEeKTPOHHOro AOKYMEHTa yCTaHaBNMBAETCS CPOK
AEeNCcTBUs peuenTa B Npegenax 4O OAHOro KaneHgapHoro roga.

B cnyyae ycraHoBneHus cpoka OeWCTBUA peuenTta B npegenax Ao O4HOro roga B
peuenTte npoctaBndetrca otMeTka "lMo cneuynanbHOMYy HasHadYeHut", obo3HayaeTcsi CpOK
AENCTBMS peuenTta M NepuoavyHOCTb OTMyCKa JEKAapPCTBEHHbIX MNpenapaTtoB M3 anTeyHom
opraHuMsauMn UnNu  UHOUBUAYyasnbHbIM  NpeanpuHUMaTeneM, WMEKLWNM  JIMLEH3NI0  Ha
dbapmMaLeBTUYECKYID OeATEeNbHOCTb 1 (exeHenenbHO, EeXEeMecsyHO W MWHble nepuopbl).
[ononHUTeNbHO 3TO YKasaHWe 3aBepsieTCs NoAMNUCHI0 M neYaTbio MeanUUHCKOro paboTHuKa,
a Takke nedaTtbd MeOMLMHCKOW opraHm3aumm "[Ona peuentoB" (ansa peuenta Ha GymakHOM
HOcUTENe) WM YCUNEHHOW KBanMOUUMPOBAHHOW SNEKTPOHHOW MOAMUCH MeAULMHCKOro
paboTHMKA W nuua, YMNOSIHOMOYEHHOro 3aBEPATb [LOOKYMEHTbl OT MMEHU MeOULMHCKON
opraHusaumm (ons peuenta B oopMe ANEKTPOHHOIo AOKYMEHTA).

MHdopmaums 06 naMeHeHusix:

[MyHkm 25 usmeHeH ¢ 9 ¢pesparns 2020 a. - lNpuka3 MuH30pasa Poccuu om 11 dekabps
2019 e. N 1022H

Cwm. npeldbidywyro pedakyuro

25. Peuentbl Ha npousBogHble 6apbUTYpOBON  KUCNOTbI, KOMOWHUPOBAHHbLIE
NeKkapCTBEHHble MnpenapaTtbl, coaepXawme kogevH (ero comnuv), WHble KOMOMHMPOBAHHbIE
NeKapCTBEHHblEe  npenapaTbl, nognexawme  nNpegmMeTHO-KONMMYECTBEHHOMY  Y4eTy,
nekapcTBEHHble npenapatbl, obnagarwLlmne aHabonMyeckon akTUBHOCTBIO B COOTBETCTBUN C
OCHOBHbIM (PapMakosiorMyeckum AencTBuMeM, ONA JleYeHUs MauMeHTOB C XPOHUYECKUMU
3aboneBaHuAMM MOryT 0POPMAATLCS Ha Kypc neyveHus oo 60 gHen.

B cnyyae, korga kypc nedeHus coctaBnsdet 6onee 30 gHen LOMNOMHUTENbHO B
peuentax Ha Byma)xHOM HOcUTene NPon3BoanTCA Hagnuck "lNMo cneunanbsHOMY Ha3Ha4YeHuH",
3aBepeHHas NoANUCbID MeaUUMHCKOro paboTHMKA U nevaTbid MeAMUMHCKOW OopraHu3auuu
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"0na peuentoB”, peuenTtax B )OpMe 3fIEKTPOHHOIO JOKYMEeHTa npomssoantcs otmeTka "lMo
cneuManbHOMY  HasHa4yeHur", C NPOCTaBfIEHMEM  YCUSIEHHOW  KBanvMuLUMpPOBaHHOW
3NEKTPOHHOM MOAMUCKA MEeOUUMHCKOro paboTHMKa M nuvua, YNofIHOMOYEHHOro 3aBepsiTb
AOKYMEHTbI OT UMEHWN MeJULMHCKON OpraHn3aunn.

26. Peuent Ha OymaxHOM HocuTene, B (OpMe SMEKTPOHHOrO0 [OOKYMEHTa,
OOOPMSIEHHbLIA C HapyLUEHWEM YCTAHOBMEHHbIX HacTosawmm [lopsgkom TpeboBaHuM,
cuMTaeTcsa HeLenCTBUTESbHbLIM.

Il. HazHayeHMe nekapcTBEHHbIX NpenapaToB NPU OKasaHUU MegULMHCKOW NOMOLLMU B
CTauMOHapHbIX YCNOBUSIX

27. Tlpn okaszaHMM NauUWeHTy MEOULMHCKOW MNOMOLUM B CTaUMOHaPHbLIX YCNOBUAX
HasHa4yeHne neKapCTBEHHbIX MnpenapaTtoB npou3BoauTcss 6e3 odopmneHua peuenTta
MeANLUMHCKMM pabOTHUKOM eANHONNYHO, 3a UCKIIOYEHNEM CIlyvaeB, yKasaHHbIX B NMyHKTe 28
HacToswero lNopsaka.

28. CornacoBaHue HasHa4yeHUs fEeKapCTBEHHbIX npenapaTtoB C 3aBefylowum
OTAENEeHWEM  WUAM  OTBETCTBEHHbIM  OEXYPHbIM  BpadYoM nmbo  ApyrMM  NULOM,
YNOMHOMOYEHHbIM MPUKA30M [faBHOMO Bpava MeOMUUHCKOW OpraHu3auuun, a Takke, npu
HanNU4Mn, ¢ BPa4oM - KNMHNUYECKUM hapmakonorom Heob6xoamMmo B crydasx:

1) oAHOBPEMEHHOr0 HasHayeHnsa NATM n Bonee nekapcTBEHHbIX NpenapaTtoB O4HOMY
naumeHTy;

2) HasHayeHusa neKkapCTBEHHbIX MpenapaTtoB, HE BXOAALMX B MepeyeHb XXU3HEHHO
HeoGXoOUMbIX U BaXKHEMLLUMX NeKapCTBEHHbIX MpenapaTtoB'’, NpyM HETUMUYHOM TEYEHUU
3aboneBaHusi, HanmMuuMM OCNOXHEHUA OCHOBHOro 3aboneBaHuss u (Mnn) COMYTCTBYHOLLMX
3aboneBaHun, NpM Ha3HaYEeHUN NEKapPCTBEHHbIX NpenapaToB, 0COGEHHOCTM B3aMMOOEeNCTBNS
N COBMECTMMOCTW KOTOPbIX COrMAaCHO WHCTPYKUMSM MO WX MPUMEHEHUIO MPUBOOAT K
CHWXeHuo addekTMBHOCTM U Be3onacHOCTU bapmakoTepanun n  (Mnu) cosgatoT
NoTEeHUManbHy ONacHOCTb ANSA XU3HW 1 300pOBbS NaUMeEHTa.

B ykasaHHbIX crydasix HasHadeHWe feKapCTBEHHbIX npenapaToB GUKCMpPYeTCcs B
MEeAMLUMHCKOM JOKYyMEHTauumn naumeHTa n 3aBepaeTcs nognncbio MeamumMHCKoro pabotHuka un
3aBegywowero  orgeneHmeM  (OTBETCTBEHHOIO  OEXYPHOro  Bpaya  unv  Apyroro
YNOSTHOMOYEHHOrO Nuua).

29. MeguumHcknn paboOTHUK MeOULMHCKOW opraHusaumm (ee  CTPYKTYPHOro
nogpasgerneHuns), pacnofioXeHHOW B CENbCKOM HACeneHHOM [MyHKTe, OcCyLllecTBnsaeT
Ha3Ha4YeHWe neKapCTBEHHbIX MpenapaTtoB B Cry4yasX, yKasaHHbIX B rnyHktax 28 wmn 30
HacToswero [Mopsiaka, eQUHONUYHO.

30. Mo peweHunto BpadebHOM KOMUCCUMM NaUMEHTAM MPU OKa3aHUM UM MeLULIMHCKON
MOMOLLUM B CTaUMOHAPHbIX YCMOBMAX HA3HA4YalOTCH JieKkapCTBEHHble npenapaTbl, He
BKMIOYEHHblIE B MEepeYeHb >KU3HEHHO HeobXOoOMMbIX W  BaKHEWLMX JeKapCTBEHHbIX
npenaparos, B Criy4yae Ux 3amMmeHbl U3-3a MHAMBUOYarNbHON HENEPEHOCUMOCTHU, MO XN3HEHHbIM
NnokKasaHusAM.

PeweHne BpayebHOM KomMMCCUM DUKCUMPYETCA B MEAUUUHCKON AOKYMeHTauum
naumeHTa n xXypHane Bpa4yebHOn KoMMccuun.

31. B cnyyasx obcnenoBaHusa M neyvyeHUs rpaxgaHvHa B CTaUMOHAPHBIX YCIOBUAX B
pamMKax npenocTaBfeHns MeAUUMHCKUX YCNyr Ha BO3ME3OHOW OCHOBE 3a CYET JNYHbIX
CPEeACTB rpaxkaaH, CpeacTB lopuanNdecknx Ny U UHbIX CPeacTB Ha OCHOBaHUW OOroBopa, B
TOM 4ucrie goroBopa [A0OGPOBOSBLHOIO MEAMULMHCKOrO CcTpaxoBaHus 8, eMy MoryT ObiTb
Ha3Ha4yeHbl NIeKapCTBEHHbIE Npenaparbl, He BXOASLWME B NepeveHb XU3HEHHO HEOBXOANMbIX
N  BaXHeWLWKNX JeKapCTBEHHbIX MpenapaTtoB, €Ccnv WX HasHaydeHne U MpuMeHeHue
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o6ycn05neHo MeanUNMHCKUMU NMOoKa3aHNAMMN.

lll. HasHauyeHne nekapCTBEHHbIX NpenapaToB NPMU OKa3aHMU NepPBUYHOMN
MeAUKO-CaHUTAapPHOMW NOMOLLU, CKOPOU MeANLUHCKOM NOMOLLU U NansinatTuBHOMN
MeAULIMHCKOW NOMOLLM

32. [lpn okasaHUM nNepBUYHON MEOUKO-CAaHUTAPHOW MNOMOWM W NannnaTUBHOWN
MeAMLMHCKOM NOMOLLM B amBynaTopHbIX YCNOBUSX Ha3Ha4YeHWe fieKapCTBEHHbIX NpenapaTos
OCYLLIECTBNAETCA MEeAULMHCKMM paboTHMKOM B Crydasix TUMNUYHOrO TeveHus 3aboneBaHus
naumeHTa NCXOAs U3 TAXKECTU U XapakTepa 3abonesaHus.

33. HasHauyeHne nekapCTBEHHbIX NpenapaToB MO pelleHnto BpadebHoW KoMMCCUmn npu
OKasaHWn NepBMYHON MEONKO-CaHUTapPHOW NOMOLLUK, NanMaTMBHON MeLULMHCKON NOMOLLN B
amMOynaTopHbIX YCNOBUSIX MPOM3BOAMUTCS B Cry4vasx:

1) OOHOBPEMEHHOr0 HasHa4yeHUs OOHOMY MauMeHTy nATM n 6onee nekapCTBEHHbIX
npenapaToB B Te4YeHWEe OAHUX CYTOK WS CBblle AeCATU HaMMEHOBaHUM B TeYeHue OOHOro
Mecsua;

2) Ha3Ha4YeHUs NeKkapCTBEHHbIX NpenapaTtoB NpU HETUNNYHOM TeYyeHun 3aboneBaHus,
HanM4YnuM OCMNOXHEHMI OCHOBHOro 3aboneBaHunsa K (MNK) CONyTCTBYOLWNX 3aboneBaHunin, npu
Ha3Ha4YeHUN feKapCTBEHHbIX NpenapaTtoB, 0COBEHHOCTN B3aUMOAENCTBUS U COBMECTUMOCTU
KOTOPbIX COrMacHO UHCTPYKUMSM MO UX NMPUMEHEHUIO NPUBOLAT K CHUXKEHUIO 3O(PEKTUBHOCTU
n 6e30nacHOCTU NevYeHna naumeHTa u (Mnun) cos3garoT NoTEHUUanbHY OMacHOCTb OIS XKU3HU
1 300pOBbS NAUMNEHTA;

3) NepBUYHOr0  Ha3Ha4YeHUst NaUMEHTYy  HapPKOTUYECKMX M MCUXOTPOMHbIX
nekapcTBeHHbIX npenapatoB cnuckos Il u Il TlepeyHsa (B cnydYae NpuHATUS pyKOBOAUTENEM
MeONUMHCKON OpraHuMsaumm pelleHust 0 Heob6XOAMMOCTU COrfiacoBaHWA Ha3Ha4YeHUsl Takux
NeKapCTBEHHbIX NpenapaToB ¢ Bpa4ebHON KOMUCCHEN).

34. TloBTOpHOE Ha3HaAYeHWEe HAPKOTUYECKMX W MNCUXOTPOMHbLIX JIEKapPCTBEHHbIX
npenapatoB cnuckoB I n Il TlepedyHa npou3BoANTCA MEAULMHCKMM pPabOTHMKOM
CaMOCTOATENbHO MNauMeHTaM C BblpaXeHHbIM 6oneBbiM  CUHAPOMOM ftoBOro reHesa,
HapyLleHneM CHa, CYAOPOXHbIMU COCTOSIHUSIMUW, TPEBOXHbIMU paccTporcTBamu, obuamu,
NCUXOMOTOPHbIM BO3BYyXaeHMEM.

35. llpn oOKasaHuUM CKOPOWN MEOULMHCKOM MOMOLLM JieKapCTBEHHblE Mpenaparbl
Ha3Ha4alTCs MeaANUUHCKMM paboTHUKOM Bble3aHON Gpuragbl CKOPON MegULMHCKON MOMOLLM,
MEeANLUMHCKAM pabOTHUKOM MEOULMHCKON OpraHu3auumn npu okasaHnum MeanuuHCKON NoMOoLLn
rpaxxgaHam npu 3aboneBaHWMsX, HECHACTHLIX ChyvyasX, TpaBmaX, OTpPaBfeHUAX W OpYyrux
COCTOSIHUSAX, TPEOYIOLWNX CPOYHOrO MEOULIMHCKOIO BMeLLIaTenbCTBa.

V. HazHauyeHue JIeKapCTBEeHHbLIX npenapartoB rpaxgaHam, MMeroLWM npaBo Ha
6ecnnatHoe nosiyyeHue rieKapCTBeHHbLIX npenapaTtoB UJIN NoJiyvYyeHne NeKapCTBEeHHbLIX
npenapartoB COo CKMUOKOM, NP OoKa3aHun ﬂepBM‘-IHOI?'I MeAMKO-CaHMTapHOﬁ nomMoLuiun

36. [lpn oKasaHMM NEPBUYHOM  MELMKO-CaHUTAPHOM  MOMOLWM  Ha3HayeHue
MeONLUMHCKMM paboTHUKOM B COOTBETCTBUM CO CTaHOapTamu MeAULMHCKOW noMoLum 9
NeKapCTBEHHbIX NpenapaToB, OTNyckaeMblX 6eCcnnaTHO UM CO CKUAKOM, OCYLLECTBASETCS Ha
peuentypHom 6naHke dopmbl N 148-1/y-04 (1) ¢ y4dyeTOoM passBuTUMs 3aboneBaHus,
0COBEHHOCTEN Te4yeHMs OCHOBHOMO W COMyTCTBylLWero 3abonesaHui cregyrowmm
KaTeropusam rpaxnaH:

1) rpaxgaHam, MMeLWMM MpaBo Ha MNONyyYeHWe rocygapCTBEHHOW coumnansHou
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nomoLw B Buage Habopa coumanbHbIX YCryr, B COOTBETCTBUM C NepevHeM JeKapCTBEHHbIX
npenapaTtoB ANg MeUUUHCKOrO NPUMEHEHUS, B TOM YMCIe NeKapCTBEHHbIX npenapaToB A1
MEAMLMHCKOro NPMMEHEHWS, Ha3Ha4YaeMbIX N0 peLUEeHN0 BpavyeOHbIX KOMUCCUI MEONLNHCKNX
opraHusauui °;

2) nuuam, OGOnbHbIM remModunnen, MyKOBUCLMAO3O0M, MNOPU3apPHbIM HAHU3MOM,
6onesHbto owe, 3nokayecTBEHHbIMM HOBOOOpa3oBaHNAMM NUMEOUOHON, KPOBETBOPHOMW U
POLCTBEHHbBIX UM TKaHEW, pacCesiHHbIM CKNepo30M, reMOSIMTUKO-YPEMUYECKUM CUHOPOMOM,
FOHOLLIECKMM apTPUTOM C CUCTEMHbLIM Havanom, mykononuncaxapvgosom |, Il v VI Tunos, nuy
rnocrne TpaHcnnaHTaumMm opraHoB 1 (Unn) TKaHen B COOTBETCTBUM C NepevHeM NeKapCTBEHHbIX
npenapaTtos, yTBepxaaembiM [Npasutensctsom Poccuiickon Penepauum 2L,

3) rpaxgaHamMm, WMEKLMM [MpaBoO Ha MOflyYeHMe neKapCTBEHHbIX MpenapaTos
fecnnatHO wWNU nonyvyeHMe neKapCTBEHHbIX MpernapaTtoB CO CKMOKOW 3a CYeT CpencTB
oopketoB cybbektoB Poccunckon ®Pepepauumn, B cooTBeTcTBUMM € [lepevHem rpynn
HaceneHus K Kateropun 3aboneBaHwin, npu amMbynaTOpPHOM  JIEYEHUN  KOTOPbIX
NeKapCTBEHHble CpeacTBa U U3genus MeavUMHCKOro HasHavYeHnsa OTnycKarTca No peuentam
Bpayen GecnnatHo, u lNepeyHem rpynn HaceneHus, npu ambynaTtopHOM feYeHUn KOTOPbIX
neKapCTBEHHble cpeacTBa OTnyckakTcsa no peuentam Bpaden ¢ SO-NPOLEHTHON CKMOKOW CO
cBOOOAHbIX LIEH, YTBEPXAEHHbIMM NocTaHoBeHem MNpaButensctBa Poccuinckon degepaumm
o1 30 nona 1994 r. N 890 %%

4) rpaxgaHam, cTpagaroLwmm XN3HEYrpoXaroLmmm n XPOHUYECKUMU
nporpeccupyowmnmMm peakummn (opaHHbeiMmn) 3aboneBaHnsaMn, NPUBOAALLMMU K COKpaLLEHUIO
NPOAOIKUTENBHOCTU XKMU3HM rpaXaaH v X UHBanuaHOCTH 22,

Mpn odopmrneHnn peuenta Ha 6naHke dopmbl N 148-1/y-04 (n1) Ha OGymaxKHOM
HocuTene oOdQOPMIAITCA [Ba 9K3eMnnspa, OAWH U3 KOTOPbIX OCTaeTcss B anTeyvyHou
opraHusaumun, BTOPON - B MEANLNMHCKOM AOKYMEHTaUun naumeHTa.

37. NpaBo HasHa4aTb NeKkapCTBEHHbIE MpenapaTtbl rpaxgaHam, MMeKLnM nNpaBo Ha
fecnnaTtHoe MoflydYeHMe JeKapCTBEHHbIX MpenapaTtoB WKW MOflydeHne neKapCTBEHHbIX
npenapaToB CO CKUAKON, TaKkKe NMeIoT:

1) MeguuuHckne paboTHUKKM, paboTawwme B MeOUUMHCKOW opraHuvsaumm no
COBMECTUTENLCTBY (B Npeaenax CBOEN KOMMNETEHLMM);

2) MeguumHcKkne paboTHMKM CTauMOHAPHbIX OpraHn3auumn coumansHOro obcnyxmeaHuns
Npu  HanmuMuuMM  NULEH3MW  Ha  OCYLUECTBMNEHWe  MeOMUMHCKOM  OesTenbHOCTU 24,
npegycMmaTpusaroLen BbINOMIHEHME paboT (oKasaHue ycnyr) no OKasaHwi MNepBUYHOM
MeAMKO-CaHUTapHOW MOMOLLM B amOynaTopHbIX YCroBUAX (HE3aBUCMMO OT BEOOMCTBEHHOM
NPUHALNEXHOCTN);

3) mMegnuuHckue pabOoTHUKU MEOULMHCKUX OpraHm3auni, OKasbiBalLWMX MEPBUYHYHO
MeANKO-CaHUTapHYo NOMOLLb, noaBeLOMCTBEHHbIX deaeparnbHbIM opraHam
WCNOSTHUTENbHOW BRacTM WM OpraHam WCNOMHUTENbHOM Briactu cybbekTtoB Poccuickon
depepauunm;

4)  wnHOMBMAOyanbHble  NpeanpuHMMaTteny,  OCYLEeCTBNSAWME  MEOULMHCKYHO
AEeATEeNbHOCTb U BKMKOYEHHbIE B PEEecTp MEeAUUUHCKUX OpraHmsauun, OCYLLECTBISOLWMX
AeaTenbHOCTb B chepe 0693aTenbHOro MeamuUmMHCKOro CTpaxoBaHus.

38. MNpu HasHavyeHn nekapcTBEHHbIX MpenapaToB rpaxgaHam, MMeKLWUM npaBo Ha
GecnnatHOe MonyvYeHMe FeKapCTBEHHbIX NpenapaTtoB WM MNOfydYeHne reKapCTBEHHbIX
npenapaToB CO CKMOKOW, B peLenTe ykasblBaeTCca HOMep TenedgoHa, no KOTopoMy paboTHUK
anTe4yHoM oOpraHu3auun npu HeobXOAMMOCTU MOXET CcorfacoBaTb C  MEAULUHCKUM
pabOoTHMKOM 3aMeHyY fiekapCTBEHHOIo Npenapara.

39. HasHa4eHne HapKOTMYECKNX N NCUXOTPOMHbIX NEKAPCTBEHHbIX NpenapaToB Crvcka
Il TlepeyHs (3a WCKMOYEHUEM IeKapCTBEHHbIX MpenapaToB B BuAe TpaHcAepMaribHbIX
TepaneBTUYECKUX CUCTEM, a TakkKe JIeKapCTBEHHbIX MpenapaTtoB, CcoAepXXalumx
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HapKoTU4YecKkoe CpeAcTBO B COYETaHUM € aHTarOHUCTOM  OMUMOWMAHLIX  PeLenTopoB)
rpaxgaHam, nmerLwumM npaso Ha BecnnaTHoe norlydyeHne NeKapCTBEHHbIX NpenapaToB Unu
Nnosly4eHusl fneKkapcTBEHHbIX MpenapaTtoB CO CKUOKOW, OCYLIECTBASEeTCA Ha peuenTypHOM
6naHke dopmbl N 107/y-HI1, K KOTOpOMY AOMOMHUTENBHO OMopMNAeTCsa peuenT Ha
peuentypHom 6naHke dopmbl N 148-1/y-04 (n) (B ABYX ak3emnngapax npu oopmneHnn Ha
OymaxkHoMm HocuTene).

40. HasHauyeHne HapKOTUYECKNX N MCUXOTPOIHbIX TEKapCTBEHHbIX NpenapaToB Crucka
Il lMepeyHs B Buae TpaHcAepMarbHbIX TepaneBTUYEeCKUX CUCTEM, HaPKOTUYECKUX
neKkapCTBeHHbIX npenapatoB cnucka Il MNepeyHa, cogepxalimx HapkoTMYeckoe CpeacTBO B
coyeTaHUm C aHTaroHUCTOM OMMOWMAHbLIX PEeuenTopoB, MNCUXOTPOMHLIX NeKapCTBEHHbIX
npenapaTtoB cnucka Il TepeyHa, nekapCTBEHHbIX MpenapaTtoB, BKOYEHHbLIX B MepeyveHb
MKY, nekapCTBeHHbIX npenapaToB, obnagalwmx aHabonMM4yeckon akTUBHOCTbIO B
COOTBETCTBMM C  OCHOBHbIM  (papmakoriormyeckmm  OencTBMeM,  KOMOMHMPOBaHHbIX
neKkapCTBEHHbIX MpenapaTtoB, YKasaHHbIX B rnofnyHkre 3 nyHkta 10 HacToswero Mopsagka,
npegHasHayeHHble AN feYeHus rpaxgaH, uMerowmx npasBo Ha 6ecnnaTtHoe nonyyeHue
NEeKapCTBEHHbIX MpenapaTtoB UMW MoflyYeHue feKapCTBEeHHbIX MpenapaTtoB CO CKUAOKOW,
OCyLLecTBNAeTCs Ha peuenTtypHoMm bnaHke dopmbl N 148-1/y-88, K KOTOPOMY OOMNOSTHUTENBHO
odopMmnisieTca peuent Ha peuentypHom ©OnaHke dopmbl N 148-1/y-04 (n) (B ABYX
ak3emnnsgpax npu opopmsieHMn Ha BymMaxkHOM HocuTene).

L MyHkr 11 ctatbm 2 denepanbHoro 3akoHa oT 21 Hosibpst 2011 r. N 323-93 "O6
OCHOBax OXpaHbl 3gopoBbs rpaxgaH B Poccunckon  depepauun” (Cobpanue
3akoHopartenbcTBa Poccunckon depgepauumn, 2011, N 48, cT. 6724; 2016, N 1, cT. 9, 28; 2017,
N 31, cT. 4791).

2 BapeructpupoBaH MwuHucTepcTBOM tocTuumn Poccuiickonn ®epepaunn 28 anpens
2012 r., pernctpauunoHHbin N 23971, ¢ nsmeHeHnamMmu, BHeCEHHbIMU npukazom MuHucTepcTea
3gpaBooxpaHeHnsa Poccurickon ®egepaumm ot 31 oktabpsa 2017 r. N 882H (3apermuctpupoBaH
MwuHuctepctBom toctuumm Poccuinckon ®depepauum 9 aHsapa 2018 r., perncrpaumoHHbIN
N 49561).

3 B oTHOLLEHWM nuua, ykazaHHoro B Yactu 2 ctaTek 20 degepanbHOro 3akoHa ot 21
HosiIOpa 2011 r. N 323-®3 "OO ocHoBax OxpaHbl 300pOBbsA rpaxgaH B Poccuinckon
depepaumn" (CobpaHne 3akoHogatenoctBa Poccuickon ®epepauumn, 2011, N 48, cT. 6724;
2013, N 48, cT. 6165; 2017, N 31, cT. 4791).

4 Yactb 1 cratbum 26 depepanbHoro 3akoHa oT 8 saHBapa 1998 r. N 3-03 "O
HapKOTMYECKNX CpeacTBax M NcuMxoTponHbix BewectBax" (CobpaHue 3akoHoaaTenbCTBa
Poccuinckon ®epepaumn, 1998, N 2, c1. 219; 2003, N 27, cT1. 2700; 2011, N 49, crt. 7019;
2013, N 48, cT. 6165; 2016, N 27, cT. 4238; 2017, N 31, cT1. 4791).

5 CobpaHue 3akoHopaTenbcTBa Poccuiickon depgepauun, 2010, N 16, cT. 1815; 2012,
N 26, cT. 3446; 2017, N 31, cT. 4791.

6 CobpaHue 3akoHopaTenbcTBa Poccuiickon depgepauun, 1998, N 27, cT. 3198; 2004,
N 8, cT.663; N 47, cT1.4666; 2006, N 29, ct.3253; 2007, N 28, ct.3439; 2009, N 26,
cT. 3183; N 52, cT. 6572; 2010, N 3, c1.314; N 17, c1. 2100; N 24, ct. 3035; N 28, cT. 3703;
N 31, cT. 4271; N 45, cT. 5864; N 50, cT. 6696, cT. 6720; 2011, N 10, cT. 1390; N 12, cT. 1635;
N 29, cT. 4466, cT. 4473; N 42, c1. 5921; N 51, cT. 7534; 2012, N 10, c1. 1232; N 11, cT. 1295;
N 19, cT. 2400; N 22, cT1. 2864; N 37, cT. 5002; N 41, cT. 5625; N 48, cT. 6686; N 49, CT. 6861;
2013, N6, ct1.558; N19, c1.953; N 25, ct.3159; N 29, c1.3962; N 37, cT1.4706; 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, cT1. 2368; N 20, cT. 2914; N 28, cT.4232; N 42,
cT. 5805; 2016, N 15, cT. 2088; 2017, N4, ct.671; N 10, cT1.1481; N 23, cT. 3330; N 30,
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CT. 4664; N 33, cT. 5182; 2018, N 27, cT1. 4071.

7 BapeructpupoBaH MwuHucTepcTBOM tocTuuumn Poccuiickon ®enepaunn 27 anpens
2007 r., pernctpauunoHHbin N 9364, ¢ USMEHEHUSIMU, BHECEHHbLIMU Npukasdamn MuHuUcTepcTBa
34paBoOOXpaHeHNss U couuanbHoro passutua Poccunckon depepaumm ot 27 asrycra
2007 r. N 560 (3apeructpupoBaH MwuHuctepctBoM toctuumm Poccuinckon ®epepauumn 14
ceHTabpa 2007 r., peructpaumoHHbii N 10133), ot 25 ceHTabpsa 2009 r. N 794H
(3apeructpupoBaH MuHuctepcteom toctuummn Poccuiickon degepaumm 25 Hoabpsa 2009 r.,
permctpaunoHHbin N 15317), ot 20 aHuBaps 2011 r. N 13H (3apernctpmpoBaH MUHUCTEPCTBOM
toctnumnn Poccuickon ®epepauum 15 mapta 2011 r., pernctpaumonHsii N 20103), npukasamu
MwuHuctepctBa 3gpaBooxpaHeHus Poccuiickon ®epepauum ot 1 asrycta 2012 r. N 54H
(3apeructpuposaH MuHuctepcteom toctuumm Poccumnckon ®epepauun 15 asrycta 2012 r.,
permctpaunoHHbin N 25190), ot 26 depansa 2013 r. N 944  (3apernctpmpoBaH
MuHuctepctBomM toctuuumn Poccurckon depepaummn 25 uioHsa 2013 r., permctpaumoHHbIN
N 28881).

8 MNpukas MuHagpascoupassutua Poccun ot 5 maa 2012 r. N 502H "O6 yTBepxaeHum
nopsigka co3gaHus U OeATENbHOCTM BpayebHOM KOMUCCUMM MEOULMHCKOW opraHusaumm”
(3apernctpupoBaH MuHioctom Poccun 9 wmwoHa 2012 r., peructpaumoHHbin N 24516), ¢
N3MEHEHNAMM, BHECEHHbIMU rpukazom MwuH3agpaBa Poccum ot 2 gekabps 2013 r. N 886H
(3apernctpupoBaH MuHioctom Poccum 23 aekabps 2013 r., pernctpaumoHHbii N 30714).

9 CobpaHue 3akoHoaatenbcTBa Poccuiickont ®enepaumm, 2011, N 48, cT. 6724; 2014,
N 49, cT. 6928; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415.

10 3apeructpmposaH MuHucTepcTBOM tocTuumm Poccuiickonn ®enepaunm 15 asrycra
2012 r., peructpaunoHHbin N 25190, € UW3MEHeHuAMW, BHECEHHbIMU MnpuKasamu
MuHucTepcTBa 3apaBooxpaHeHust Poccunckon depepauum ot 30 uoHa 2015r. N 385H
(3apernctpupoBaH MuHuctepcteomMm toctuuumn Poccunckon ®epepauumn 27 Hoadps 2015 r.,
permctpaunoHHbin N 39868), ot 21 anpensa 2016r. N 2541  (3apernctpmpoBaH
MuHuctepcteom toctuuumn Poccunckon depepaumm 18 uong 2016 r., pernctpaumoHHbIN
N 42887), ot 31 okrtabpa 2017 r. N 882H (3aperunctpmpoBaH MWHUCTEPCTBOM HOCTULINN
Poccunckon ®egepaunn 9 aHeapsa 2018 r., pernctpaumoHHbii N 49561).

11 Craten 91 n 91.1 denepanbHOro 3akoHa ot 21 Hos6psa 2011 roga N 323-03 "O6
OCHOBax OxpaHbl 3gopoBbs  rpaxgaH B Poccunckon  depepauun”  (Cobpanue
3akoHogartenbctBa Poccunckon depepaummn, 2011, N 48, c1. 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, cT1. 5798;
N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27, cT. 3951; N 29, cT. 4397; 2016,
N1, ct. 9, 28; N 15, cT. 2055; N 18, cT1.2488; N 27, cT.4219; 2017, N 18, cT. 2663; N 31,
CT. 4794).

12 PelieHne CoseTa EBpasniickoit 3KOHOMUYECKO KoMUccum oT 3 Hosiopst 2016 1. N 78
"O [lpaBunax perucTpaumMm W 9IKCNEepPTU3bl NEKApCTBEHHbIX CPeacTB ANnd MeaULMHCKOro
npuMmeHeHnsa" (othmumanbHbIn cant EBpasuitckoro 9KOHOMWNYECKOro colo3a
http://www.eaeunion.org/, 21 Hoabpsa 2016 r.). Cratea 13 ®PepepanbHOro 3akoHa oT 12
anpena 2010r. N 61-®3 "O6 obpaweHnn nekapcTBEHHbIX CPEeACTB AN MeOUUMHCKOro
npumeHennsa" (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepaummn, 2010, N 16, cT1. 1815;
2015, N 29, cT1. 4367; 2018, N 24, cT. 3407).

13 CraTtba 18 denepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obGpalueHnm
NEeKapCTBEHHbIX CPencTB AN MeguuMHCcKoro npumeHeHus" (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®epepaunn, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

14 BapeructpupoaH MunucTepcTeom toctuumn Poccuiickon denepaumm 1 mnioHsa 2012
r., peructpaumoHHbin N 24438, ¢ M3MEHEHUAMWN, BHECEHHbIMU Mpukasamn MuHUCTepcTBa
3apaBooxpaHeHns Poccunckon depepaumm ot 10 nioHa 2013 r. N 369H (3apeructpupoBaH
MwuHucTepctBom toctuumm Poccuiickon depepaummn 15 monsa 2013 r., perMctpaumoHHbIn
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N 29064), ot 21 aerycta 2014 r. N 465H (3apeructpupoBaH MWHUCTEPCTBOM HOCTULUK
Poccunckon depepaumm 10 ceHTabps 2014 r., peructpauynoHHbin N 34024), ot 10 ceHTsabps
2015 r. N 634H (3apeructpupoBaH MwuHuctepctBoM toctuumm Poccuinckon depepaumm 30
ceHTabpa 2015 r., pernctpaumoHHbin N 39063), ot 31 okTabpa 2017 r. N 882H
(3apeructpupoBaH MuHuctepctBom toctuumm Poccunckon Pepepauumn 9 aHsaps 2018 r.,
permcTpaunoHHbin N 49561).

15 Mpukaz MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickort ®egepaunn ot 22 anpens
2014 r. N 183H "O6 yTBEpPXKOEHMM MEPEYHS JEeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro
NPUMEHEHNs, MoAanexawmx npeaMeTHO-KONMYEeCTBEHHOMY  y4yeTy"  (3apernctpupoBaH
MuHuctepctBomM toctnuum Poccunckon depepaummn 22 uiona 2014 r., permctpaumoHHbIN
N 33210), C W3MEHeHusAMN, BHECEHHbIMM npukaszamm MuHUCTEepCTBa 34paBOOXPaHEHUs
Poccunckon degepaumm ot 10 ceHTtabpsa 2015 r. N 634H (3apernctpmpoBaH MUHUCTEPCTBOM
toctnumnn Poccuinckon degepaumm 30 ceHTs6pa 2015 r., pernctpaumoHHbii N 39063), ot 31
okTabpsa 2017 r. N 882H  (3apeructpypoBaH MwuHuUCTEpCTBOM  toCcTUUMM  Poccumnckon
®epepaumm 9 auBapsa 2018 r., pernctpaumoHHbeln N 49561), ot 5 anpensa 2018 r. N 149H
(3apernctpmpoBaH MuHuctepctBom toctuumm Poccuiickon Pepepaumm 3 mas 2018 r.,
permctpauynoHHbin N 50961), ot 27 utonga 2018 r. N 471H (3apernctpuposaH MuHuctepctsom
toctnumnmn Poccuickon ®epepaumm 14 asrycta 2018 r., pernctpaumoHHbin N 51885).

16 MyHkT 47 yactn 1 ctaTen 12 ®epepanbHoro 3akoHa oT 4 mas 2011 r. N 99-93 "O
NNUEH3NPOBaHMM  OTAENbHbIX BMAoB aAeaTenbHocTn" (CobpaHne 3akoHogaTenbcTBa
Poccuinckon ®epepaumn, 2011, N 19, c1. 2716; 2012, N 31, cT.4322; 2013, N9, cT. 874;
N 27, ct. 3477; 2014, N 30, cT. 4256; N 42, cT1. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44,
CT. 6047; 2016, N1, cT.51; 2018, N 31, cT1.4838; N 32, cT1.5116; N 45, cT.6841; N 53,
CT. 8424).

7 MyHkt 1 cratenm 60 depepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-d3 "O6
obpawieHnn nekapctBeHHbix cpeactB" (CobpaHume 3akoHogaTenbctBa  Poccunckon
®epepaummn, 2010, N 16, cT. 1815; 2012, N 26, cT1. 3446; 2014, N 52, cT. 7540).

18 TMoctaHoeneHne [MpaButenbctBa Poccuiickon ®enepaunm ot 4  okTA6psA
2012 r. N 1006 "O6 ytBepxaeHun lNpaBun npegocTaBneHns MeguumMHCKUMKM OpraHn3aunamm
nnaTHbIX MmeanuuHekmx yenyr" (CobpaHue 3akoHogatensctea Poccuinckon ®egepaunn, 2012,
N 41, cT. 5628).

19 MynkT 4 yactn 1 ctaten 37 denepanbHoro 3akoHa ot 21 Hos6psa 2011 r. N 323-03
"O6 ocHoBax oxpaHbl 340poBbs rpaxgaH B Poccuiickon ®epepauun” (CobpaHue
3akoHopaTtenbcTBa Poccuinckon ®epepaumm, 2011, N 48, cT. 6724; 2018, N 53, cT1. 8415).

20 YacTte 2 crtaten 6.2 depepanbHoro 3akoHa ot 17 wona 1999 r. N 178-®3 "O
rocyaapctBeHHon couumanbHon nomowmn" (CobpaHue 3akoHogaTenbcTtBa Poccuickon
depepaumn, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, cT1. 6603; 2013, N 48,
CT. 6165).

21 YacTb 7 cratbn 44 depepanbHoro 3akoHa oT 21 Hoabpsa 2011 r. N 323-03 "O6
OCHOBax OXpaHbl 300poBbs  rpaxgaH B Poccunckon  ®epepaumn”  (CobpaHue
3akoHogartenobctBa Poccunckon depepaumn, 2011, N 48, cr1. 6724; 2013, N 48, cT. 6165;
2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

22 CobpaHue 3akoHogaTenbctea Poccuiickon ®egepaummn, 1994, N 15, cr. 1791; 1995,
N 29, cT.2806; 1998, N1, ct.133, N 32, cT.3917; 1999, N 14, ct. 1724, N 15, cT. 1824;
2000, N 39, cTt. 3880; 2002, N 7, cT. 699.

23 TloctaHoeneHnve [paButenbctBa Poccuiickon depepaumm ot 26 anpens
2012r.N 403 "O nopsgke BeoeHusi degepanbHOro pernctpa vy, CcTpagaroLlmx
XKU3HEYTpOXaWNMN U XPOHUYECKUMM  MPOrpeccupyowmMmm  peakumm  (opcpaHHbIMK)
3aboneBaHuaAMN, NPUBOOSALLMMU K COKPALLEHUIO MPOAOITKUTENBHOCTM XU3HU rpaxaaH u ux
WHBanNMOHoOCTU, N ero pernoHanbHoro cermeHTa" (CobpaHue 3akoHopaTtenscTBa Poccumnckon


garantf1://70639488.1000/
garantf1://71106872.1000/
garantf1://71106872.1000/
garantf1://71750496.1000/
garantf1://70605334.0/
garantf1://71106872.1000/
garantf1://71750496.1000/
garantf1://71750496.1000/
garantf1://71835380.1000/
garantf1://71915610.1/
garantf1://12085475.120147/
garantf1://12074909.610/
garantf1://70137118.0/
garantf1://12091967.37104/
garantf1://80687.20000622/
garantf1://12091967.447/
garantf1://70068888.0/

®epepaumnmn, 2012, N 19, c1. 2428; N 37, cT. 5002).

24 MyHkT 46 yactn 1 ctatbn 12 depepanbHoro 3akoHa ot 4 mas 2011 r. N 99-93 "O
NULEH3MPOBAaHUN  OTAENbHbIX BUAoOB AgeatenbHocTn" (CobpaHme 3akoHogaTenbCcTBa
Poccunckon ®depepaumm, 2011, N 19, ct. 2716; 2012, N 31, cT.4322; 2013, N9, cT1. 874;
N 27, cT. 3477; 2014, N 30, cT. 4256; N 42, cT. 5615; 2015, N 1, cT. 11; N 29, cT. 4342; N 44,
CcT. 6047; 2016, N1, ct.51; 2018, N 31, cT1.4838; N 32, cT1.5116; N 45, c1.6841; N 53,
CT. 8424).

MpunoxeHne N 1

K [Mopsagky HasHavYeHunA
fleKapCTBEHHbIX NpenapaTos,
yTBEPXAECHHOMY MpP1Ka3oM
MuHucTepcTBa 3gpaBooXpaHeHuUs
Poccunckon Pepepauum

oT 14 auBaps 2019 r. N 4H

KonunyecTtBO HapKOTN4YeCKUX cpeacTB U NCUXOTPOMHLIX BeleCTB, KOTOpPOe MOXeT
ObITb BbINMMCAHO B O4HOM peuenTte

N n/n | MexagyHapogHoe HenaTeHTOBaHHOE dopma BblInycka u Konun4yectBo
HanMeHoBaHME HapKOTUYECKOro U [03upoBKa
NCUXOTPOMNHOrO NeKapCTBEHHOIO
npenaparta
1 BynpeHopdumH+HanokcoH TabneTkn 60 Tabnetok
cybnuHreansHble 0,2 (ynakoBka,
mr+0,2 mr kpaTtHasa N 20)
2 BynpeHopduH PactBop ans 30 amnyn
nHbekuun, 0,3 mr/mn 1 | (wnpuy-To6UKOB)
M
3 BynpeHopduH TpaHcaepmMarnbHbIv
nnacTbIpb
35 mkr/yac 20 nnacTbipen
52,5 mkr/vac 10 nnacTbipen
70 MKr/yac 5 nnacTtblpen
4 AvrngpokogenH TabneTku
MNPOSIOHIMPOBAHHOIO
AencTeus
60 mr 40 TabneTtok
90 mr 30 TabneTok
120 mr 20 TabneTtok
5 MopdovH PactBop ans 20 amnyn
WHBbEKLUUN, (wnpuy-To6rkKoB)
pacTeop Ans
NOOKOXHOro
BBEAEHMS
10 mr/mn 1 Mmn
6 KogoenH+MopdguH+HockanuH+anase PacTteop ans 20 amnyn
puH +TebanH NOAKOXHOro BBEAEHUS
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0,72+5,75+2,7+0,36+0,
05
mMr/mn 1 mn
1,44+11,5+5,4+0,72+0,
1
mr/mn 1 mn
7 TpumenepunaumH Tabnetkn 25 mr 50 TabneTtok
TpumenepunanH PacTBop Ans nHbekuum 20 amnyn
10 mr/mn 1 mn (wnpuu-TO6MKOB)
20 mr/mn 1 Mn
MopduH TabneTtkn (kancynbl)
NPOSOHIMPOBAHHOTO
JencTBus
10 mr 180 Tabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 40 Ttabn. (kanc.)
100 mr 20 Tabn. (kanc.)
200 mr 20 Tabn. (kanc.)
10 MopduH TabneTtku
5wmr 100 Tabnetok
10 mr 100 Tabnetok
11 MopduH Kannu gnsa npuema
BHYTPb
20 mr/mn 20 mn 4 pnakoHa
12 MopdoumH PacTBop ans npnema
BHYTPb (MOHO03bI)
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 OkcukogoH+HanokcoH TabneTtku
NPOSIOHIMPOBAHHOTO
AencTeus
5wmMr+2,5 mr 100 TabneTtok
10 Mr+5 mr 60 TabneTok
20 Mr+10 mr 40 Tabnetok
40 mr+20 mr 20 Tabnetok
14 MponuoHundeHunatokcnatTunnunepn | TabneTtkn 3awieyHolie 20 50 Tabnetok
AVH Mmr
15 ®eHTaHunN TpaHcaoepmanbHas
TepaneBTMnyeckas
cuctema
12,5 mkr/yac 20 nnacTblpen
25 mkr/vac 20 nnacTblpen
50 mkr/vac 10 nnacTbipen
75 Mkr/yac 10 nnacTbipen
100 mKkr/yac 10 nnacTblpen
16 deHTaHUn Tabnetkn
noAbsA3bIYHbIE
0,1 mr
0,2 mr




0,3 mr 50 Tabnetok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHunN Cnpen HasanbHbIN
dnakoH 50 mkr/go3a
2,0 mn1 (10 po3) 24 conakoHa
3,2 mn (20 po3s) 12 cbnakoHoB
5,0 mn (40 gos) 6 cbnakoHoB
dnakoH 100 mkr/po3a
2,0 mn (10 go3) 12 dpnakoHoB
3,2 mn (20 po3s) 6 donakoHoB
5,0 mn (40 pos) 3 donakoHa
dnakoH 200 MKkr/po3a
2,0 mn1 (10 go3) 12 cbnakoHoB
3,2 mn (20 o3) 6 donakoHoB
5,0 mn (40 go3) 3 donakoHa
18 ByTtopdgaHon PacTBop Ans nHbekuum 20 amnyn
2 mr/mn 1 Mn
19 HanbydwuH PacTBop Ans nHbekuum
10 mr/mn 1 mn 50 amnyn
20 mr/mn 1 Mmn 25 amnyn
20 deHobapbuTtan TabneTtku
5wmr
50 mr 50 TabneTtok
100 mr

MHdopmaums 06 naMmeHeHusIx:

lNpunoxeHue 2 u3smeHeHo ¢ 9 ¢pespana 2020 e. - [lpukaz MuH3dpasa Poccuu om 11
Oekabps 2019 e. N 1022H

Cm. npeodbidywyto pedakyuro

MpunoxeHune N 2

K [Nopsgky Ha3HaveHus
neKapcTBeHHbIX NpenaparTos,
yTBepPXXAEeHHOMY MpuKasom
MuHucTepcTBa 3apaBoOOXpaHeHUs
Poccuickon Penepaumu

oT 14 auBaps 2019 r. N 4H

CnpaBo4HO

PekomeHOoOBaHHbIE K UCMOJIb30OBAHUIO COKpaLLeHusi npu ooopMneHnmn peuenTtos

N n/n | CokpalieHve [MonHoe HanucaHue [MepeBon
1. aa ana no, NOPOBHY
2. ac, acid. acidum Kucnota
3. aer. aerozolum aspo30rib
4. amp. ampulla amnyna
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S. aq. aqua Boda
6. ag. purif. agua purificata BOJA OYULLEHHas
7. but. butyrum mMacno (Teepaoe)
8. caps. capsula Kancyna
9. comp., cps compositus (a, um) CNOXHbIN
10. D. Da (Detur, Dentur) Beigan (MNyctb BblgaHo, MNMyctb
OygeT BblgaHo)
11. D.S. Da, Signa Detur, Signetur Bblgan, 0603Haub
MycTb BygeT BblgaHO,
O603Ha4eHo
12. D.t.d. Da (Dentur) tales doses Boigan (MNyctb 6yayT BblAaHbI)
Takue go3bl
13. dil. dilutus pa3BefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pasgenun Ha paBHble YacTu
15. emuls. emulsio aMyrnbcus
16. extr. extractum 9KCTPAKT, BbITSXKA
17. F. Fiat (fiant) MycTb obpasyeTcs
(obpasytoTcs)
18. gran. granulum rpaHynbl
19. gt., gtt gutta, guttae Kanng, kanav
20. gtt. peror. guttae peroralis Kannv ong npuema BHyTpb
21. inf. infusum HacTou
22. in amp. in ampullis B amnynax
23. in tab. in tab(u)lettis B TabneTtkax
24. in tab. prolong. in tab(u)lettis prolongatis B TabneTkax c
NPOSIOHIMPOBAHHbBIM
BblCBOOOXXAEHNEM
25. in tab. prolong. in tab(u)lettis prolongatis B Tabnetkax c
obd. obductis NPOJIOHIMPOBAHHbLIM
BbICBOOOXXAEHNEM, NOKPbITHIX
0605104KOM
26. lin. linimentum »Xnagkast Masb
27. lig. liquor XNOKOCTb
28. lot. lotion NOCbOH
29. m. pil. massa pilularum nunionbHag macca
30. membr. bucc. membranulae buccales NMNEeHKN 3alleYHble
31. M. Misce, Misceatur Cwmewan (MNyctb 6byaet
CMeLLaHo0)
32. mixt. mixtura MUKCTYypa
33. N. numero Yyucrom
34. ol. oleum mMacno (kuakoe)
35. past. pasta nacra
36. pil. pilula, pilulae NUL, NN
37. p. aeq. partes aequales paBHble YacTn
38. ppt., praec. praecipitatus OCaXOeHHbIN
39. pulv. pulvis NOPOLLIOK
40. g.s. guantum satis CKONbKO noTpebyeTcs,
CKONMbKO Hago
41, r., rad. radix KOp€eHb




42. Rp. Recipe Bosbmu
43. Rep. Repete, Repetatur MosTopu (MycTtb ByaeT
NOBTOPEHO)
44, rhiz. rhizoma KOpHEeBULLIE
45, S. Signa, Signetur O603Haub (MycTb byaet
00603Ha4YeHo)
46. sem. semen cemg
47. simpl. simplex npocToun
48. Sir. sirupus cumpon
49, sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBop ANs npuema BHYTPb
51. spr. spray cnpeu
52. Spr. nas. spray nasale cnpew HasanbHbIN
53. supp. suppositorium cBeyYa, Cynno3umTopum
54, susp. suspensio CyCMneH3uns, B3BECb
55. tabl. tab(u)letta TabneTka
56. t-ra, tinct. tinctura HacTonKa
57. STT Systemata TpaHcoepmarnbHas
Therapeutica TepaneBTuyeckas
Transcutanea Cuctema
58. ung. unguentum Ma3sb
59. vitr. vitrum CKIIsIHKa
MpunoxeHue N 2
K npukasy MuHucTepcTBa 3apaBoOOXpaHeHuUs
Poccumnckon Pegepauum
ot 14 auBaps 2019 r. N 4H
FTAPAHT:

Cwm. gaHHyto cbopmy B pegaktope MS-Word

MyHMCTEPCTBO 3OPaBOOXPaHEeHUI
Poccurickom demepalumnm

HammMmeHoOBaHUME
MEeOMUIMHCKOM OpIraHM3alun

HammMmeHoOBaHUME
VHIOIVBUIOYAJbHOI'O MNPEenlprHMMAaTEIIA

(yxazaTe aznpec,
HaMMeHOBaHMe opraHa T'OCYyHapCTBEHHOM
BLHIIABIIETO JIMLIEH3UI)

BJIACTH,

(mTamr)

(mTamr)

®Popma peuenTtypHoro 6navka N 107-1/ly

Kon dopwmer no OKVI

Kon yupexpmenmsa no OKIIO
MenouuMHCKAasa OOKyMEeHTAalUsa
dopma N 107-1/y

YTBepXIeHa [IpMKas0oM
MyHMCTepCTBa 30PaBOOXPaHEHMA
Poccurickon denepauun

or 14 gupapsa 2019 r. N 4H

HOMEP M »OaTy JIMUeH3UlM,

damvmmnuga,
naueHTa

PELEIIT

(BBpOCHEE, OEeTCKMM - HYXHOE MNOAYEPKHYTH)

" 20 T,

MHMULMAJIEL MMEeHM UM OTuecTBa (IocjenHee - npn HaJIMumm)
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IDaTa poxIoeHmA

(DaMI/IJ'H/IFI, VHMLIVAaJIBL MMEeHM UM OTUeCTBa (nocnen
Jledyamero Bpada (desnbnuepa, akKyLEepKM)

Hee - I[pM HaJaWduM)

[Tognuce
¥ IedaTh Jedalero Bpada
(momnmuce ¢ersprumepa, akKylepKu)

PeuenT melcTBUTEJIeH B TeueHue 60 mHeM, Oo

(HyXHOE€ MNOOUEPKHYTH)

O6opoTHasT CTOPOHA

1 roma ( )
(yKkasaTh KOJIUMUECTBO MECHIEB)

JI

OTMeTKa O HAa3HAUYEHUU
€KapCTBEHHOT'O Ipernapara 0
PEUEeHMI BpadyebHOM KOMMCCUU

MpuroTtoBun

[MpoBepun

OtnycTtun

dopma peuentypHoro 6naHka N 148-1/y-88

MyHMCTEPCTBO 3OPaBOOXPaHEeHUI
Poccurickom denmepalmum

HamMeHOBaHME (WITaMII)
MEeOMIMHCKOM OpTaHM3alUn

HauMeHOBaHME (WITaMII)

Ko
Me
®o
YT
Mu
Po

o dopmer o OKYJ 3108805
IOIVIVHCKAS HOOKYMEeHTAalMs

pma N 148-1/y-88

BepXIeHa IprKasoM
HUCTepCTBa 3OPaBOOXPaHeHUS
ccumckom denmepauumn
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VHIOVBUAOYAJBHOTO NPellpUHMMAaTES or 14 suBaps 2019 r. N 4H
(ykazaTh azmpec, HOMEp M »aTy JMLEH3UM,

HaVMEHOBAaHME opTaHa I'OCYyHapCTBEHHOM

BJIACTHM, BHIOABIETO JIULIEHS3MUIO)

rrariri rrarairiri
Cepms | || [l [l I N | [ L I I
[y Ty [Ny Y Y Iy

PELEIT "o 20 .

(maTa odopmIIeHMA pelLenTa)

(B3pOCHLEM, IOEeTCKMM — HYXHOE IMNOOUEPKHYTH)

damMmnma, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee — IIpU HaJWdMM)
nauveHTa

JaTa poxneHuda

Alpec MecTa XMUTeJIbCTBa MM N MeIMUMHCKOM KapTe aMOyJlaTOpHOTO IalMeHTa,
nojiydyamomero MeIMIMHCKYI [IOMOUb B aMOyJIaTOPHHX YCJIOBUSAX

daMmyMsa, MHMLUMAJE MMEeHM UM OTUeCTBa ([IocjiemHee — TIIPM  HAaJIMUMM)  Jledalero
Bpaua (Qenbrumepa, akyLEepKM)

Pyo. Kom. Rp:

[loonmMce M HnedaThb Jiedallero Bpaua M.II.
(mopnmuce Qenpamepa, aKyLEepKHM)

PellenT OeMCTBUTEJIEH B TeueHUe 15 mHen

O6opoTHasT CTOPOHA

OTMeTKa O HAa3HAUEHUU
JIEKAPCTBEHHOTO IpelnapaTa Io
PEeLeHM0 BpadeBbHOM KOMMCCUMU

[NpurotoBun [NpoBepun OTtnyctun




WHdbopmaLms 06 nsmeHeHusix:
®opma usmeHeHa ¢ 9 gpesparns 2020 e. - [Mpuka3 MuH3dpasa Poccuu om 11 0ekabps 2019 2. N 1022H
CmMm. npeodbidywyto pedakuyuro

dopma peuentypHoro 6naHka N 148-1/y-04 (n)

MMHMCTEPCTBO 3IOPaBOOXPaHEHUSI MECTO IJIAd WTPUXKOIA* YTBEPXIEHA
Poccurickom denmepalmum npmxkasoM MMHMCTEPpCTBa 3IOPaBOOXPaHEHUA
Poccurickom Qenmepalumn
or " " 2019 r. N
MTaMn
Kon

MEIMIVMHCKOM OPTIaHM3alMN

Tamn
Kon
VHIVMBUIOYAJIBHOTO MNPenlpMHVMAaTEeNA

Kog coopmbl no OKY[] 3108805
®opma N 148-1/y-04 (n)

Kog kateropuu rpaxgaH | Kog Hosonorunyeckon popmbl (no MKB) | cToYHMK uHaHcupoBaHus: | % onnatbl: (NOAYEPKHYTL)
(nog4epkHyTb) 1. BecnnatHo
1 ®epepanbHbi GlogKeT 2. 50%
2. brogxer cybvekta  Poccunckon | 3. nHon %
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depepauunm
3. MyHuumnaneHbIn GrooxeT

PELENT Cepus N

daMmIIMda, MHULMAJE MMEHM M OTUeCTBa (mocnenxHee - npn HaJIU4UM)

IIaluMMeHTa

IODaTa odopMIIeHMUA : 20 T.

IaTa poxneHuda

CHUNC

N nonuca
obs3aTenbHOro
MeONLMHCKOro
CTpaxoBaHUs:

Homep Me,JIMLLMHCKO]Z KapTe IIalMeHTa, I[I0JIydarmeIro MeIMIVMHCKYI IIOMOIBL B aMGyJ’IaTOprIX YCIIOBUMAX

damMmnmsa, MHMLMAJE MMEeHM M OTdUecTBa (NocJielHee — IIPpM Haluuum)
Jledaumero Bpada (Qesprumepa, akyllepKu)
Pyo. Kom. Rp:

D.t.d ...

Signa:

[lognuche M HedaTh Jedawero Bpada
(moonmuce odernpamepa, aKyllepKHU)

PelenT meMCcTBUTEJIEH B TeueHue 15 ngHen,

M.II.

30 muew, 90 mHeM (HYXHOE MNOOYEPKHYTH)




OTnymweHo IO pelenTy:

TOpI‘OBoe HaVMeHOBaHMEe VM OO3MPOBKaA:

IDaTa ornycka: " " 20 T.

KosmmuecTrO @

[TopuroToBmi:

[TpoBepwmr:

OTnyCcTui:

Kopemok pelLenTypHOTO OJjiaHKa
HavMeHnoBaHUE

JIEKAaPCTBEHHOTO IIperaparTa:
HosupoBKa:

Crnocofb NprMeHeHU:
IpOoOoOIXNTENILHOCTD

oHen

KommuecTBO NpPMEMOB B IOEHb
Ha 1 npuewm:

: pas

en.

*B Clniydae n3rotosrieHuna peuentypHoro OnaHka ¢ MCnonb30BaHNEM KOMMNbKOTEPHbIX TEXHONOrnm

OGopoTHasa cTopoHa

OTMeTKa 0 HasHa4YeHUN NeKapCTBEHHOTO
npenapara no peLueHuno BpayeGHom
KOMMUCCUM

[MpuroTtoBun

MMpoBepun

Otnyctun

MpunoxexHue N 3

K npuka3dy MMHMUcTepcTBa 34paBoOOXpaHEeHUA
Poccumnckon ®denepaumu

oT 14 anBaps 2019 r. N 44




Mopspok
odopMrieHns peuenTypHbIX 6/1aHKOB Ha NleKapCTBEHHbIe npenapaTbl, UX y4YeTa U XpaHeHuUs

I. OchopmneHue peuenta Ha 6ymaxHOM HocuTene

MHdopmaumns 06 nsmeHeHusx:
[MyHkm 1 usmeHeH ¢ 9 gpesparns 2020 a. - Npuka3 MuH3Opasa Poccuu om 11 dekabps 2019 2. N 1022H

CM. npeodbiOywyto pedakuyuro

1. Ha peuentypHbix 6naHkax copm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(r1) B NeBOM BEPXHEM Yrry NPOCTaBseTca LiTamn
MeAMLMHCKOM OpraHM3auumn ¢ ykasaHMeM ee HauMeHOBaHUs, agpeca u TenedgoHa.

[ononHutensHO Ha peuenTypHoM 6naHke hopmbl N 148-1/y-04(n) npocTtaBnsgeTcs Kog MeguUMHCKON opraHn3aunmn B COOTBETCTBUN C
OCHOBHbIM rocyaapCTBEHHbIM PerncTpaumoHHbiM Homepom (ganee - OMPH).

Cepusa peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BknovaeT kog cybbekta Poccuinckon depepauumn, COOTBETCTBYOWNN OBYM
nepsbiM Undpam O6Lepoccuiickoro knaccndurkatopa o6bLEKTOB agMUHUCTPATUBHO-TEPPUTOpHUanbHOro genenus (ganee - OKATO).

PaspewaeTcs unarotasnueaTtb peuentypHble 6naHkm cdopmbl N 107-1/y n cdopmbl N 148-1/y-04(r1)) ¢ NOMOLWBIO KOMMBIOTEPHbIX
TEXHOJIOrnN.

2. Ha peuenTtypHbIX 6naHkax, oopmnsieMbix MHANBMAYaANbHbIMU NpeanpuHUMaTeNnaMu, UMELWUMN NIMLEH3NID HA MEeOULMHCKYHO
AEeATeNbHOCTb, B BEPXHEM JeBOM Yriy Tunorpadckmm crnocobom wunu nytem nNpoCTaBfieHus LwTamna [omkeH OblTb ykasaH agpec
WHOMBUAYANbHOroO NpeanpuHuMaTens, HoMmep 1 gata nMueH3nu, HaMMeHoBaHWe opraHa rocyapCcTBEHHOM BracTu, Bbl4aBLUErO JIULIEH3NIO.

3. PeuentypHble 6naHkn dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHATCA MeANUMHCKUM paboTHUKOM pa3bopumBo,
4YeTKO, YepHUIaMN U LLAPUKOBOW PYYKOMW.

4. [lonyckaetca oopMreHne BCEX PEKBU3UTOB (3a MCKNOYeHMeM pekBuanta "lognuck nevauwlero Bpada (nognucb denbliepa,
akywepkun") peuentypHbix 6rnaHkoB dopmbl N 107-1/y, dopmbl N 148-1/y-88 n popmbl N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NevyaTalowmx
YCTPOWCTB.

5. Ochopmnenne peuenTypHbix 6naHkoB popmbl N 148-1/y-04(r1) BKNtoYaeT umdpoBoe KogMpoBaHME.

LincbpoBoe koanpoBaHue ykasaHHbIX peuenTypHbiX 611aHKOB BKNOYaET:

1) kog wmeaumuuHckon opranmsaumm (OMPH) wnu kog wHAMBMAyanbHOro npegnpuvHuMmaTtenss B cooTBeTcTBUM € OCHOBHbIM
rocyaapCTBEHHbIM PErNCTPALMOHHBIM HOMEPOM UHAMBMAYyanbHOro npeanpuHumatens (ganee - OIMPHWI), npoctaBnsembin npwu
N3roToBEHMN peLenTypHbIX 611aHKOB;

2) kon KaTeropuu rpaxgaH, UMerLwWMx MnpaBO Ha MOfyyYeHue neKapCTBEHHbIX NpernapaTtoB B COOTBETCTBMW CO cTaThben 6.1
denepanbHoro 3akoHa ot 17 wonsa 1999 r. N 178-®3 "O rocyoapCTBEHHOW coumarnbHOi noMolm" 1, U Kog HO3050rMyeckon oopMbl Mo
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MexayHapoaHou ctatucTudeckon knaccudpukaumm donesHen (ganee - MKB), 3anonHsemMble nevawmm BpayoM nNyTeM 3aHECEHUS KaXKaou
LMpbl B NYCTble SYENKU, NPU 3TOM TOYKa NPOCTaBNAETCA B OTAENbHON SAYENKe;

WHdbopmaLms 06 nsmeHeHusix:
[ModnyHkm 3 usmeHeH ¢ 9 ¢pespans 2020 a. - [Npuka3 MuH3dpasa Poccuu om 11 0ekabpsi 2019 e. N 1022H

CMm. npeodbidywyto pedakuyuro
3) otmeTka 06 wucCTOYHMKE MHaAHCMpoOBaHUA (depepanbHbin GrogxkeT [1], GogxkeT cybbekta Poccuickon depepaunn [2],
MyHUUMNaneHbIn 6ooxeT [3]) n npoueHTe onnaTtel peuenta (becnnaTtHo [1], 50% [2], uHon % [3]);

MHdopmaumns 06 nsmeHeHusx:

[MyHkm 5 dononHeH nodnyHkmom 4 ¢ 9 ¢pesparns 2020 a. - Npuka3 MuH3Opasa Poccuu om 11 Oekabpsi 2019 2. N 1022H

4) WTpPUXKOA4 - AOMOMHUTENbHBLIN PEeKBU3NT (B Criydae WU3roTOBMEHUA Ha Tepputopum cybbekta Poccuinckon depepaumm
peuenTypHoro 6naHka ¢ MCNOSIb30BaHMEM KOMMbIOTEPHbBIX TEXHOSOMN).

6. B peuentypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpade "damunusa, nHuyuans UMeHn N oTyecTBa
(nocnegHee - npu HanMuMK) naumeHTa" ykasblBaloTCAa hamMunus, MHULMaNbLI UMEHU U OTYeCTBa (NPY HaNU4YMM) NauneHTa.

7. B peuentypHbix 6naHkax d¢opm N 148-1/y-88, N 107-1/y v N 148-1/y-04(n) B rpace "[data poxaeHus" ykasbiBaeTcs gaTa
pOXOEeHUsa nauyueHTa (YMcno, mecsu, rog).

[ononHutensHO B peuenTypHbIX 6naHkax dopmbel N 148-1/y-88 n coopmel N 107-1/y ans aeten B Bo3pacte Ao 1 roga B rpadpe "Hata
poxaeHua" ykasblBaeTCs KONMYEeCTBO NOJSTHbIX MECALIEB.

8. B peuenTtypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpadax "CHUIIC" n "N nonuca obasatesisHoro MeguLMHCKOro ctpaxosaHms"
yKa3blBalOTCA CTPaxoBOM HOMEpP UHAMBMAYarbHOroO NMLUEBOro cyeTa rpaxaaHunHa B NeHcnoHHom doHae Poccuiickon denepaumm (CHUTC)
(Mpy HanNuuuKn) n Homep nonuca oba3aTeNIbHOro MeAULMHCKOrO CTpaxoBaHUS.

9. B peuenTtypHbix 6naHkax gopmbl N 148-1/y-88 B rpache "Agpec mecTta XuTenbcTBa UMM HOMEP MEAULMHCKOM KapTbl MauUMEeHTa,
nosiyyaroLero MeauLUmMHCKyo NoMoLLb B amOynaTopHbIX YCoBuaX", ykasbliBaeTCcs agpec MecTa XuTenbcTBa (Mecta npebbiBaHNA unm mecrta
haKTUYeCKOro NPoOXMBaHUA) NaumeHTa UM HoMep MeANLUHCKON KapTbl NauueHTa, NosyyarLero MeanuuHCKy0 NOMOLLb B aMBynaTopHbIX
YCroBUsiX 2.

B peuentypHbix 6naHkax cgpopmbl N 148-1/y-04(n) B rpade "Homep mMeguuUMHCKOM KapTbl NauueHTa, nofydarowero MeamunuHCKyH
nomoLib B amMOynaTopHbIX YCnoBusX" yKasbiBaeTCA HOMEP MeOUMUMHCKOW KapTbl MauueHTa, nonydvarolero MeauuMHCKYH NOMOLLb B
ambynaTopHbIX YCroBUsIX °.

10. B rpacbe "damunua, nHMumMansl UMEHW U OTYeCTBa (MocnegHee - Npu HanuyMm) nevailero sBpada (cenbawepa, akywepku)"
peuentypHbix 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) py4HbIM CNocoBOM unM C MOMOLLBKO LUTamMna yKasblBakoTCA
damunus, uHUUManbl MMEHW K OoT4ecTBa (MocnegHee - NpU HanMyuuMn) MeOUUUHCKOro paboTHMKa, Ha3HauYMBLLEro NeKapCTBEHHbIE
npenapatbl U 0hOpPMUBLLEIO peLenT.

11. B rpadpe "Rp" peuentypHbix 6nankoB hopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) ykasbiBaeTcs:
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1) HauMeHOBaHWe nekapCcTBEHHOro npenapata (MexayHapooHOe HenaTeHTOBaHHOe HauMeHOBaHWe, TrpynnupoBOYHOE WUIU
XMMUYeCKoe HaMMeHOBaHWe, TOProBoe HauMeHOBaHWe) Ha NaTMHCKOM s3blke, (bopMa Bbinycka, [O3MPOBKa, KOSIMYECTBO;

2) cnocob npuMeHeHus NekapCTBEHHOro npenaparta Ha rocygapCcTBeHHOM A3bike Poccurckon degepauumn nnm Ha rocyaapCTBEHHOM
a3blke Poccuiickont ®enepaumm n rocyaapCcTBEHHOM s3blke pecnybnuKk 1 UHbIX A3blkax HapoaoB Poccuiickoin denepaumm 4.

12. MNpn odcdopmMmneHnn peuenTypHbiX GNaHKOB 3anpellaeTcs orpaHu4MBaTbCA OOLWMMM yKaszaHusMW, Hanpumep, "BHyTpeHHee",
"M3BecTHO".

13. PeuenTt, odopmneHHbIn Ha peuenTtypHom 6naHke opm N 148-1/y-88, N 107-1/y wn N 148-1/y-04(n), noanucbiBaeTcs
MeAULUMHCKMM paboTHMKOM 1 3aBepseTcs ero nevyatblo.

Peuent, odopmneHHbIn Ha peuentypHoM 6naHke dopmbl N 148-1/y-88 n dopmbl N 148-1/y-04(n) AononHUTENbHO 3aBepseTcs
neyaTbio MeauLMHCKON opraHmMsauum "[nsa peuentoB".

14. Ha ogHom peuentypHoMm 6naHke copmbl N 148-1/y-88 n dopmbl N 148-1/y-04(51) paspeluaetcs OCyLLeCcTBNATbL HasHavyeHue
TONbKO OOHOr0 HaMMEHOBaHMA fiekapCTBEHHOrO npenapara.

Ha ogHom peuentypHom 6naHke dopmbl N 107-1/y paspellaetcs OCyWecTBASATb Ha3HayYeHWe TOSbKO OOHOro HauMeHOBaHUS
NleKapCTBEHHOro npenapata, oTHocsweroca no ATX Kk aHTuncmuxoTtudeckum cpeactsam (kog NO5A), ankcmonutukam (kog NO5B),
CHOTBOPHbIM U cepgatmBHbiM cpeactBaM (kog NOSC), aHtugenpeccaHtam (kog NOGA) n He nognexaiero npegMeTHO-KONMYeCTBEHHOMY
yyeTy, U 0O TPeX HaUMMEHOBaHWN NeKapCTBEHHbIX NpenapaToB - AN UHbIX NIEKAapPCTBEHHbIX NpenapaToB, HE OTHECEHHbIX K BbllLeyKa3aHHbIM
ATX.

15. VicnpaBneHnsa B peLenTte He 4onyCcKarTCs.

16. Mpun ocopmneHnn peuenTypHbix 6raHkoB copm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha nekapCTBEHHble npenaparhbl,
Ha3Ha4YeHHble NO peLleHNto BpadebHoM KoMnccum, Ha obopoTe peuenTypHoro 6naHka ctaBuTCA cneumanbHasa oTMeTka (Ltamn).

17. Ha peuentypHom 6GnaHke dopmbl N 148-1/y-04(n1) BHM3Y UMeEETCS NMHUS OTpbiBa, pasgensowas peuenTypHbin 6raHk u
KOpELLIOK.

Kopeluok oT peuenTta, 0(pOpMIIEHHOIO Ha YkadaHHOM peLenTypHOM OnaHke, BblgaeTcsa naumeHTy (ero 3akoHHOMY nNpeacTaBUTENo) B
anTevyHon OpraHu3auun, Ha Kopeluke feraeTcs OTMeTKka O HaMMEeHOBaHWWM NeKapCTBEHHOro npenapara, A03UpOoBKe, Konnyectese, cnocobe
NPUMEHEHNS.

18. OdhopmneHne cneumanbHOro peuenTypHoro 6raHka Ha HapkoTU4eckoe CpeaCcTBO U NCUXOTPONHOE BELLECTBO OCYLLECTBNSETCH B
COOTBETCTBUN C npukasom MuHucTepcTBa 3gpaBooxpaHeHust Poccurckon depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBeEpxaeHun
dopmbl BNaHKOB peLenToB, COAepXKaLLUMX Ha3HAYEeHME HAPKOTUYECKUX CPeACTB UM MCUXOTPOMHbIX BELECTB, Nopsaaka UX U3roTOBIEHUS,
pacnpeeneHusi, peructpaumm, yyeTta u XxpaHeHusi, a Takke npasun oopmMneHns" °.

Il. OcbhopmneHue peuenta B popme 3NEKTPOHHOro AOKYMEHTa
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19. Peuent B (opMe 3MeKTPOHHOro AOKyMeHTa, MOAMNUCAHHOIO YCUNEHHOW KBalMOULMPOBAHHOM SSIEKTPOHHOW MOLMUCHIO,
dopmmpyeTcs MEOULMHCKUM pabOTHUKOM, CBEAEHMS O KOTOPOM BHECEHbl B doefiepanbHblii PErMCTp MeaUUMHCKUX paGoTHUKOB ©, a Takke
npu ycrnoBuu peructpaumm MeauuUHCKOW opraHusauuu, B KOTOpou odopMnseTcs peuent, B eaepanbHOM peecTpe MeOULMHCKMX
opraHusauun ' eguHon rocygapCTBEHHON MHPOPMAaLMOHHOW CUCTEMbI B cepe 34paBOOXPAHEHUS M MOAKIHOYEHUS Tako MeAMLUHCKON
opraHun3aLun K rocyapcTBEHHOM MHOPMALIMOHHON cucTeMe B cchepe 3apaBooxpaHeHns cyobekTa Poccuiickon Gepgepaumm .

20. Mpwn odopmneHnn peuenTta B oopMe 3NEKTPOHHOIO LOKYMEHTA Ha NleKapCTBEHHbIE MpenapaTthbl, yka3aHHble B NoanyHKTax 2 - 5
nyHkta 10 n nyHkte 12 lNopsagka HasHayYeHUsl NleKapCTBEHHbIX MpenapaTtoB, YTBEPXOEHHOro HacCTOSLWMM MNpUKa3oM, U OTMyCKaemble 3a
NOJSIHYI0 CTOMMOCTb, 3aMOSfHATCSA cneaylowmne pekBU3nTbI:

1) kog cybbekta Poccuinckon ®Pepepauum no OKATO, onpenensowmin rocygapCTBEHHYO MHPOPMALMOHHYKD CUCTEMY B cdepe
3apaBooxpaHeHns cybbekta Poccuinckon degepaumm B KOTOPOU ChopMmUpoBaH peLenT B PopMe 3NEKTPOHHOIO JOKYMEHTa;

2) HaMMeHOBaHMe MeOMUMHCKOW opraHusauun, agpec, TenedoH unn pammnusa, nHuumansl UMEHN 1 oT4yecTBa (nocrnegHee - npwu
HaNU4Mn) MHOMBUAYaNbHOro NPeaNPUHUMAaTENS, UMEOLLEro NIMLEH3NIO HA MEANLMHCKYIO AeATENbHOCTb, ero agpec;

3) OI'PH topugmnyeckoro nuua (MeanumHckon opranunsaumm) unn OFPHUIM nHamemayanbHOro npeanpuHMMaTens;

4) nata ohopmneHunsa peuenTa (ykasblBaeTCs YNCMO, Mecsl, roa);

5) pata okoH4aHus gencteus peuenta (PoOpMUPYETCHA rocyaapCTBEHHON MH(OPMALMOHHON CUCTEMOWN B cdepe 34paBOOXPaHEHUS
cybbekTa Poccuiickon ®egepauum B COOTBETCTBUM CO cpokamu aencteus peuentos: 15 gHen, 30 gHen, 60 gHen, 90 aHen, oo 1 roga);

6) yHMKanbHbIA HOMEp peuenTta (bopMUpyeTcsa rocyaapCTBEHHON MHAOPMALMOHHOM CUCTEMOM B chepe 34paBOOXpaHEeHUs cybbekTa
Poccunckon ®depepauumn n obecnevmBaeT O4HO3HAYHYK MAEHTUUKAUUIO peuenTta B (popmMe SMeKTPOHHOro AOKYMEHTa B COYeTaHuu C
OKATO, OI'PH nnn OrPHUMN);

7) oTmMeTkM "cito" (cpo4Ho) nnu "statim" (HemeaneHHo) Npy HEOBXOAUMOCTU CPOYHOrO UMM HEMELNEHHOro OTNyCcKa NekapcTBEHHOro
npenapara nauueHTy;

8) agpec naumeHTa (ykasblBaeTCcs NOYTOBLIN agpec MecTa XuTenbcTBa (MecTa npebbiBaHust Unv MecTta (PakTU4eCKoro nNpoXmBaHmns)
C YKa3aHMeM WHOEeKca, HaMMeHoBaHus Kpasi, obnactu, pecnybnvku, aBTOHOMHOIO OKpyra, HaMMEHOBaHMS HaCEeNeHHOro MyHKTa,
HanMeHoBaHWA ynuubl (MPOCneKTa, Nnepeyrika, npoesaa), Homepa AoMa (C yKkasaHMeM Kopryca, Npyu Hanmyum), Homepa KBapTupbl);

9) HOMep 3NEeKTPOHHON MEAULMHCKOW KapTbl NauMeHTa B rocygapCTBEHHOW MHOPMaLUNOHHOM cucteme B chepe 34paBoOXpaHeHUs
cybbekTa Poccuickon ®efepauuu;

10) dbamunus, nms, 0T4ECTBO (NPW HanNMYMK) NaumMeHTa NOSTHOCTbLIO;

11) paTta poxgeHus naumeHTta (ykasblBaeTCcs YMcno, mecsu, rog), ana geten o 1 roga JONOMHUTENBHO yKasblBAeTCs KONMYECTBO
MOSHbIX MECSILIEB;

12) dhamunnus, nHMumansl UMEHN U OTYeCTBa (NocneaHee - NPU HanMyMmM) MeEQULMHCKOrO paboTHMKA NOMHOCTLIO;

13) HauMMmeHOBaHWe reKkapCTBEHHOro npenapaTta (MexayHapooHOe HenaTeHTOBaHHOe HauvMeHOBaHue, rpynnMpoBOYHOE UMK
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XMMUYECKOe HanMeHOBaH1e, TOProBoe HaMMeHOBaHWe) Ha NaTUHCKOM s3blke, 403UPOBKa, (hopMa BbinycKa, KONMYeCcTBO;

14) cnocob npumeHeHns1 NekapCTBEHHOIO nNpenapara Ha rocygapcTBeHHOM A3blke Poccuiickon degepauum nnm Ha rocyaapcTBEHHOM
a3blke Poccuiickoin denepaumm 1 rocyaapcTBeHHOM A3blke pecnybnmk 1 nHbIX A3blkax HapogoB Poccuiickorn ®egepaunn °.

15) NnpusHak yTBep>XaeHUs Ha3Ha4YeHns fiekapCTBEHHOro npenapara rno pelleHuo BpadebHon KOMUCCUM MeaNLMHCKOW OpraHmu3aLmu;

16) oTMeTKa O Ha3Ha4YeHMM NeKapCTBEHHOrO nNpenapara no peLleHnto BpavyebHon KOMUCCUN MeLMULMHCKOW OpraHn3aumm B criyvasix,
yKasaHHbIX B ab3ale BTopoM nyHkTa 6 Nopsaaka HasHayeHs1 nekapCTBEHHbIX NpenapaToBs, yTBEPXXOEHHOrO HaCTOSALWMM MPUKa3omMm;

17) oTmeTka O cneuuanbHOM Ha3HA4YeHUW JIeKapCTBEHHOro npenaparta (3anofHAeTcs B criyvasix, YkasaHHbIX B nyHktax 16 u 25
Mopsaka Ha3HaYeHUs nekapCTBEHHbIX NpenapaToB, YTBEMKAEHHOro HaCTOSALWUM NPUKa3oMm);

18) oTmMeTka O cneuynanbHOM Ha3Ha4YeHUU JIeKapCTBEHHOro npenaparta nauueHTy ¢ 3abonesaHuem, Tpebywwum AnNUTenbHOro
KypCOBOroO fneveHus (3anonHaeTcs B crny4dae, ykasaHHOM B NyHKTe 24 [Mopsiaka HasHavyeHus niekapCTBEHHbIX NpenapaToB, YTBEPXXOEHHOro
HaCTOSILLMM NPUKa3oM) C NPOCTaBIEHNEM NEPUOANYHOCTU OTNyCKa SiekapCTBEHHOro Npenapara;

19) npu ochopmneHun peuenta B popMe 3MEKTPOHHOIO AOKYMEHTa Ha NeKkapCTBEHHble NpenapaThbl, ykadaHHble B nognyHkrax 2 - 5
nyHkTa 10 n nyHkte 12 MNopsagka HasHa4YeHUsa NnekapCTBEHHbIX NpenapaTtos, YTBEPXOAEHHOro HacTOSLWMM NPUKasoM, rpaxkgaHam, UMeroLLnm
npaBo Ha GecnnaTHoe MNofyyYyeHWe NeKapCTBEHHbLIX NpenapaTtoB UMW NOSTyYeHWe NeKapCTBEHHbLIX NpenapaTtoB CO CKUAKOW, 3amnoSHAKTCA
PeKBU3NTbI, NPegyCMOTPEHHbIE noanyHkTamn 1 - 18 HacTOsLWero NyHKTa, a Takke cnegyolmne pekBusnTbl:

a) KaTeropuvs rpaxgaH, UMetoLLMX NpaBo Ha NoslyYeHne nekapCTBEHHbIX NpenapaTtoB B COOTBETCTBMM CO cTaThen 6.1 PegepanbHOro
3akoHa oT 17 uions 1999 r. N 178-d3 "O rocygapCTBeHHON coumanbHom nomouym” o;

0) kog Ho3onorudeckon gopmbl o MKE;

B) UCTOYHMK omHaHcupoBaHus (1 - depepanbHblii BogxeT, 2 - GromgkeT cybbekta Poccuinckon degepaumm, 3 - MyHUUMNanbHbIN
BroaxeT);

MHdopmaums 06 nsmMmeHeHmsx:
[ModnyHkm "2" usmeHeH ¢ 9 ¢pespans 2020 a. - [Npuka3 MuH3zdpasa Poccuu om 11 0ekabps 2019 e. N 1022H

Cwm. npeodbidywyro pedakyuro

r) pasamep onnatbl (1 - 6ecnnaTHo, 2 - 50%, 3 - nHon %);

[) CTpaxoBOW HOMEP MHAMBUAYaNbHOIO NMLEBOro cyeTa rpaxagaHvnHa B [eHcmoHHoM ¢hoHae Poccuiickon ®epepauun (Npy Hannymm)
(CHUNC);

e) Homep nonunca o6a3aTenbHOro MeEANLMHCKOrO CTPaxoBaHWS.

21. lMpn npocTtaBneHUn OTMETKWU, ykaszaHHoW B rnoanyHkte 16 nyHkta 20 HacTtoswero lNMopsagka, peuent B dOpMe 3f1EKTPOHHOro
AOKyMEHTa NOANMMUCbIBAETCS YCUINEHHOWN KBaNMULMPOBAHHOW SNEKTPOHHOW NOANUCHLIO NpeaceaaTens unn cekpetapsa BpavyebHomn Kommccum
MeOMLNHCKOW opraHnu3aunmn, npy NnpocTaBfieHNn OTMETOK, YKa3aHHbIX B noanyHkTax 17 n 18 nyHkrta 20 HacTosawero lNopsaaka, - yCureHHbIMn
KBanMMLUMPOBaAHHBbIMWN 3NEKTPOHHBIMI NOANMUCAMU COOTBETCTBYHOLLNX MEONLNHCKUX PabOTHUKOB.

22. Mo TpeboBaHMIO NaUMEHTa WK ero 3aKOHHOro npeactaBuTenst obopMnseTcs ak3emnnap peuenta B hopme 3MeKTPOHHOro
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AOKyMeHTa Ha OymMaxHOM HocuTene, B TOM 4ucre nytem ero odopMieHuss Ha peuentypHbix ©naHnkax dopm N 107-1/y, N 148-1/y-88,
N 148-1/y-04(n) c oTmeTkon "[dybnukat aNeKTpOHHOro JOKYMeHTa".

lll. YyeT peuentypHbIX 651aHKOB

23. Y4eT peuentypHbiX 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n), m3rotaBnMBaembiX TUNorpadpckmm crnocobom
(manee - peuenTypHble GnaHku, nognexaiwime y4yeTy), OCYLLEeCTBMSETCS B XXypHanax ydeta, NPOHYMepOBaHHbIX, MPOLUHYPOBAHHbIX W
CKpEenSieHHbIX NOAMUCLI0 PYKOBOAUTENS U MneyvyaTbid MeAMUMHCKOW OpraHvsauvM unu noanucbio MHAMBMAYanbHOro npeanpuHumaTens,
UMEILLEro NNLEH3NIO HA MEANLMHCKYI0 OeATENbHOCTb.

24. XXypHan y4eTta peuenTypHbix 6naHkoB doopmbl N 107-1/y cogepxuT crneaytowime rpadbi:

1) HOMep No NOPAAKY;

2) B pasgene "lMpuxoa™:

a) AaTa perncrTpaunmn oKyMeHTa, noaTBEpKAatoLLEero NoCTynneHune;

6) Homep 1 faTa OKYMeHTa, NoATBepPXKAAloLero NocTynfieHne, HaMMeHoBaHe NOCTaBLUMKA;

B) obLiee KonnM4yecTBO NOCTYNMBLLUMNX pelenTypHbIX BraHKoB;

r) pamunus, MHuuManbl UMEHW M OT4yecTBa (NocrefHee - NpyU HanuuMM) U NOANUCb OTBETCTBEHHOINO MEAMUMHCKOrOo paboTHMKA,
nonyYmBLLEro peuenTypHble 6naHkM OT NOCTaBLUMKA;

3) B pasgene "Pacxon™:

a) AaTa Bblgaun peuenTypHbIX 6r1aHKOB;

0) KONMYeCcTBO Bbl4aHHbIX peLenTypHbIX GMaHKOB;

B) dhammnusa, nHuumansl UMeHM 1 otyecTBa (NocnegHee - Npu HanMyum) OTBETCTBEHHOMO MEAMLMHCKOrO paboTHMKa, NOMyYMBLLUENO
peuenTypHble 6raHku;

r) NOANUCb OTBETCTBEHHOINO MEANLMHCKOro paboTHMKa, MONyYMBLLErO peLenTypHble BnaHku;

4) hamunus, nHuumanbl UMEHW U OT4YecTBa (NocrnegHee - NpyU HanNU4MM) M NOAMUCb OTBETCTBEHHOrO MeOMLMHCKOro paboTHuka,
BblAaBLUEro peuenTypHble OnaHku;

5) octaTok peuenTypHbiX 6naHKoB.

25. XypHan y4eTta peuenTypHbix 6nankoB coopm N 148-1/y-88 n N 148-1/y-04(n1) coaepxuT cneayrowime rpadbi:

1) HOMep NO NOPSALAKY;

2) B pasgene "lMpuxoa":

a) AaTa perucrpaunmn oKyMeHTa, noaTBepXXaatoLLero NoCTynneHne;

6) Homep 1 faTa OOKYMeHTa, NoATBepXKAatoLwero nocTynreHne, HauMeHoBaHMe NOCTaBLUUKA;



B) o6Liee KONnM4ecTBO NOCTYNMBLUMNX peLenTypHbIX GraHKoB;

) cepum 1 Homepa peLenTypHbIX 6NaHKoB;

A) KONMYeCcTBO peLenTypHbIX 611aHKOB NO CepusaM;

e) hamunus, mHuumansl UMeHn 1 oTvyecTBa (nocregHee - Npyu Hanuyum) U NOANUCbL OTBETCTBEHHOr0 MeOUUUHCKOro paboTHuKa,
nonyYmnBLLEro peuenTypHble 6NaHKM OT NOCTaBLUMKAE;

3) B pasgene "Pacxon™:

a) AaTa Bblgaun peuenTypHbIX 611aHKOB;

0) cepun n HoMepa BblAaHHbIX PELENTYPHbIX 6NaHKOB;

B) KONMYECTBO BblgAHHbIX peLenTypHbIX 6r1aHKOB;

r) hamunus, nHuumanel UMeHn n oTyecTBa (NocrnegHee - NpyU HanU4MM) OTBETCTBEHHOrO MeAUMUMHCKOro paboTHMKa, Nony4vvBLIErO
peuenTypHble GnaHku;

A) noanucb OTBETCTBEHHOINO MeANLMHCKOro paboTHMKa, NONYyYUBLLErO peuenTypHble 6naHku;

4) chamunus, nHMuManbl UMEHW K OoT4yecTBa (nocrnegHee - NpyU HanNU4MM) M NOAMUCb OTBETCTBEHHOrO0 MeOMLMHCKOro paboTHuKa,
BblAaBLUEro peLenTypHble BnaHku;

5) ocTtaTok peuenTypHbIX 651aHKOB.

26. YueT cneumanbHbIX peuenTypHbiX OMaHKOB Ha HApPKOTMYECKOE CPenCcTBO M MNCUMXOTPOMHOE BELLECTBO OCYLIECTBNSETCA B
cooTBeTCTBUM C npukasom MwuHucTepcTBa 3gpaBooxpaHeHus Poccuickon depepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepxgeHuu
dopmbl BNaHKOB peLenToB, coaepXallmMx HasHaYeHne HapKOTUYECKUX CPEeACTB UIM MCUXOTPOMHbIX BELLECTB, MOPsiAKa UX U3roTOBMNEHUS,
pacnpeeneHusi, peructpaumm, yyeTta u XpaHeHus:, a Takke npasun ogopmneHuns” i,

27. Y4yeT peuenTtoB, 0OpPMMEHHbIX B dOpMe 3NEKTPOHHOIO AOKYMEHTa, OCYLLECTBISIETCA B rocyJapCTBEHHON MHAOPMALMOHHOM
cucteme B cdepe 3apaBooxpaHeHuss cybbekta Poccuinckon ®Pepepaumm nocpeacTtBoM BedeHWA edMHOro peecTpa  peulenTos,
0POpMIEHHBIX B OPME 3NEKTPOHHbIX JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6naHKkoB

WHdopmaLms 06 naMeHeHusIx:
[MyHkm 28 usmeHeH ¢ 9 ¢pesparns 2020 a. - Npuka3 MuH30paea Poccuu om 11 dekabps 2019 2. N 1022H

CmMm. npeodbiOywyro pedakyuro
28. MeanunHckne opraHusauum nosnyvyaroT Heobxoaumble peuenTypHble 6naHKkM, N3rotToBrneHHble Tunorpadcknum crnocobom, yepes
opraHbl ynpaBfeHNs 34paBOOXPaHEHWEM WM OpraHuM3auuun, YnoriHOMOYEHHbIE Ha 3TO OpraHaMy MCMOSNTHUTENbHOW BracTu CyObekToB
Poccunckon denepaunn.
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29. PeuenTypHble GnaHku, nognexaiwume yyeTy, XpPaHATCA OTBETCTBEHHbIM SMLOM, Ha3Ha4YeHHbIM PYKOBOAUTENEM MEOULMNHCKON
opraHvsauun, B 3annpaeMom MeTannmyeckom wkady (cende) nnm metansimyeckom siLLmKe.

30. HamBuayanbHbIM NpeanpuHMMaTtenb, UMELWNA NNLEH3NI0 HA MEOULMHCKYI0 OeATeNbHOCTb, XPaHUT peuenTypHble GraHku,
nognexawue y4yety, B 3anmpaeMom MeTannmyeckom wkady (cende) nnm metanimyeckomM SLmke.

31. NpoBepka COCTOAHUSA XpaHEHUS, yveTa, (PakTUYECKOro HannumMs U pacxoga peuenTypHbiX 6raHKkoB, nognexawmnx yydety, OavH
pa3 B KBapTas OCyLLEeCTBNAeTCA KOMUCCUen, Co3gaHHON B MEOULIMHCKOW opraHusaumm.

32. PeuentypHble 6naHku, oopmnsgemble Ha DyMaXHOM HOcUTeNe U noanexaiwime y4yety, Bbl4alTCa MeOUUMHCKUM paboTHMKamMm,
UMEIOLLMM NpaBo 0OPMIIEHMST PELIENTOB, MO PACMNOPSIKEHUIO FNTABHOMO Bpada Unm ero 3amectuTens.

[MonyyeHHble peuenTypHble 6MaHkM Ha OyMaXKHbIX HOCUTENAX XPaAHATCA MeOUUMHCKUMKU paboTHUMKaMu B MOMELLEHUSIX,
obecnevnBaroLLNX NX COXPAHHOCTb.

33. XpaHeHue creumanbHblX peuenTypHbIX BfaHKOB Ha HapKOTUYeCKoe CpeAcTBO U NCUXOTPOMNHOE BEeLWeCcTBO M Bbldaya yKasaHHbIX
peuenTypHbIX 651aHKOB MeOMUMHCKOMY paboTHMKY OCYLIECTBMSETCA B COOTBETCTBMM C npukaszoM MuHUCTepcTBa 34paBOOXpPaHEHUS
Poccunckon depepaumm ot 1 asrycta 2012r. N 54H "O6 ytBepxaeHun opmbl 6GraHKOB peuenTtoB, coaepXalwumx HasHavyeHue
HapPKOTUYECKUX CPEACTB UIM MCUXOTPOMHbLIX BELLECTB, NOPSAKA MX U3rOTOBIEHMUS, pacnpedeneHus, perucrpauumn, yyeta n XpaHeHus, a
Takke npasun ogpopmneHmsa” 2.

34. lNporpaMMHO-TEXHUYECKME CPeacTBa rocyAapCTBEHHbLIX MHAOPMALMOHHBIX CUCTEM B cdpepe 34paBOOXPaHEHUs, MeAULMHCKUX
WHGOPMALMOHHBIX CUCTEM MEAULMHCKMX OpraHu3auunm obecrneymBaloT XpaHEeHWEe 3JMEKTPOHHbIX peuenToB, OgopMIieHHbIX B dopme
3MEKTPOHHbLIX JOKYMEHTOB B TEYEHME CPOKOB, YCTAHOBMEHHbLIX ANSA XPaHEHUSA peuenToB, 0POPMIIEHHBLIX HAa COOTBETCTBYHOLMX dhopmMax
peLenTypHbIX 61aHKoB Ha GymMaykHOM HocuTtene *3,

1 CobpaHue 3akoHopaTenbctBa Poccuiickon ®enepaumm, 1999, N 29, cr. 3699; 2009, N 30, cT. 3739; 2010, N 50, cT1. 6603; 2013,
N 48, cT. 6165.

2 TMpukaz MwuHUcTepcTBa 3apaBooxpaHeHus Poccuiickon depepaumm ot 15 pgekabpsa 2014 r. N 834H "O6 yTBEpXOEHUU
YHUPUUMPOBAHHBLIX POPM MEOMUMHCKOM OOKYMEHTauMW, WUCMNONb3yEMbIX B MEOULMHCKAX OpraHu3aumsix, OKasblBalOLMX MEOULIMHCKYH
nomollb B ambynaTtopHbIX YCMOBUSIX, U MNOPSAKOB MO MX 3anoniHeHuw" (3apernctpupoBaH MuHMCTEPCTBOM tOCTUUMKM Poccuinckom
®epepaummn 20 despansa 2015 r., pernctpaumoHHbin N 36160), ¢ n3mMeHeHnsIMK, BHECEHHbIMUM Nprka3zoM MuHUCTepcTBa 34paBOOXPaHEHMS
Poccunckon ®egepaumm ot 9 aHBapsa 2018 r. N 2 (3apernctpupoBaH MuHuctepctsom toctnuumn Poccunckon degepaumm 4 anpensa 2018 r.,
pernctpauunoHHbii N 50614) (qanee - npukas N 834H).

3 Mpukas N 834H.

4YacTb 1 ctaTbu 15 3akoHa Poccuiickon ®enepaumm ot 25 oktabpsa 1991 r. N 1807-1 "O asblkax Hapoaos Poccuiickon ®enepaunn”
(BegomocTtn cvesga HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP, 1991, N 50, cT. 1740; CobpaHne 3akoHogaTenbCcTBa
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Poccuiickon ®epepaunn, 1998, N 31, ct. 3804) (nanee - 3akoH N 1807-1).

5 BapeructpupoaH MwuHucTepcTBoM tocTuumm Poccuiickon depepaummn 15 asrycta 2012 r., peructpaumoHHbin N 25190, c¢
N3MEHEHNAMM, BHECEHHbIMM rMpukasamn MuHucTepcTBa 3gpaBooxpaHeHna Poccunckon depepauum ot 30 wuoHsa 20151, N 385H
(3apernctpmpoBaH MuHuctepcteom toctuunmn Poccuinckon Pepepaumm 27 Hosi6pa 2015 r., permctpaumoHHbin N 39868), ot 21 anpens
2016 r. N 254H (3apernctpuposaH MuHuctepctsom toctnuyumn Poccunckon ®enepauumn 18 unionga 2016 r., peructpaumoHHbin N 42887), ot 31
okTabpsa 2017 r. N 882H (3apernctpuposaH MuHuctepctsoM toctuumm Poccuiickon depepaumm 9 saHBapsa 2018 r., permcTtpaunoHHbIN
N 49561).

6 MyHkTbl 6, 7 TONOXeHNss 0 eAMHOW rocyaapCTBEHHON MHM(OPMALIMOHHONM cucTeme B cdepe 30paBOOXpaHEHUs!, YTBEPXKAEHHOro
noctaHosrneHnem [lpasutensctBa Poccuiickon dPepepaumm ot 5 maa 2018 r. N 555 (CobpaHue 3akoHogaTenbctBa Poccunckon
depepaummn, 2018, N 20, cT. 2849; N 49, cT. 7600; N 50, cT. 7755; 2019, N 6, cTt. 533) (aanee - NonoxeHne o eanHON cUCTEME).

" TMyHkTbl 9, 10 MNMonoXkeHUs o eanHoON cuctTeme.

8 Cratbnm 91 n 91.1 depepanbHoro 3akoHa oT 21 Hos6psa 2011 roga N 323-®3 "O6 ocHoBax OXpaHbl 3[0pOBbsA rpaaaH B
Poccunckon ®epepaumnmn” (CobpaHune 3akoHopgatenbctBa Poccunckon ®egepaumm, 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, c1. 4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, c1. 85; N 10, cT1. 1425; N 27,
cT. 3951; N 29, cT. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663; N 31, CcT. 4794).

9YacTb 1 ctatby 15 3akoHa N 1807-1

10 CobpaHune 3akoHopaTensctea Poccuiickon ®enpepaumm, 1999, N 29, cr. 3699; 2009, N 30, cr. 3739; 2010, N 50, cT. 6603; 2013,
N 48, cT. 6165.

11 BapeructpmpoBaH MwuHucTepcTBoM tocTuumm Poccuiickon depepaumm 15 aerycta 2012 r., peructpaumoHHbii N 25190, c
N3MEHEHNAMMN, BHECEHHbIMW rMpukaszamn MuHUCTepcTBa 3apaBooxpaHeHna Poccunckon depepaumm ot 30 wmoHsa 2015r1. N 385H
(3apeructpupoBaH MuHuctepcteoM toctuuumn Poccunckon Pepepauumn 27 Hosbps 2015 r., permctpauynoHHsin N 39868), ot 21 anpens
2016 r. N 254H (3apernctpupoBaH Munuctepcteom toctmumnmn Poccuinckon ®epepaunn 18 nronsa 2016 r., permctpauymnoHHsin N 42887), ot 31
okTabpsa 2017 r. N 882H (3apernctpupoBaH MuHuctepctBoM toctnuum Poccunckon depepaummn 9 ausapa 2018 r., pernctpauyoHHbIN
N 49561).

12 BapeructpmposaH MwuHucTepcTBoM tocTuumm Poccuiickon depepaumm 15 aerycta 2012 r., peructpaumoHHbii N 25190, c¢
N3MEHEHNAMM, BHECEHHbIMM rpukasamn MwuHucTepcTBa 3apaBooxpaHeHus Poccunckon Pepepauumn ot 30 wumoHsa 20151, N 385H
(3apernctpupoBaH MuHuctepcteomM toctuuumn Poccunckon Pepepauumn 27 Hosbps 2015 r., permctpauynoHHbin N 39868), ot 21 anpens
2016 r. N 254H (3apernctpuposaH MuHuctepcteom toctuunmn Poccunckon depepaumm 18 mnions 2016 r., pernctpaunoHHsin N 42887), ot 31
okTabpsa 2017 r. N 882H (3apernctpupoBaH MuHuctepctBoMm toctuuum Poccunckon depepaumm 9 auBapa 2018 r., pernctpaumoOHHbIN
N 49561).

13 MyHKT 14 npaBun OTMycKa NeKapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOro NMPUMEHEHUS, B TOM YMUCIie MMMYHOGUONOrMYECKmX
NEeKapCTBEHHbIX MpenapaTtoB, anTeYHbIMWU OpraHnsauusaMn, WHOMBUAYaNbHbIMU NpeanpuHUMaTenamMu, WUMELWMMU NULEH3UI0  Ha
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hapMaueBTUYECKYD AeATENIbHOCTb, YTBEPXAEHHbIX rnpukazom MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm ot 11 umonsa
2017 r. N 403H (3apeructpupoBaH MuHucTepctBom toctnumnm Poccuiickon Pepepaumm 8 ceHTabpsa 2017 r., pernctpaumoHHbii N 48125).
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