NMPABUTENBLCTBO POCCUUCKON ®EOEPALIUU
NMOCTAHOBIJIEHUE

oT 24 ceHTAOpsa 2020 r. N 1541

O BHECEHWW N3MEHEHWM B HEKOTOPBIE AKThblI

NMPABUTEJIbCTBA POCCUUCKOWN ®EOEPALIMU

MpasutenbcTBo Poccurckon denepaumm nocTaHOBNSET:

1. YTBEpPOUTb Npunaraemble NU3BMEHEHNS, KOTOPbIE BHOCATCS B akThbl [paBuTenscTBa
Poccuinckon denepaumu.

2. HacTtoswee noctaHoBNeHWe BCTynaeT B CUITy CO AHA ero opuumansHoro
ony6nukoBaHus.

MNpencenatens NpaButenscTea
Poccuinckon denepaumm

M.MULYCTWNH

YTBepXaeHbl
noctaHoBneHvem lNpaeutenscTea
Poccuiickon ®enepauyunm

oT 24 ceHTa6psa 2020 r. N 1541

N3MEHEHWNA,

KOTOPbIE BHOCATCSA B AKTbl MPABUTESTbCTBA POCCUCKOW ®ELEPALINA

1. B noctaHoBneHumn lMNMpaeutensctBa Poccurickon ®egepaunm ot 29 oktabpsa 2010 r.
N 865 "O rocygapcTBeHHOM perynmpoBaHUn LeH Ha NleKkapCTBEHHble npenaparTbl,
BKIOYEHHbIE B NEepeYeHb XN3HEHHO HEOBXOOUMbBIX Y BaXKHENLLNX NIEKApPCTBEHHbIX
npenapaTtoB" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®egepauun, 2010, N 45,
cT. 5851; 2011, N 50, cT1. 7390; 2012, N 37, cT. 5002; 2014, N 34, cT. 4673; 2015, N
37, cT. 5153; N 38, cT. 5302; 2016, N 6, cT. 853; 2018, N 43, cT. 6597; 2019, N 51, cT.
7649; 2020, N 15, cT. 2295):

a) B NyHkTe 1:

ab3au NATbIN U3MNOXUTb B CNEAyLWENn peaakunn:

"lMpaBuna ycTaHOBNEHMS opraHamMmn UCMONHUTENbHOW BNacTn CyObekToB
Poccunckon ®egepaummn npegenbHbIX pa3MepoB ONTOBbIX HAA0aBOK M NpeaenbHbIX



pa3MepoB PO3HUYHbIX HAA0aBOK K (DaKTUYECKMM OTNYCKHbIM LeHaM, YCTaHOBIEHHbIM
NPOM3BOANTENSMWN NIEKAPCTBEHHbIX NpenapaToB, Ha JIEKapCTBEHHbIE NpenaparThl,
BKINKOYEHHbIE B NEPEYEHDb XNU3HEHHO HEOBXOANUMbBIX N BaXKHEMLLNX NEKapPCTBEHHbIX
npenaparos;";

nocne ab3aua NATOro 4ONoNHUTL ab3auem cnegyowero cogepXXaHuns:

"[Npasuna oopMmMpoBaHUS OTMYCKHbIX LIEeH Ha NTeEKapCTBEHHbIE npenaparThl,
BKINIOYEHHbIE B NEPEYEHb XNU3HEHHO HEOBXOANMbBIX U BaXKHEWLLNX NEKapPCTBEHHbIX
npenapaToB, OpraHM3auusiMyM ONTOBOW TOProBMK, anTe4YHbIMU OpraHn3aLmsiMu,
MHOMBMAYaNbHLIMU NPEANPUHUMATENSMN U MEANLVNHCKAMW OpraHmu3aumsamn;";

6) MNMpaBuna yctaHOBMEHUS NpeaernbHbIX Pa3MepoB OMTOBbLIX N NPeAernbHbIX
pa3mMepoB PO3HUYHbIX HaAbaBOK K (hakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
NPOM3BOANTENSIMUN NIEKAPCTBEHHbLIX NpenapaToB, BKMNOYEHHbIX B NepeyYeHb XXNU3HEHHO
HEeobXOAMMBbIX U BaXXHENLLMX JIEKapCTBEHHbIX NpenapaToBs, B cybbekTax Poccuinckon
depepauuu, yTBEpXKAEHHbIE YKa3aHHbIM NOCTAHOBMEHNEM, U3MNOXUTb B CrieaytoLwemn
penakumm:

"YTBEpXaeHbl

nocraHosneHvem lNpaButenscTea
Poccuinckon denepaumm

oT 29 okTtabps 2010 . N 865

(B pegakummn NocTaHOBIEHUS
MpaButenbcTtBa Poccuiickon ®egepaummn

oT 24 ceHTa6pa 2020 . N 1541)

NMPABUNA
YCTAHOBNEHWSA OPTAHAMU MCMONMHUTENBHOW BNACTV CYEBEKTOB
POCCUNCKOW ®ELEPALM MPEQENbHbLIX PABMEPOB OMTOBbIX HALLEABOK
W NMPEOEJNBbHbBIX PASMEPOB PO3HNYHbLIX HAOBABOK K ®PAKTUHECKNM
OTNYCKHbIM LLIEHAM, YCTAHOBJIEHHbBIM NMPON3BOAUNTENAMA
NEKAPCTBEHHbIX MNMPEMNAPATOB, HA JIEKAPCTBEHHBbIE MPEMNAPATbI,
BKITKOYEHHbBIE B NMEPEYEHb XXM3HEHHO HEOBXOAMMbIX

N BAXHEWLNX NEKAPCTBEHHbLIX MPEMAPATOB



1. OpraHbl ucnonHUTENbHON BNacTn cybbekToB Poccuiickon ®enepaunm npyHMMaroT
peLueHmsa o6 yCTaHOBNEHUN U (UNN) M3MEHEHUM NPeaeEnbHbIX Pa3MepPOB OMNTOBbIX
HagbaBoK U NpeferibHbIX pasMepoB PO3HUYHbLIX HAA6aBOK K hakTUYECKUM
OTNYCKHbIM LeHaM (6e3 yyeTa Hanora Ha JobaBnNeHHy CTOMMOCTb),
YCTaHOBIIEHHbIM NPON3BOANTENAMMU NIEKapPCTBEHHbIX NpenapaTos, Ha
neKkapCTBEHHble NpenapaTbl, BKIIOYEHHbIE B NepevYeHb XXU3HEHHO HEOBXOAMMBbIX U
BaXHENMLUNX NeKapCTBEHHbIX NpenapaToB (4anee COOTBETCTBEHHO - NIeKapCTBEHHbIE
npenapatbl, bakTu4eckne OTNYyCKHbIE LieHbl MPONU3BOAMTENEN, peLLleHne), nocre
cornacoBaHus NPOEKTOB pelueHnn ¢ PeaepanbHOM aHTUMOHOMNOMNBHOW CNYX60M.
MpenenbHble pa3mepbl ONTOBbLIX HAA0aBOK M NpeaenbHble pa3mMepbl PO3HUYHbIX
HaabaBOK K (hakTMYECKMM OTMYCKHbIM LieHaM NpOn3BOAUTENEN, BblpaXKeHHbIE B
npoueHTax n gudgepeHuUnpoBaHHbIe B 3aBUCUMOCTU OT CTOMMOCTU fleKapCTBEHHbIX
npenapaToB, yCTaHABMMBAOTCA B OTHOLLEHMUM OpraHn3aLnii ONToBOW TOProBnu
nekapCTBEHHbIMU cpeacTBaMu (fanee - opraHM3aLmm ONTOBOW TOProBrin), anTeyHbIX
opraHusauui, UHANBMAyanbHbIX NpegnpuHUMaTenen, MMeLLnX NMLEH3NIO Ha
OCyLLleCTBrneHme hapMaLeBTUYECKON AeATENbHOCTU (Aanee - HaMBUAyanbHble
npeanpuHMMaTrenu), MeEANULUHCKUX OpraHn3aunini, MUMerLnX MLEeH3nmn Ha
OCyLLIeCTBeHMe hapMaLeBTUYECKON OEATENBHOCTU, U UX 060COBNEHHbIX
nogpasgeneHun (ambynatopui, denbawepcknx n penbalepcko-akyLLepCKmx
MYyHKTOB, LeHTPOB (oTAeneHuin) obLen BpadebHomn (CeMernHon) NPpakTuKkn),
pacrnonoXeHHbIX B CEMbCKNX NOCEMNEHNAX, B KOTOPbIX OTCYTCTBYHOT anTeyHble
opraHusaumu (ganee - MeQuUMHCKME OpraHn3aunn), oCyLLeCTBASIOWMX peanusaumio
fleKapCTBEHHbIX NpenapaToB Ha TeppuTopun cybbekToB Poccuinckon degepaumn.

2. OpraHbl ncnonHuTenbHoM Bnactn cybvektoB Poccunckon ®egepaunm
yCTaHaBnMBatoT npegenbHble pasmepbl ONTOBbIX HA40aBOK M NpedenbHble pa3mepsbl
PO3HMYHbIX HA40aBOK K (haKTUYECKUM OTMYCKHbIM LleHaMm Npou3BoguTenen B
COOTBETCTBUM C METOAUKON, yTBEpXXaaemon PenepanbHON aHTUMOHOMOSNBHOM
cnyxbou (ganee - metoguka), ucxoasa u3 cnegyowmx NPUHLUMNOB:

a) BO3MeLLeHne opraHM3aumsam onToBOW TOProBn, anTeYHbIM OpraHM3aunsam,
MHOnBMAYanbHbIM NPeanpuHMMaTeNnamM n MeauUMHCKUM opraHm3aumam
9KOHOMMYECKM ODOCHOBAHHbIX 3aTparT, CBA3aHHbIX C 3aKYMKOW, XpaHEHMEM U
peanusauunen nekapcTBeHHbIX NpenapaTos;

0) yuyet pasmepa npmbbinu, Heobxoanmon anst obecnevyeHnss opraHm3aunin oNnToBOwM
TOProBIv, anTeYHbIX OpraHM3aumii, MHAMBUAYaNbHbIX NpegnpuHuMaTenen
MEeOMULMHCKMX OpraHn3auumn cpegcreaMmm Ha obcnyxmBaHne NpuBE4YEHHOro
Kanutana n oMHaHcMpoBaHMe Apyrmx 000CHOBAHHbIX PACXO4OB;

B) YYET B CTPYKTYpe HaabaBOK BCEX HAIOroB M MHbIX 0B6A3aTenbHbIX NnaTexen B
COOTBETCTBUM C 3aKOHOoAaTenbcTBOM Poccunckon degepaunu.

3. OpraH ncnonHuTensHomn BracTn cybbekta Poccuiickon degepauum HanpasnseT
NpoeKT peleHns B PeaeparnbHy0 aHTUMOHOMOSbHYIO CryXOy.



4. K NnpoekTy peLueHus npunaratoTcsa cnegyowme JOKYMEHTbI, 3aBEPEHHbIE
pykoBoguTenemM unu 3amectuterneM pykoBoguTers opraHa UCMNOSTHUTENbLHOW BNacTu
cybbekTta Poccuiickon degepaumnm:

a) NodcHUTEeNbHasa 3anucka, cogepxatllasa B TOM Yncrne obocHoBaHue
HeobXO4MMOCTN YCTaHOBIIEHUS NN NepecMoTpa NpeaeribHbIX pasmMepoB ONTOBbIX
HaabaBoOK U NpefenbHbIX pasMepoB PO3HUYHbIX HA40AaBOK K (haKkTUYeCKUM
OTMYCKHbIM LileHaMm NpounsBoauTenen;

0) pacueTbl NpeaenbHbIX pa3MepoB ONTOBLIX HaA0aBOK N NpeaenbHbIX pa3MepoB
PO3HUYHbIX HA40aBOK K (haKTUYECKUM OTMYCKHBbIM LleHaMm Npou3BoauTenen,
OCYLLEeCTBMEHHbIE OPraHOM UCMOMHUTENBHON BriacTu cybbekta Poccuinckom
denepauyunm B COOTBETCTBUM C METOAUKOW, NO dopMaM, YyTBEPXKAEHHBIM METOOMKOMN,
B (hopmaTe aneKTpOoHHbIX WwabnoHoB deaeparibHON rocyaapcTBEHHOM
MHOpMaUNoHHOM cuctemsl "EguHas nHgopmalmMoHHO-aHanuTnu4eckas cnctema”.
5. MpoeKT peleHns ¢ npunaraeMbiMmn K HEMY JOKYMEHTaMn, yKka3aHHbIMU B NyHKTe 4
HacToAwmx Mpasun, npeactasngetcs B PegepanbHyto aHTUMOHOMOSBHYIO CIyX0y B
NMMCbMEHHOM BMAe U B BUAE ANEKTPOHHOIO JOKYMEHTa, NOANNUCAHHOMO YCUIEHHOM
KBanMunumMpoBaHHOW 3NIEKTPOHHOM NOAMNUCHIO, a Takke Ha agpec ANEKTPOHHOM
noyTbl PeaepansHON aHTUMOHOMOMNBHOM CNYXO6bI.

MpoekT pelieHnsa pernctpupyerca B PegepanbHON aHTUMOHOMNOMbHONW crnyxbe B
YCTaHOBMIEHHOM MNopsKe.

6. PegeparnbHas aHTMMOHoOMNONbHagA cryxba B TedeHne 30 paboymx gHen co gHS
permcTpauumn NpoekTa peLleHns HanpaenseT B opraH UCMOSTHUTENbHOMW BlacTu
cybbekTa Poccuinckon denepaumm NpMHATOE €10 peLLIEHNE O CorfacoBaHMmM NpoeKkTa
peLwleHuns nmbo o6 oTkase B ero corracoBaHum.

7. B cnyvyae Heob6xoaMMOCTM YTOYHEHMUS U (M) AOMNONHEHUS CBEAEHUN,
coepaLlmxcs B JOKYMEHTaX, yKa3aHHbIX B MyHKTe 4 HacToswwmx Mpasun, opraH
ncnonHuTenbHon BnacTtn cybwekta Poccunckon depepaumm npeactaBngaeT no
3anpocy ®enepanbHOM aHTUMOHOMOSBHOW CIYXObl COOTBETCTBYHOLLLYHO
AOKYMEHTanNbHO 0QOPMIEHHYI0 MHOPMaLIUIO.

Cpok npegcraBneHnst opraHoM UCNONHUTENBHOM BnacTu cybbekTa Poccumnckomn
denepaumm 3anpoLLleHHON MHOopMaL MM He MOXET npeBbiwaTtb 15 paboynx aHen co
AHS nonyyeHus 3anpoca degepanbHOM aHTUMOHOMOSBLHOW CIyX0bI.

Mpn aTOM 06LLMIA CPOK paccMOTpeHUs okymeHToB PenepanbHom
aHTMMOHOMNONBHOW CMYXX60N HE MOXET NPEBbILLATL CPOK, NPEAYCMOTPEHHbIN
NyHKTOM 6 HacTodAwmx NMpasun 1 ab3auem BTOPbIM HACTOSLLErO MYHKTA.

[Mpn HenocTynneHnn OT opraHa UCMNOMHUTENBHOW BriacTu cybbekTa Poccuiickom
denepauunm B yCTaHOBMNEHHbIN CPOK 3arpoLLEeHHON AOKYMEHTaNbHO 0hOpMIIEHHON
nHopMauun dPegepanbHas aHTUMOHOMNOMNbHAA cryb6a B TedeHne 5 pabounx gHen
CO OHS UCTeYeHUs obLLiero cpoka NnpuHUMaeT pelleHne 06 oTkase B corflacoBaHum
NpoeKTa peLUeHus.

8. OcHOBaHUAMM 4N5 OTKasa B COrnacoBaHWUM NpoekTa peLleHns aBnsiTCs:

a) HECOOTBETCTBME PacyeToB NnpeaernbHbIX pa3MepoB ONTOBbIX HA40aBOK U
npeaenbHbIX pa3mepoB PO3HMYHbBIX HaAbaBOK K (PakTUYECKMM OTMYCKHbIM LieHaMm
npounssoauTenen pacyeram, npeaycMoTpeHHbIM METOANKON;



6) npeactaeneHve B PeaepanbHyo aHTUMOHOMOMBHYHO CIYXX0Y YKa3aHHbIX B MyHKTE
4 HacTtosawwmx NpaBun JOKYMEHTOB, coepXallnux He4OCTOBEPHbIE CBEeAEHWS;

B) OTCYTCTBUE B NPEACTABIEHHbIX JOKYMEHTaX CBeAeHuI, TpebyeMblix B
COOTBETCTBUM C METOAUKON;

r) NpeacTaBneHne HEeMnoTHOro KOMMeKTa JOKYMEHTOB, YKa3aHHbIX B MyHKTe 4
HacToswwmx MNpasun;

A) HEMOCTYNNeHne OT opraHa UCNONHUTENbHOM BnacTu cybbekta Poccumnckom
denepauunm B CpoK, yCTAHOBMEHHbIN ab3auem BTOpbIM NyHKTa 7 HacTosAwwmx MNpasun,
3anpoLleHHON JOKYMEHTanbHO 0OpPMITEHHOW NHOPMaLINNA.

9. MIHcbopmauma o cornacoBaHum nnbo 06 oTkase B cornacosaHun ®enepansbHom
AHTUMOHOMNONBLHOM CNyX60on NpoekTa pelweHns He no3gHee 3 pabounx gHen co AHS
NPUHATUA pelleHnsa pasmeltaetcs Cnyxbon Ha ee ocvumnanbHOM canTe B
NHPOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT".

10. OpraH ucnonHuTensHoM BnacTtn cybbekta Poccuinckon denepaumm npuHnmMmaeT
peLlleHne B CPOoK, He npesbiwatowmi 10 paboyumx gHen co AHSA NPUHATUSA
denepanbHON aHTMMOHOMNONBHOWM CYXX60KM peLleHns 0 cornacoBaHUM NpoeKTa
peLueHuns.

11. OpraH ncnonHuTensHoOM Bnactu cyobekta Poccuiickon degepaumm B TedeHue 3
paboymx AHEeN CO OHA NPUHATUS pelleHnst npeactasndeT B PeaepanbHyto
AHTUMOHOMONbBHYIO CIY>K0Y KONUIO peLLIEHs, a TakKe HanpaBnsaeT KOnuo peLleHns
B ®efepanbHyt0 aHTUMOHOMOSbHYHO CIy>K0y Ha ee agpec SNeKTPOHHOW NOYThI.

12. OpraH ucnonHuTensHoOM Bnactn cydbekTa Poccuinckon degepaumm He meHee
yem 3a 10 pabounx gHen OO AHA BCTYNMAEHNSA B CUIY peLleHns pasmeLlaeT
MHGOPMAaLMIO O NPUHATOM PELLUEHUN Ha ero odomunanbHOM canTe B
MHGOPMaLNOHHO-TENEKOMMYHUKAUMOHHOW ceTn "UIHTepHeT".

13. 3a npeacraeneHune B PegepanbHyto aHTUMOHOMOMBHYHO CIYX0y LJOKYMEHTOB,
cofepallmx HeJoCTOBEPHbIE CBEAEHNSA, pyKOBOAUTENb (3aMecTUTeNb
PyKOBOAUTENSA) OpraHa UCNonHUTENbHOW BnacTun cybbekTa Poccuiickon ®enepaumm
HeceT OTBETCTBEHHOCTb, MPeayCMOTPEHHYI0 3aKoHoAaTenb,CTBOM Poccuickom
degepaunn.”;

B) AononHuTb MpaBrunamm hopMUpoBaHUs OTMYCKHbIX LIEH Ha JIEKapCTBEHHbIE
npenapartbl, BKIOYEHHbIE B NEPEYEHb KN3HEHHO HEOBXOAMMbIX Y BaKHENLLNX
neKapCTBEHHbIX NpenapaToB, OpraHM3aLMsiMmn ONTOBOW TOProBMX, anTe4YHbIMU
opraHusaunsiMu, UHAMBUAYaNbHLIMU NPeAnpPUHUMaTENSMU U MEAULIMHCKUMM
opraHu3aunsiMu criedyoLero coaepxaHuns:

"YTBEpPXKOEHDI
noctaHoBneHuem lNpaButenscTea
Poccuinckon denepaumm

oT 29 oktabps 2010 . N 865



NPABUNA
SOPMUPOBAHNA OTMYCKHbIX LLIEH HA NEKAPCTBEHHbIE MNPEMAPATbI,
BKIMKOYEHHBIE B MEPEYEHb XW3HEHHO HEOBXOAMMbIX U BAXKHEMLINX
NEKAPCTBEHHBIX MPEMAPATOB, OPTAHU3ALIAMK OMNTOBOW TOPIrOB/N,

AMNTEYHLIMU OPTAHN3ALNAMU, NHONBWAOYAINIbHBIMW
MPEANPUHNMATENAMA

N MEONUNHCKUMU OPTAHN3ALINAMU

1. OpraHusaumm onToBOM TOProBNU fieKapCTBEHHbIMY CpeacTBaMu (ganee -
opraHu3aumm onToBOM TOProBIiM) OCYLLECTBIIAIOT peannsauuio nekapcTBeHHbIX
npenapaToB, BKIMOYEHHbIX B MepeyYeHb XXU3HEHHO HEOBXOOUMBIX U BaXKHEMNLLNX
nleKapCTBEHHbIX NMpenapaTtoB (ganee - nekapcTBeHHbIe NpenapaTthbl), N0 LeHam,
YypOBeHb KOTOpbIX (6e3 yyeTa Hanora Ha JobaBneHHY0 CTOUMOCTb) He JOSMKeH
npeBbILWaTbh CYMMY (PakTU4YeCKOW OTMYCKHOM LieHbl NPOU3BOAUTENS NEKapCTBEHHOMO
npenapaTta (ganee - akTnyeckasi oTnyckHas LieHa Npon3BoanTens), He
npeBbILaoLLEN 3apermMcTpUpoBaHHON UM NepeperncTpupoBaHHON npeaenbHon
OTMYCKHOW LieHbl NPON3BOAMTENS (Ha AaTy peanunsaumm nekapCcTBEHHOro npenapaTta
npoussBoguTenem), n paamepa oNnToBon HagbaBku, He NpeBbILLaloLLLEN pa3mepa
npeaenbHon onNToBoW HaabaBkK, YCTaHOBEHHOW B cyObekTe Poccuimckom
®epepauyunn. OpraHnsauunm ONTOBOW TOProBNM yYUTLIBAKOT HAMor Ha AobaBneHHyo
CTOMMOCTb B LiEHE peanuaaumm nekapcTBEHHOro npenapara B nopsgke,
yCTaHOBNEHHOM 3aKkoHoaaTenbcTBoM Poccunckon denepaumn.

2. CymmapHbI pasmep onToBbIX HaAbaBok, Noanexalimx NpuMeHeHN0 BCEMN
opraHM3aumsiMm ONTOBOW TOProBnu, y4acTBYOLWMMWN B peanusaunm nekapcTBEHHOIo
npenaparta, pacCuymMTaHHbIA UCXOAS U3 (PaKTUYECKOW OTMYCKHOWN LIEHbI
npoun3BoanTens, He OOMMKEH NpeBbIWaTbh COOTBETCTBYOLLMI NPeaenbHbli pasmep
ONTOBOW HafbaBKW, YCTAHOBIEHHbIN OPraHOM UCMOMHUTENBHOW BriacTh CybbekTa
Poccuiickon ®egepauunm, Ha TEPPUTOPUIO KOTOPOTrO OCYLLIECTBNAETCA NOCTaBKa
nekapcTBEeHHOro npenapara.

3. OpraHunsauum onTOBOW TOProBNn, UMeLLNE CTPYKTYPHbIE NoApasaerneHuns
PO3HWYHOWN TOProBNK, MOryT (OPMUPOBAaTb PO3HUYHbIE LiEHbI Ha NTeKapCTBEHHbIE
npenapaTbl C NPUMEHEHNEM OQHOBPEMEHHO OMTOBOW N PO3HUYHOW HaabaBoK K
dhakTU4Yeckom OTNyCKHOM LeHe npomssoauTens (6e3 Hanora Ha AobGaBneHHyo
CTOMMOCTb), CYMMapHbI pa3Mep KOTOPbIX HE JOSMKEH NPeBbIWaTh NpeaenbHbIN
pa3mep ONTOBOW N PO3HUYHON HagbaBOK COOTBETCTBEHHO, YCTAHOBMEHHbIX B
cybbekTe Poccuinckon degepaumu, npy yCrnoBun BeAeHUA pasgenbHoro yyeta
OMTOBOW N PO3HUYHOW TOPrOBIIN.



4. OpraHusauun onToBOW TOProBNK, peanuayroLine fiekapcTBEHHbIE Npenaparhbl
noTpebutensam no 4OroBopy KOMUCCUMN (KOMUTEHTbI) OT MIMEHU OpraHu3auni
PO3HUYHOW TOProBfn (KOMUCCUOHEPOB), MOTYT (POPMUPOBATL OTMYCKHYIO LeHY Ha
fieKkapCTBEHHbIN npenapaT ¢ NpUMeHeHMEM OOHOBPEMEHHO ONTOBOM N PO3HUYHOWN
HagbaBoK K (hakTU4ECKON OTNYCKHOWM LieHe Npon3BoauTens, CyMMapHbIn pasmep
KOTOpPbIX HE AO0IMKEH NpeBbIWaTh NpeaenbHbIv pasMmep ONTOBOW U PO3HUYHOM
Haf0aBOK COOTBETCTBEHHO, YCTAHOBIEHHbIX B cyObekTe Poccuiickon degepaumm.

5. AnTeyHble opraHusauun, nHanBMAyarnbHble NpegnpuHUMaTenu, UMetoLLne
NULEH3MIO Ha hapMaLEeBTUYECKYO0 AeATENbHOCTb (Aanee - nHaMBuayanbHble
npegnpuHUMarenu), MeguumMHCKne opraHnsaumm, UMerLme nNuueH3uto Ha
hapmaLeBTUYECKYIO AEATENBbHOCTb, U X 060COBNEeHHbIe nogpasaeneHns
(ambynatopuu, henbaliepckue n genbalepcko-akyLepckne NyHKTbl, LEHTPbI
(oToeneHuns) obuien BpayebHon (CeMenHon) NpakTUKK), pacnosioXKeHHbIE B CESTbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auuu (ganee -
MeOMLMHCKME OpraHn3aunmn), oCyLLEeCTBISIOT peanu3auuio NiekapCTBEHHbIX
npenapaToB MO LieHaM, YPOBEHb KOTOPbIX (6e3 yyeTa Hanora Ha Ao6aBneHHyo
CTOMMOCTb) HE JOMMKEH NpeBbIaTbh CyMMYy 0aKkTUYECKOM OTMYCKHON LiEHbI
npoun3BoanTENS, He NpeBbILatoLLEen 3aperncTpupoBaHHON UMK
nepeperncTpmpoBaHHON nNpeaeribHon OTNYCKHOW LieHbl Npon3BoanTena (Ha aarty
peanusaunn fiekapCTBEHHOrO npenaparta Npou3BoANTENEM), U pa3Mep ONTOBOM
Hagbasku 1 (Unn) pasmep Po3HUYHON HagbaBKKU, HE NPEBbLILALLNX COOTBETCTBEHHO
pa3mMep npeaensHoOM onNToBOW HaabaBkn 1 pa3mep NpeaenbHON PO3HUYHOMN
HafbaBKkK, yCTaHOBMNEHHbIX B cyObekTe Poccuinckon denepaumm. ANTeyHble
opraHusauuv, HaneBMayanbHble NpeanpuHUMaTeny U MeauUnHCKMe opraHm3auum
YUYMTbIBAOT Hanor Ha JobGaBneHHy0 CTOMMOCTb B LieHe peanusaunm nekapcTBEHHOro
npenaparta B Nopsiake, yCTaHOBMEHHOM 3aKoHoAaTernbcTBoM Poccuinckon
denepauyuu.

6. Paamep po3HnyHON HaabaBkK, pacCYMTaHHbIM UCXoasa 13 hakTUYecKon OTNyCKHOM
LeHbl Npon3BoauTens, nognexatinin NpPUMEHEHNI0 anTe4YHbIMU OpraHn3aunsaIMu,
NHOMBMAYaNbHbIMU NPEANPUHMMATENAMU U MEAULMHCKUMW OpraHM3aLmsamMm,
OCYLLIECTBAILWUMM peanu3aumio NekapCTBEHHbIX NpenapaToB Ha TeppuTopun
cybbekTa Poccuiickon denepaumm, He OOMKEH NPEBbILAaTb COOTBETCTBYOLLNIA
npegenbHbI pasMep PO3HUYHOM HaabaBKW, YCTaHOBIEHHbI OpraHOM
NCMNONHUTENBHOWM BriacTu atoro cyobvekTa Poccuinckon denepaumn.

7. MNpun doopMupoBaHnUN opraHnM3aLmMsiMn ONTOBOW TOProBrn, anTe4HbIMU
opraHMsaumsiMn, UHANBMAYanbHbIMU NPpeanpUHUMaTENAMN N MegULMHCKUMUN
opraHn3aumsiMn OTNYCKHbIX LEH Ha fleKapCTBEHHbIe npenapaTtbl C NPUMEHEHNeM
npegenbHbIX pasMepoB ONTOBbLIX Ha40aBoOK M (MNK) NpedenbHbIX pasMepoB
PO3HUYHbIX HAA6aBOK Takme OTNYCKHbIE LieHbl OKPYIMSATCA N0 MaTeMaTUYeCcKum
npaBunam OKpyrrneHus o CoTbIX Yacten pybns. Npun pacdyete NpUMEHEHHbIX TakKuMu
opraHMsaumsMn n NHANBMUAyasbHbIMU NpeanpuHMMaTenamMmn HagbaBoK 4OMyCcKaeTcs
MOrpeLUHOCTb, He MPEeBbILAoLWLas pa3smep OKpYrieHus.

8. lNop dhakTMyeckom OTMYyCKHOW LIEeHOM NMPON3BOANTENSA Ha NeKapCTBEHHbIN
npenapar rocyaapcTsa - YrieHa EBpa3nnckoro aKoHOMM4YeCKoro corsa NoHNMMaeTCcs



ueHa (6e3 Hanora Ha Ao6aBneHHy0 CTOMMOCTb), YKa3blBaeMas Npon3BoanTenemM B
COMpPOBOANTENBHON JOKYMEHTALMM Ha TOBap M He NpeBbILIatoLLas
3aperncTpMpoBaHHY NN NEPEPErNCTPUPOBAHHYIO NPeaenbHY0 OTMYCKHYO LieHY
npon3BoauTENs Ha NeKapCTBEHHbIV Npenapart Ha AaTy nepeaadn poccUmncKomy
nokynarento (ynoriHomo4yeHHoMy um nuuy). MNpu aTom dakTnuyeckass OTNyckHas LeHa
npoussBoauTens, ykasaHHas B MHOCTPAHHOW BaroTe, nepecymTbiBaeTcs B pybnu no
Kypcy LleHTpanbHoro 6aHka Poccuiickon ®egepauum Ha gaty nepegayu
neKkapCTBEHHOro npenapara npon3BoanTerneM rocyaapcTea - YneHa EBpasummnckoro
9KOHOMWYECKOro CO3a POCCUMNCKOMY MOKynaTento (YNorHOMOYEHHOMY UM fvuy) Mo
nepeaaTtovyHoOMy akTy UM MHOMY aHaNorMYHOMY AOKYMEHTY.

Moa pakTnyeckon oTNyCcKHOM LIEHOW MHOCTPAHHOrO NpomnsBoanTens (3a
NCKITOMEHMEM NPOM3BOAUTENEN rOCyaAapCTB - YneHoB EBpa3sunmnckoro
9KOHOMMYECKOro COK3a) Ha NekapCTBEHHbIN Npenapart NoHnMaeTcs ueHa (6es
Hanora Ha Jo6aBreHHY CTOMMOCTb), YKa3blBaeMas MHOCTPaHHbIM MPOn3BOAUTENEM
neKkapCTBEHHOro npenaparta B CONpoBOANTENbHON JOKYMEHTaL MM Ha ToBap, Ha
OCHOBaHWN KOTOPOWN 0POpPMIISETCA TaMOXeHHas Aeknapaums, C y4eTOM pacxoaos,
CBSA3aHHbIX C TAMOXEHHbIM OhopmMmIieHneM rpy3a (ynnaTon TaMOXXEHHbIX MOLUSIMH U
cbopoB 3a TamoOXeHHoe 0POpMIIEHNE), HE MpeBbILIaLWas 3aperncTpupoBaHHYO
NN NepeperncTpmpoBaHHYO NpeaenbHy OTMYCKHYO LEeHY NPOn3BoanTENS Ha 3TOT
NeKapCTBEHHbIV NpenapaTt Ha AaTty BbiNycka ToBapa, yka3aHHYt B TAMOXEHHOM
Aeknapauun. Mpu aToM hbakTrudeckasa oTnyckHas LeHa Npomn3BoauTens,
3afeKknap1poBaHHasi B MAHOCTPAHHOW BasntoTe, NepecymTbiBaeTcsa B pyonum no Kypcy
LleHTpanbHoro 6aHka Poccunckon ®egepaumm Ha gaty opopMieHns TaMOXXeHHON
Aeknapauum.

9. Peanusauus nekapCTBeHHbIX NpenapaToB opraHM3aumsiMm ONTOBOW TOProBIu,
anTeYHbIMWN OpraHM3aumaMm, MHAMBUAYaNbHbIMU NpeanpuHUMaTensMm u
MEeOMLMHCKMMN OpraHn3aunsiMm OCyLLLECTBASIETCA NPY HanNn4Mm NpoTokona
COrnacoBaHus LeH NOCTaBKM NIEKAaPCTBEHHbIX NpenapaToB, COCTABNEHHOIO No
dopme cornacHo NPUOXEHMIO, 3a UCKNIOYEHMEM FIEKAPCTBEHHbIX Npenaparos,
KOTopble He Gblnn BKIOYEHbI B NEPEYEHD XXM3HEHHO HEOOXOANMbBIX U BaXKHEWLLIMX
NeKkapCTBEHHbIX NpenapaToB Ha AaTty ux NpuobpeTeHns ykasaHHbIMK
opraHMsaumsMn n NHANBMUAYyasbHbIMW NPeanpuHUMaTenamu.

10. lNpoTokon cornacoBaHUs LIEH NOCTaBKN JIEKAPCTBEHHbIX NMpenapaTtoB MOXET
ObITb CO34aH B BUAE 9NEKTPOHHOrO AOKYMEHTa, MOAMUCAHHOIO YCUNEHHOM
KBanM@uULMpPOBaAHHOW 3N1EKTPOHHOM NOAMUCHI0 YNOSTHOMOYEHHbIX MWL, NOCTaBLiuKa U
nokynarens.

MpunoxeHne
K MpaBunam bopMnUpoBaHUS OTNYCKHbIX
LeH Ha nekapcTBeHHble npenaparbl,

BKIMFOMEHHbIE B nNepeYvyeHb XN3HEHHO



HeobXoOUMbIX N BaXKHEWLLNX
NeKapCcTBEHHbIX NpenapaTos,
opraHu3aumnsiM1 ONTOBOW TOProBIN,
anTe4YHbIMU OpraHn3aumamu,
NHAMBUAYaNbHLIMWU NPEANnPUHUMATENSIMM

n MeanumMHCKNMMnM opraHn3aumnamm

MPOTOKOIJ
cornacoBaHMA LeH NoCTaBKU J1eKapCTBEHHbIX MNMpenapartoB, BKIMMHOYEHHbIX B NepeyYeHb
XNU3HEHHO HeO6XO,£I,I/IMbIX N BaX>KHEWNLLUNX JIeKapCTBEHHbIX NnpenaparoB

NOCTaBLLUKK (OpraHM3aLl,VIFI ornToBON TOpI'OBJ'IVI)

nonyyarens (opraHnsaums ONTOBOW TOProBAv UM OpraHnM3aumns PO3HUYHOW
Toprosnun <1>)
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(noanucob d.1. (moanncb ynoriHOMOYEHHOro nNuua d.1.

YMONTHOMOYEHHOro nuua 0. nony4arens - opraHusauum 0.
rnocTaBLyMKa - ONTOBOW TOProBIv U
opraHu3aumm onToBou opraHu3aumm po3HU4YHOWN TOProBIn
TOProsnu) <1> - yKasaTb HyXHoe€)
" 20 " " 20
M.IT.
M.IT.

<1> AnTeyHble opraHu3aumn, nHaMBuayasibHble NpegnpuHuMartenu, UMeroLLme
NNUEH3NI0 Ha bapmMaLEeBTUYECKYIO AeATeNbHOCTb, MeANLNHCKME OpraHmM3aumnu,
nMerLmne NMLEH3NI0 Ha hapmauleBTUYECKYHO AEATENbHOCTb, U X 060COBNEHHbIE
nogpasgenexus (ambynatopun, enbaliepckme 1 penbalepcko-akyLepckme
MYHKTbI, LEHTPbLI (OTAeNneHns ) obLien BpadebHom (CEMENHOM) NPaKTUKK),
pacrnonoXeHHbIe B CESTbCKMUX HACENEHHbIX NyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHM3aunn.

<2> 3aperncTpupoBaHHas npegernbHas oTnyckHasi LleHa Npon3BOANTENS Ha
neKapCTBEHHbIN nNpenapaT Ha AaTy peanusauuun nekapCTBEHHOro npenaparta
npousBoamnTenem Ha tepputopun Poccuimnckon egepaunn.

<3> [Mpwn ycTaHOBMNEHUN LUEeHbl NHOCTPaHHBIM Npou3soauTeneM akTnyeckas
OTNYCKHAasi LieHa Ha fiekapCTBEHHbIM Npenapar yKa3blBaeTCHa C y4eTOM TaMOXEHHOMN
NoLSMHbI U COOPOB 3a TaMOXXeHHOe 0dbopMIeHME.

<4> [laTa peanusauuun nekapCTBEHHOro npenapata npon3soanTenem Ha
Tepputopun Poccuiickon deaepaummn.

<5> [pwn 3anonHeHnn opraHM3aumen oNnToBOM TOProenu, kKotopasi npuobpena
NeKapCTBEHHbIN npenapaT y NpoM3BOAUTENS, YKa3bIBAETCS LIEHa peanv3aumm
nekapCTBEHHOro Npenapara opraHu3aunen onToBOW TOProBriu.

<6> lNpw 3anonHeHUn opraHn3aumnen ONTOBOW TOProenn, KoTopasa npuobpena
neKapCTBEHHbIN npenaparT y ApYyron opraHM3aumm onToBOW TOProBfiv, yKasblBaeTCs
LeHa npmobpeTeHunst nekapcTBEHHOro npenapara.

<7> 3anornHseTcs Kaxgon opraHM3aumen onToBOM TOProBuv, KOTopasi peanuayet
neKkapCTBEHHbIM Npenapar.



<8> 3anonHsieTcs opraHM3aumnen onToBOWM TOProenu, kKotopasi npuobpena
neKapCTBEHHbIN NpenaparT y Apyron opraHM3aumnmn onToBOW TOProBIu.

<9> B cnyyae peanunsauuu opraHM3aumen onToBOW TOProBrv fieKapCTBEHHOIro
npenaparta no UeHe HUXe LieHbl ero npnobpeTeHns ykasbliBaeTCca Npoyepk.
<10> B cnyyae peanusauum opraHmsaunen ontToBon TOProeBnn fiekapCTBEHHOIO
npenapara no LueHe Humxe pakTu4eckomn OTMYCKHOW LieHbl MPOn3BoaUTENSA
yKa3bIBaeTCs NpoYepK.

<11> YnpoLieHHast cuctema HanoroobnoxeHus.

<12> EQVHbIA HAanor Ha BMEHEHHbIV J0XOA,.

MpumedvaHue. Mpadbl 1 - 8 3anonHAKTCS opraHM3aumnen oNnToBOW TOProBn, KoTopast
npuobperna nekapcTBeHHbIN Npenapart y Npon3BoAnTeNS.

NHbopmaums, ykasaHHas B rpadpax 1 - 8 opraHmMsaumen onToBOM TOProBrun, KoTopas
npuobpena nekapCTBEHHbIN NpenapaT y Npon3BoauTens, ykasoisaetca 6e3
N3MEHEeHUN BCEMU ONTOBbLIMU OpraHn3aunaMu, y4acTBYOLWNMU B peanusaunm
riekapCTBEHHOro npenaparta, B oba3artenbHOM nopsgke.".

2. B nyHkTe 2 noctaHosrneHus lNpasutensctea Poccunckon ®epepaumm ot 31
Aekabpst 2010 . N 1221 "O nopsigke Bblgadm opraHamM UCNOMHUTENbHOW BriacTu
cybbekToB Poccunckon ®egepauumn npeanmcaHnin 0 npuBeeHnn B COOTBETCTBME C
3akoHogatenbcTBoM Poccuickon degepaumm pelieHmin 06 yctaHoBREHUN
npeaenbHbIX pa3MepoB ONTOBbLIX HAA6ABOK M NpeaenbHbIX pa3MepoB PO3HUYHbBIX
HafbaBoK K (hakTUYECKMM OTNYCKHbIM LieHaM Npou3BoanTENEN Ha NekapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B NEPEYEHb KNU3HEHHO HEODXOANMbBIX N BaXKHENLLNX
nekapcTBeHHbIx npenapartoB" (CobpaHune 3akoHogaTenscTBa Poccumnckon
depepauuu, 2011, N 2, cT. 384) cnosa "lNMpaBuna ycTtaHOBNEHNSA NpeaenbHbIX
pa3MepoB OMTOBbLIX U NPeAEnbHbIX Pa3MEPOB PO3HUYHbIX HaAbaBOK K DaKTUYECKUM
OTMYCKHbIM LileHaM Npoun3BoauTENEN Ha NeKkapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B
nepeYveHb XXN3HEHHO HEOOXOOMMBIX U BaXKHENLLIMX JIEKAPCTBEHHbIX NpenapaTos, B
cybbekTax Poccunckon ®egepaunn” sameHntb cnosamu "lNMpasmna ycTtaHOBNEHNUSA
opraHamu UCMorHUTENbHOM BriacTn cybbekToB Poccuiickon depepauum
npegenbHbIX pasMepoB ONTOBbIX HA40aBOK N NpeaesibHbIX pasMepoB PO3HUYHbLIX
HanbaBoK K haKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBMEHHbIM NPOM3BOAUTENSAMN
NleKapCTBEHHbIX NPenapaToB, Ha fIeKapCTBEHHbIE NpenapaThbl, BKIKOYEHHbIE B
nepeYeHb XXM3HEHHO HEOOXOANMbBIX M BaXXHEWLLMX NEKapCTBEHHbLIX NpenapaTos”.

3. B nyHkTe 2 NonoxeHust 0 permoHasibHoM rocygapCTBEHHOM KOHTpOre 3a
NPUMEHEHNEM LIEH Ha NeKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B NepeYvyeHb
XXN3HEHHO HEOOXOANMbIX N BaXKHENLUNX NEKAPCTBEHHbIX Npenaparos,
yTBEpPXAEHHOro nocraHosneHnem lNpasutensctea Poccunckon ®egepaumm ot 6 mas
2015 . N 434 "O pernoHanbHOM rocygapCTBEHHOM KOHTPOME 3a NPUMEHEHNEM LIEH
Ha NeKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B NEpeYEHb KNU3HEHHO HEODXOANMbIX
N BaXXHEMLLNX nekapcTBeHHbIX NpenapartoB” (CobpaHne 3akoHoaaTenbcTBa
Poccunckon ®egepaumnm, 2015, N 20, ct. 2907), cnosa "He OOMKeH NpeBbILWAaTb
CYMMY (paKTUYECKOWN OTMYCKHOW LieHbl, YCTaHOBNEHHOW Npou3BoauTenem



neKkapCTBEHHbIX MpenapaToB U He NpeBblLaloLwen 3aperncTpupoBaHHYyo
npegenbHyo OTMYCKHYIO LieHy" 3aMeHuTb cnoBamu "(6e3 ydeTa Hanora Ha
Ao6aBneHHy CTOMMOCTb) He AOMKEH NpeBbIaTh CYyMMY akTUYECKOM OTMYCKHON
LeHbl NPOM3BOAMTENS NeKapCTBEHHOro npenapara, He npeBblLatoLLen
3aperncTpMpoBaHHON UMW NepeperncTpUpoBaHHON NpeaeribHOM OTMYCKHON LieHbI
npounsBoauTens (Ha aaTy peanu3aumm nekapcTBEHHOro npenapara
npounassogutenem)".
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