[locTaHoBNeHue lNpaButenbctBa PO oT
24.09.2020 N 1541
"O BHECEHUWN U3MEHEHUN B HEKOTOPbIE aKTbl
MpaBuTenbcTBa Poccnmnckon Peaepaumn”

[okyMeHT npepoctasneH KoHcynbTaHTIAOC

www.consultant.ru

[ata coxpaHeHus: 03.11.2020


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

MoctaHoBneHwue lMpasutensctea PO ot 24.09.2020 N 1541
"O BHECEHWM U3MEHEHMI B HEKOTOpPbIE aKTbl [PaBUTENLCTBA
Poccuiickor depe...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 03.11.2020

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NMOCTAHOBIEHUE
oT 24 ceHTA6pA 2020 r. N 1541

O BHECEHUW U3MEHEHWUI . 5
B HEKOTOPbIE AKTbl MPABUTEJNIbCTBA POCCUNCKOU ®EOEPALINUA

MpaButenbcTBo Poccuickon deaepaumm NnoCTaHOBNSAET:

1. YTBepauTb npunaraemble M3MEHEHUs, KOTOpble BHOCATCSA B akTbl [lpaButenbctBa Poccuinckon
degepauum.

2. Hacrosiee nocTtaHOBMNEHWE BCTYNaeT B CUIY CO AHS ero ouumanbsHoro onyonmkoBaHms.

Mpencepnatens MNpaButenbcTea
Poccuiickon denepaunn
M.MULLIYCTWUH

YTBEpPXKOEHDI

noctaHoBneHneMm MNpaButenscTea
Poccuickon ®egepauum

oT 24 ceHTa6ps 2020 r. N 1541

W3MEHEHWS, o
KOTOPBIE BHOCSITCS B AKTbl MTPABUTENBCTBA POCCUCKOW ®EAEPALIUU

1. B nocrtaHoBnenun [lpaButensctBa Poccuiickon Pepepauum ot 29 oktabpa 2010 r. N 865 "O
rocy4apCTBEHHOM perynvpoBaHuM LIEH Ha NeKapCTBEHHble npenapatbl, BKMAOYEHHbIe B MepevYeHb KU3HEHHO
HeOOXOOMMbIX W BaXHENMWMX JekapcTBeHHbIX npenapatoB” (CobpaHue 3akoHopaTenbcTtBa Poccumnckon
depepaumu, 2010, N 45, ct. 5851; 2011, N 50, c1. 7390; 2012, N 37, cT. 5002; 2014, N 34, cT. 4673; 2015, N 37,
cT. 5153; N 38, c1. 5302; 2016, N 6, cT. 853; 2018, N 43, cT. 6597; 2019, N 51, cT. 7649; 2020, N 15, c1. 2295):

a) B nyHkre 1:
ab3all NATbIN U3NOXUTb B CrEAYoLEN peaakumnu;

"lMpaBuna YyCTaHOBMNEHUS oOpraHaMu WCMONHUTENBHON BnacTn cyobekToB Poccunckon Pepepaumm
npefenbHbIX pasMepoB OMTOBbLIX HagbaBOK M NpedernbHbIX PasMEPOB PO3HUYHbIX HAO40aBOK K (haKTUYECKUM
OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MNPOW3BOAUTENSAMW JIEKAaPCTBEHHBIX MpenapaToB, Ha JeKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B NEPEeYEHb XN3HEHHO HEODXOAMMbIX U BaXKHEWLUMX NIeKapCTBEHHbIX NpenapaTos;";

nocne ab3aua NATOro 4ononHUTL ab3auem cnenywwero coaoepXaHma:

"MpaBuna gopmMMpoBaHMs OTMNYCKHbIX LIEH Ha FeKapCTBEHHble npenapaTbl, BKAOYEHHbIE B MepeyeHb
XU3HEHHO HGOGXO,EI,I/IMbIX N BaXKHEeWLInX NNeKapCTBEHHbIX npenapaTtoB, OpraHu3aumammn onToBOW TOoproenu,
anTeYHbIMU OpraHM3aLmaMm, UHOUBUAYanbHbIMY NpeanpUHUMaTENAIMN U MeOULMHCKUMUN opraHmn3aumamm;”;

0) [paBuna ycTaHOBMEHUSA NpederibHbIX PasMEpoB OMTOBLIX W MNpPeAeribHbIX PasMepoB PO3HUYHbIX
HaabaBoK K PaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHBbIM NMPOM3BOANTENAMN FIeKapCTBEHHbIX NpenapaTos,
BKIMOYEHHBIX B NEPEYEHb XUIHEHHO HEOOXOOUMbBIX U BaXKHEWLUMX NEKapCTBEHHbIX NpenapaTtoB, B CyObekTax
Poccuiickon ®epepaumm, yTBepXaeHHbIE YKa3aHHbIM MOCTaHOBNEHNEM, U3MNOXNTb B CrieayoLlen pegakumm:

"YTBEpPXKOEHDI
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nocrtaHoBrieHnem lNpaBuTenLCcTBa
Poccuiickon denepaunn

oT 29 okTs6ps 2010 r. N 865

(B pegakumm NOCTaHOBNEHNS
MpaButensctea Poccuiickon depgeparmm
oT 24 ceHTa6ps 2020 r. N 1541)

MPABUIIA
YCTAHOBJEHWSA OPFAHAMU UCTIONMHUTENBHOW BIACTU CYBBEKTOB
POCCUWNCKOW ®EOEPALIM NPEOENBbHBLIX PASMEPOB OMNTOBbLIX HALBABOK
W MPEAESIbHbIX PASMEPOB PO3HNYHbLIX HABABOK K ®AKTUYECKNM
OTMNYCKHbIM LLIEHAM, YCTAHOBJIEHHbLIM NMPON3BOONTETAMN
JIEKAPCTBEHHbIX MPEMAPATOB, HA JIEKAPCTBEHHbBIE MPEIMAPATHI,
BKIMKOYEHHBIE B MEPEYEHb XXM3HEHHO HEOBEXOONMbIX
N BAXXKHENLLINX NEKAPCTBEHHbLIX NMPEMNAPATOB

1. OpraHbl ncnonHuTenbHOM BRacTn cybbektoB Poccunckon degepaunym nNpUHUMAKOT pelleHns o6
YCTaHOBMNEHUN W (MNM) M3MEHEHMWU MpefernbHbIX pPa3MepoB OMTOBbIX HAaA0aBOK W MpeaerbHbIX pa3MepoB
PO3HUYHbIX HAA0aBOK K (haKTUYECKMM OTMYCKHbIM LieHam (6e3 ydeTa Hanora Ha J00aBMNEHHYK CTOMMOCTb),
YCTaHOBIMEHHBIM MPOU3BOAUTENSAMUN JIEKAPCTBEHHbBIX MPenapaToB, Ha NeKapCTBEHHbIE NMpenaparbl, BKITHOYEHHbIE
B NepeyeHb XMU3HEHHO HEeOoBXOOUMBIX M BaXKHEWLUMX NEKapCTBEHHbIX MpenapaToB (Janee COOTBETCTBEHHO -
nekapcTBeHHble npenaparbl, bakTuyeckme OTNyCKHble LieHbl MPOU3BOAUTENEN, peLleHmne), Nocne cornacoBaHus
NpoeKToB peLlleHuin ¢ PegepanbHON aHTUMOHOMNONBHOW CrYXXKOOW.

MpenenbHble pa3mMepbl ONTOBLIX HAAOABOK 1 NpefernbHble pa3Mepbl PO3HUYHbIX HaAbaBOK K haKTUYECKUM
OTMYCKHbIM LIEHaM MPOU3BOAUTENEN, BbIPaXKEHHbIE B MpoueHTax n anddepeHUMpoBaHHbIE B 3aBUCUMOCTU OT
CTOMMOCTW NeKapCTBEHHbIX MpenapaToB, YCTaHaBMMBAlOTCS B OTHOLUEHMM OpraHu3auuii OnTOBOW TOProBmnu
nekapcTBeHHbIMM cpeAcTBaMuM  (danee - opraHuMsauuMuM  OMTOBOW  TOProBnM), anTeuHblX OpraHu3auun,
MHOMBUAOYaANbHbIX NpeanpuHUMaTenen, WMEKLWUX JUUEH3MI0 Ha  OcyllecTBrneHne dapmaueBTUYeCKON
OesTenbHOCTU (ganee - UHAMBWUAYyarnbHble NPeanpUHUMATENN), MEAULIMHCKNX OPraHn3aLmnn, UMeLUX NULEH3MM
Ha ocyulecTBneHve apMaLeBTUYECKON OEATENbHOCTU, N nx 060COBMNeHHbIX noapasgeneHuin (ambynaTopuin,
denbalepcknx n enbaepcKko-akyLLepCkux MyHKTOB, LEHTPOB (OTAeneHun) obuien BpavyebHoM (ceMeirtHon)
MpaKkTUKKN), PAcoSNOXKEHHbIX B CENbCKMX NMOCENEHUsIX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3auum (aanee -
MeOULUMHCKME OpraHu3aumun), OCYLLEeCTBNSILINX peanu3auuio NEeKapCTBEHHbIX MpenapaToB Ha TeppuTopum
cybwekToB Poccuiickon degepaumn.

2. OpraHbl UCMONMHUTENBHOM BnacTn cybbektoB Poccunckon degepaumm ycTaHaBNUBAKT NpeerbHble
pas3Mmepbl ONTOBbIX HaAbaBoK M MpefenbHble pa3Mepbl PO3HUYHBIX HaABaBOK K (haKTUYECKMM OTMYCKHbIM LieHam
npoussoguTenen B COOTBETCTBMM C METOAMKOW, yTBepxaaemon depepanbHOW aHTUMOHOMOMNBHOW cryx6om
(mnanee - MeToAMKa), UICXOASA N3 CNEAYOLWNX NPUHLUMMNOB:

a) BO3MELLEHWEe OpraHu3auusim OMNTOBOW TOProBMW, anTe4HbIM OpraHM3auuaM, WHAUBKUAYalbHbLIM
npeanpuHuMaTensM u MeAUUMHCKAM OpraHM3aumsiM 3SKOHOMUYECKM OOOCHOBAaHHBIX 3aTpaT, CBSI3aHHbIX C
3aKyMNKOWN, XpaHeHNeM U peanusaumer NekapCTBEHHbIX Npenaparos;

6) yyeT pasmepa Npubbin, Heobxoammon ans obecneyeHnss opraHM3aumin ONToBOW TOProBMM, anTeYHbIX
opraHusauui, UWHAMBUOYanbHbIX MPeArnpuHUMaTeneil M  MeOUUMHCKMX OpraHusauuii  cpeacTtBamMu  Ha
obcnyxusaHne npuBrevYeHHoro kanutana v puHaHcMpoBaHMe APYrMx 06O0CHOBAHHBLIX PaCcX0OoB;

B) y4eT B CTPYKType HagbaBOK BCEX HANOroB M WUHbIX 06si3aTenbHbIX MNnaTtexen B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccuinckon degepauumn.

3. OpraH ncnonHutenbHon BractTn cybbekta Poccuinckon depgepaunn HanpabnsieT NPOEKT pelueHus B
depepanbHy0 aHTUMOHOMOIbHYIO CIYXOYy.

4. K npoekTy pelleHuMs npunaralnTca creayowme OOKYMEHTbl, 3aBepeHHble pykoBoauTeneM unu
3aMecTUTeNemM pyKoBOAMTENS opraHa MCNOMHUTENbHOM BracTh cybbekta Poccuiickon degepaumm:

a) NoACHUTENNbHaAA 3anncka, cogepXallasda B TOM 4ucne ob60oCcHOBaHNe HeObXoANMMOCTU YCTaHOBNEHUA Unn
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nepecMoTpa npedenbHblX pa3MepoB OMNTOBbIX Hag0aBOK M MpedenibHbiX pa3MepoB PO3HWYHLIX HagbaBoOK K
(haKTU4YECKMM OTMYCKHbIM LieHaM Npou3BoanTeNe;

6) pacyeTbl NpeaenbHbIX pa3MepoB ONTOBbIX HaAbaBOK M NpeaenbHbIX PasMepoB PO3HUYHbLIX HagbaBoK K
aKTU4EeCKMM OTMYCKHbIM LieHaM MpOou3BOAMUTENEN, OCYLLECTBIIEHHbIE OPraHoM WCMOMHUTENBHOW BnacTu
cybbekta Poccuiickonn dPepepaumm B COOTBETCTBUM C METOOUKOW, Mo dhopmam, YyTBEPXKOEHHbIM METOAUNKON, B
dopmaTte 3neKkTpPoHHbIX LwWwabnoHoB ®degepanbHOW rocyaapCTBEHHOW WMHQOpMaUUoOHHON cuctembl "EavHas
NMHOPMALMOHHO-aHanMTnyeckas cucrtema".

5. T1poekKT pelueHns ¢ npunaraembiMy K HEMY JOKYMEHTaMU, YKa3aHHbIMU B MyHKTe 4 HacToawmx Mpaswun,
npeacraensetcs B PeaepanbHyl0 aHTUMOHOMOMbHYIO CMyX0y B MMCbMEHHOM BUAE WX B BUAE 3NEKTPOHHOrO
OOKYMeHTa, NoANUCaHHOro YCWUNEHHOW KBanuduLMpOBaHHOW 3rEKTPOHHOM MOAMUCBbIO, a TakKke Ha agpec
3ANEKTPOHHOW NoYThLl PeaepanbHONn aHTUMOHOMOSBHOW CryXObI.

I'IpoeKT peweHna permcTtpmpyeTca B CDe/J,epaanoM aHTMMOHOMOJTbHON cny>|<6e B YCTaAHOBJIEHHOM MOpPALKe.

6. PepepanbHas aHTUMOHoMNonNbHasa cnyxba B TedeHne 30 pabounx AHEM CO OHS perucTpaummn npoekra
peLleHNss HanpaBnsieT B OpraH MUCMonHWTeNbHOW Bnactu cybbekta Poccuiickon depepaumm MNpuHATOE €to
peLleHne 0 cornacoBaHum NpoekTa pelueHns nmbo o6 oTkase B ero CornacoBaHum.

7. B cny4yae HeobxoaMMOCTM yTOYHEHMS U (Mnn) AONOMHEHUSA CBEAEHWUN, cogepXawnxcs B AOKYMEHTaX,
yKasdaHHbIX B NyHKTe 4 HacToswwmx lNpasun, opraH UcnonHuTensHon Brnactu cybbekta Poccuinckon ®egepaumm
npeacrtaensieT no 3anpocy ®deaepanbHOW aHTUMOHOMONBHOW CMyXObl COOTBETCTBYHOLLYIO [AOKYMEHTarnbHO
OPOPMITEHHYIO MHDOPMALNIO.

Cpok npeactaBneHns opraHom MCNoNHUTENbHOW BNacTu cybbekta Poccuiickon ®egepaumn 3anpoLLueHHON
uHdopmaumm He MoxeT npesblwatb 15 paboumx p[Hen co AHA nonyyveHus 3anpoca  PepepanbHoOM
aHTUMOHOMOJBHOW CYXObl.

Mpn 3TOM OBLIMIA CPOK pacCMOTPEHUS AOKYMeHTOB PeaepanbHON aHTUMOHOMOSBbHOW Crykbon He MoXeT
npeBbiaTh CPOK, NPeayCMOTPEHHbIV NYHKTOM 6 HacTosAwmx MpaBun n ab3auem BTOPbIM HAaCTOALLEro MyHKTa.

lMpn HenocTynneHum OT oOpraHa MWCNonHUTENbHOM BracTu cybbekta Poccunckon ®Pegepauum B
YCTAHOBMEHHbLIA  CPOK  3anpoOLleHHOW  OOKYMeHTanbHO  odopMneHHon  uHdopmauun  degepanbHas
aHTMMOHOMONbHasA cryxba B TedeHne 5 paboyumx AHEN CO OHS UCTEeYEeHUs] ObLLero cpoka nNpvHUMaeT pelueHue
006 0TKa3e B COrnacoBaHUM NpoeKTa peLleHus.

8. OcHoBaHUsAMK O11s1 OTKa3a B COrnacoBaHUM NPoeKTa peLleHns SBMSOTCS:

a) HecoOTBETCTBME pacyeToB MpederibHbIX Pa3MepoB OMTOBbIX HaAA0aBOK WM NpedenbHbIX pasMepoB
PO3HUYHbIX HagbaBoOK K (pakTUYECKMM OTMYCKHbIM LieHaM Mpou3BOAUTENEN pacdetaMm, npenyCMOTPEHHbIM
METOANKOW;

©0) npenctaBnenne B egepanbHy0 aHTUMOHOMOIbHYIO CNYX0Y yKaszaHHbIX B NyHKTe 4 HacTosAwmx MpaBun
JOKYMEHTOB, coaep)allnx HeOCTOBEPHbIE CBEAEHUS;

B) OTCYTCTBUE B NPEeACTaBMNEHHbLIX JOKYMEHTaX CBeAeHUIN, TpebyeMbIX B COOTBETCTBUN C METOAMKOW;
r) npeacTaBneHne HeMosIHOrO KOMMIEKTa JOKYMEHTOB, yKa3aHHbIX B NyHKTe 4 HacToswmx Mpasun;

4) HenocTynneHne OT opraHa WCMONHUTENbHOM BriactTu cybbekta Poccunckon depepauny B CpoOK,
YCTaHOBMEHHbIV ab3aueM BTOpbIM MyHKTa 7 HacToswmx [NpaBun, 3anpoleHHON JOKYMEeHTanbHo 0OpMIIEHHON
MHdopMaLnu.

9. NHdopmaums o cornacoeaHum nnbo o6 oTkase B cornacoBaHun PepepanbHOW aHTUMOHOMONBHOM
cnyx6ol npoekTa peLleHns He nosgHee 3 pabounx OHEW CO OHSA MPUHATUSA pelleHus pa3MeltaeTtcst Cnyx6on Ha
ee opununansHoM canTe B MHPOPMaLIMOHHO-TENEKOMMYHUKaUMOHHON ceTu "NHTepHeT".

10. OpraH ucnonHuTensHoOM BnacTn cybbekta Poccunckon depgepaumm NpMHUMAET peLleHne B CPOK, He
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npesbiwatowmun 10 pabounx OHen co OHA NpuHATUS PegepanbHOM aHTUMOHOMOSBLHOW CNYXXOO0M peLleHus o
COrnacoBaHUK NpoeKkTa peLLeHns.

11. OpraH ucnonHuTenebHow Briactu cybwekta Poccuiickon ®egepauun B TedeHne 3 pabounx gHen co gHs
NPUHATUA pelleHnss npeacTtaensetr B PefepanbHyld aHTUMOHOMOSBHYK CRYXOY KOMUIO peLleHusl, a Takke
HanpaenseT KoNuio pelleHus B PegeparnbHyto aHTUMOHOMOMBHYH CNyx0y Ha ee agpec SNEeKTPOHHOW MOYTHI.

12. OpraH vcnonHuTensbHon Bnactu cybwekta Poccuickon ®Pegepaumm He meHee vem 3a 10 paboumx gHen
00 OHSA BCTYNNEHMS B CUMy pelleHns pasMeltaeT UHOoOpMaLMo O NMPUHATOM pEeLUEHUM Ha ero ouLManbHOM
canTe B MIHPOPMaLMOHHO-TENEKOMMYHUKaLUMOHHON ceTn "NHTepHeT".

13. 3a npeactaeneHve B PegepanbHytd aHTUMOHOMNOMBHYIO Cryx0y [AOKYMEHTOB, codepalumx
HeJOCTOBEpHblE CBeAEHUsl, PYKOBOAUTEMb (3aMeCTUTENb PYKOBOAMTENS) OpraHa WCMOMHUTENbHOW BRactu
cybwekta Poccuiickon ®enepauum HeceT OTBETCTBEHHOCTb, NPEAYCMOTPEHHYIO 3aKOHOA4ATENLCTBOM Poccuiickom
degepaumn.”;

B) gononHute MpaBunamu opMmMPOBaHMS OTMYCKHbIX LEH HA NEKApCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B
nepeyeHb XW3HEHHO HEOOXOAUMbIX W BaXHEWWWX JEeKapCTBEHHbIX MNpenapatoB, OpraHu3auMsiMu OMTOBOWA
TOProBnv, anTeYHbIMKW  OpraHu3auusiMM, WHOAMBUAYANbHLIMU  MPEeAnpUHUMATENSMU U MEeOULMHCKUMMU
opraHusaumsiMu criegytoLLero coaepXaHus:

"YTBEpXKOEHbI

noctaHoBneHneM MNpaButenscTea
Poccuinckon ®egepauum

oT 29 okTs6ps 2010 r. N 865

MPABUIIA
®OPMNPOBAHNA OTMYCKHbIX LLEH HA NEKAPCTBEHHbIE MNMPEMNAPATDI,
BKINMFOYEHHBIE B NEPEYEHbL XXM3HEHHO HEOBXOOMMbIX 1 BAXXHEWLLINX
NEKAPCTBEHHbIX MPEMNAPATOB, OPITAHU3ALIMAMK ONTOBOW TOPIrOBN,
AMNTEYHBIMW OPTAHN3ALNAMU, MHONBNOYANBbHBIMW NPEANPUHUMATETAMA
N MEOMUMHCKUMW OPITAHN3ALMAMA

1. OpraHusaumm ONTOBOW TOProBNW NEKapCTBEHHbIMW CPeAcTBaMWU (Janee - opraHvM3auMu OMTOBOW
TOProBNK) OCYLLECTBASAIT peanu3auuto NEeKapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B MepeyYeHb KU3HEHHO
HeOBXOAMMbBIX M BaXHEMNLUMX NEeKapCTBEHHbIX MpenapaToB (ganee - fnekapCcTBeHHble npenapaTtbl), No LeHaM,
ypoBeHb KOTOpbIX (6e3 y4yeTa Harnora Ha o6aBMNeHHy0 CTOMMOCTb) He AOMKEH MpeBbIaTh CyMMY (hakTUYECKON
OTMYCKHOW LEHbl Mpou3BOAUTENA NEeKapCTBEHHOro npenaparta (panee - dakTnyeckas OTMyCKHas LeHa
NPON3BOAMTENS), HE NPEeBbILLAOLEN 3aperMcCTpMPOBaHHON UM NepeperncTpMpoBaHHON NpeaeribHOW OTNYCKHOW
LeHbl Npon3BoanTens (Ha gaTy peanusaumm nekapCcTBEHHOro npenapara npousBoAUTENeM), U pasmepa OnTOBOW
HapbaBkv, He npeBblllaloWwen pasMepa npedenbHON ONTOBOW HaabaBKM, YCTaHOBMEHHOW B CybbekTe
Poccuinckon ®epepaumm. OpraHusaumy ONTOBOW TOProBnv y4mTbIBalOT Hamnor Ha ob6aBneHHyl CTOMMOCTb B
LeHe peanu3auum fnekapCcTBEHHOro npenapara B Nopsiake, YCTaHOBIIEHHOM 3akoHOAaTenbCTBOM Poccumnckon
degepauum.

2. CymMmapHbIin pasMmep onToBbIX HaabaBoOK, NoAanexalimx NPUMEHEHU0 BCEMU OpraHn3aumsimm OnTOBOM
TOProBnu, y4yacTBYOLMMW B peanu3auum nekapCTBEHHOro npenapaTa, pacCUMTaHHbIA ncxoasa M3 akTuyeckomn
OTMNYCKHOW LieHbl NPOU3BOAMTENS, He AOMMKEH MpeBblllaTb COOTBETCTBYIOLWMIA NpeferbHbld pasmep OMTOBOW
HaabaBKW, YCTAHOBIEHHBLIN OpPraHOM WCMONMHUTENbHOM Bnactu cybwekta Poccuickon ®Pepepauun, Ha
TEPPUTOPMIO KOTOPOTO OCYLLECTBMASIETCA NOCTaBKa NeKapCTBEHHOMO npenapara.

3. OpraHusauun ONTOBOW TOProBMNW, UMEIOLLME CTPYKTYPHbIe NoApasaeneHns Po3HUYHON TOProsnun, MoryT
hopMMpoBaTb PO3HUYHbIE LiEHbl Ha MeKapCTBEHHblEe npenapaTtbl ¢ NPpUMEHEeHWeM OAHOBPEMEHHO OMTOBOM WU
PO3HWYHOW HagbaBOK K (paKTMueckom OTNYCKHOM ueHe npou3BoauTens (6e3 Hanora Ha pobaBneHHyto
CTOMMOCTb), CYMMapHbI pa3mep KOTOPbIX HEe OOMKeH MpeBblwaTb npefesbHbIi pasmvep ONTOBOW U PO3HUYHON
HagbaBOK COOTBETCTBEHHO, YCTAHOBMEHHbIX B cybbekte Poccuiickon ®Pegepaumu, npu YCrnoBuu BeOeHUS
pasgenbHOro yyeta onToBOW U PO3HUYHOW TOProOBIW.
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4. OpraHvsaumMnm ONTOBOW TOProBNW, peanu3ylolmMe nekapCcTBeHHble npenapaTbl noTpebutensm no
OOroBopy KOMWUCCUWM (KOMUTEHTbI) OT MMEHW OpraHv3auuMi PO3HUYHOW TOProBnu (KOMWCCUOHEPOB), MOryT
dopmMmpoBaTb OTMYCKHYK LEHY Ha NeKapCTBEHHbIN npenapat C NpYMEHEeHWEM OOHOBPEMEHHO OMTOBOW W
PO3HWMYHOW HaabaBoOK K haKTUHECKOM OTNYCKHOW LieHe NMpoM3BOAUTENS, CYMMAapHbIN pasmep KOTOPbIX HE AOMKEH
npeBbIWaTh NpeaenbHbIn pasmep ONTOBOW M PO3HMYHOW HaabaBOK COOTBETCTBEHHO, YCTAHOBMEHHbIX B CyObekTe
Poccuiickon ®egepaumn.

5. AnTeuyHble opraHusauuu, WHAMBWUOYyanbHble NpeanpuHMMaTenn, MMelLlMe NULEH3UI0  Ha
hapmaLeBTMYECKYO AeATENbHOCTL (Aanee - uHanBuayanbHble NpeanpuHUMaTtenm), MeauumMHCKue opraHusauum,
UMmelLwme JInUUEH3MID Ha dapMaleBTMYECKYD AeATenbHOCTb, M UMX 000CcOoOneHHble noapasferneHns
(ambynatopwun, denbalepckue n enbawepcKko-akyLepckne NyHKTbl, LeHTPbl (0TaeneHus) obuler BpavyebHom
(cemeriHOW) MpaKTUKK), PacrofioXKeHHbIe B CEMNbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble
opraHu3aumu (ganee - MEAWMLUHCKME OpraHu3auum), OCyLLECTBISIOT peanv3auunio NEeKapCTBEHHbIX NpenapaTos
no ueHaMm, ypoBeHb KoTopbIx (6e3 yyeTa Hanora Ha gobaBneHHyl CTOMMOCTb) HE AOMKEH NpeBbiaTtb Cymmy
hakTU4eckoh  OTMYCKHOM  LeHbl  MPOU3BOAWUTENS, HE  MNpEeBblIAKOWEN  3apPErMcTPUPOBAHHON UK
nepepervMcTpUpoBaHHON NpeaenbHOM OTMYCKHOW LieHbl Mpou3BoauTenst (Ha AaTty peanv3auun NeKapCTBEHHOro
npenapata npou3BoAuTENnem), M pas3Mep OnToBoW HagbaBkum M (M) pasmep PO3HWYHOM HagbaBkM, He
NPEBbILALWNX COOTBETCTBEHHO pa3Mep MNpeAeribHOM OMTOBOW HagbaBkM U pasMep NpedenbHOM PO3HUYHOM
HagbaBkW, yCTaHOBMNEHHbIX B cybbekte Poccuiickon ®epepauun. AnTeyHble opraHusauun, MHAvBUAOYyasnbHble
npegnpyHMMaTeny M MeAWLMHCKAE OpraHu3auMu YYUTbiBalOT Hanor Ha [Jo6aBneHHyl CTOMMOCTb B LiEHEe
peanu3auuMM neKapcTBEHHOrO npenapata B MNopsake, YCTAHOBMEHHOM 3akoHo4aTenbCcTBOM Poccuickoi
degepauum.

6. Pasmep po3HMYHOW HapbaBKW, pPacCUMTaHHbIM Mcxoad M3 PaKTUYECKOW  OTMYCKHOW  LiEHbI
nponssoauTens, noanexatumm NPUMEHEHWIO anTeyHbIMuK opraHusaumsamu, MHAUBMAYanbHbIMU
npeanpuHMMaTensaMm M MeguuMHCKMMUM OpraHu3aumsiMin, OCYLLECTBAIOWUMN peanusauuio fnekapCTBEHHbIX
npenapaToB Ha Tepputopun cybbekTa Poccuiickon depepaumn, He [OMKEH MNPeBbIAaTb COOTBETCTBYHOLLMIMA
npegernbHbI pa3mep po3HWYHON HagbaBKM, YCTAHOBIIEHHbI OPraHOM UCMOMHUTENBHOW BNacTy 3Toro cybbekra
Poccuiickon depepauum.

7. nMpu cdopmMupoBaHUM  OpraHM3aUUsIMU  OMNTOBOW  TOPrOBMW,  anTeYHbIMU  OpraHU3aLnsaMMU,
nHOMBMAYanbHLIMU NPeanpUHUMAaTENAMU Y MEANLMHCKUMY OpraHn3aunsiMn OTMYCKHbIX LIeH Ha NekapCTBEHHbIe
npenapatbl C NPUMEHEHUEM TrpederibHbIX pa3MepoB OMTOBbIX HagGaBok M (MnKM) npedenbHbIX pa3MepoB
PO3HUYHBLIX HaAGABOK TakMe OTMYCKHbIe LieHbl OKPYIMSOTCS MO MaTemMaTU4YeckuM MpaBuiiaM OKPYrMeHUs [0
COTbIX uvacTei pybna. [pu pacyeTe MNPUMEHEHHbIX TakMMW OpraHU3auusaMn W MHAMBUAOYaNbHbIMU
npeanpuHMMaTenamyM HanbaBoK AOMYCKaeTCs NOrPeLLHOCTb, He NPeBbILLatoLLas pasmep OKPYrieHus.

8. MNopa dhakTMyeckom OTNYCKHOM LIEHOW NpOon3BOaUTENS Ha NeKapCTBEHHbIV npenapar rocygapcTsa - YneHa
EBpasniickoro 3KOHOMWYECKOrO Ccoto3a MNoHuMMmaeTcs ueHa (6e3 Hamora Ha [Oo00aBfieHHYK CTOMMOCTb),
yKasblBaemasi nNpou3BOAMTENEM B COMPOBOAMTENbHOM [AOKYMEHTALUMM Ha TOBap W He MnpeBbilWakLwas
3aperucTpupoBaHHy0 UM  NEPEPErncTPUPOBaHHY NpPeaeribHyl0  OTMYCKHYI LEeHy NpouM3BOAMTENS Ha
nekapcTBeHHbIN Mpenapat Ha AaTty nepefavv pocCUMMUCKOMY MOKynaTemnto (YynonHOMOYeHHoMY um nuuy). Npu
3aTOM hakTnyeckas OTNyCKHas LieHa MPOW3BOAUTENS, YKa3aHHasi B MHOCTPAHHOWM BarntoTe, NepecynTbiBaeTcs B
pybnu no kypcy LieHTpanbHoro 6aHka Poccuiickon ®egepaunn Ha gaTy nepefadvv fekapcTBEHHOro npenapara
npou3BoguTeneMm rocygapctea - uneHa EBpasMickoro 3KOHOMWMYECKOTNO COK3a POCCUMCKOMY MOKynaTento
(YNONMHOMOYEHHOMY MM NnLy) NO NepeaaTovyHOMY aKTy UM MHOMY aHanoOrMYHOMY LOKYMEHTY.

Moa chakTnyeckon OTMYCKHOW LIEHOW MHOCTPaHHOro Mpou3BoAUTENd (3a UCKNIOYEHUEM MpousBoauTenem
rocygapctB - YreHoB EBpPasuimckoro SKOHOMWYECKOIO COK3a) Ha NMEeKapCTBEHHbIV NpenapaTt NMoHUMaeTcsl LeHa
(6e3 Hanora Ha [o0GaBNEHHYH CTOMMOCTb), yKasblBaemasi MHOCTPAHHbIM MPOU3BOAUTENEM JIEKAPCTBEHHOIrO
npenapaTta B CONPOBOAMTENbHOM OOKYMEHTALMN Ha TOBap, HA OCHOBaHUW KOTOPOM OOPMIISETCS TaMOXeHHas
Jeknapauusi, ¢ y4eTOM pacxO[OB, CBSA3AHHbLIX C TaMOXEHHbIM ochopMneHnem rpysa (ynnaTtoh TaMOXKEHHbIX
nownmH u CcOOpOB 3a TaMOXEHHOe OMOpMIEHNE), He MpeBblllalllas 3aperncTpMpoBaHHY0 UMK
nepepervMcTpUpoBaHHY NPefenbHy OTMYCKHYHO LieHy NPOM3BOAMTENS Ha 3TOT NIEKapCTBEHHbLIA npenapaT Ha
JaTy BbiMycka TOBapa, yKa3aHHyl0 B TaMOXEHHOW Aeknapaumu. lNpu aToMm hakTudeckas OTMNycKHas LeHa
npoun3BoauTens, 3adeKknapupoBaHHasi B WHOCTPAHHOW BanTe, MNepecyntbiBaeTca B pybnu no  Kypcy
LleHTpaneHoro 6aHka Poccuinckon ®egepauun Ha gaty oopmMieHns TaMOXXeHHON AeKnapaumm.
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9. Peanusauusi NeKapCTBEHHbIX MpenapaTtoB OpraHM3auusiMyu OMTOBOWM  TOPTOBMW, anTeYHbIMU
opraHusauMsiM1, MHAMBUAYanNbHLIMA NPEeANpPUHUMATENAMU U MEeQULMHCKMMUN OpraHn3aumsiMM OCYLLIECTBMAETCS
NpU HaNMYMKU NPOTOKONA COrMacoBaHWA LieH MOCTaBKW NeKapCTBEHHbIX NpenapaToB, COCTaBMNeHHOro no gopme
COrMacHO MPUIOXEHMIO, 38 UCKIIOYEHMEM NeKapCTBEHHBIX NpenapaToB, KOTopble He GbinK BKINoYeHbl B NepeyeHb
KM3HEHHO HeobXoOMMbIX U BaXXHEMLUMX NEeKapCTBEHHbIX MpenapaToB Ha AaTy MX NpuobpeTeHusl yKa3aHHbIMU
opraHusauMsiMm ¥ UHANBUAYanbHbIMY NPeANpPUHUMATENAMU.

10. lMpoTokon cornacoBaHMs LieH MOCTaBKU NEeKapCTBEHHbIX MpenapaToB MoOXeT ObiTb co3faH B BuAe
3NEKTPOHHOTO  AOKYMEHTa, MOAMWCAHHOTO  YCUNEHHOW  KBanuUUUPOBAHHOW  3MEKTPOHHOW  MOAMNUCHIO
YMNONIHOMOYEHHbIX NINL, MOCTaBLUMKa U NoKynaTens.

MpunoxeHne

K MNpaBunam popmMmpoBaHnsi OTMYCKHbIX
LleH Ha NeKkapCTBEHHble npenaparbl,
BKIOYEHHbIE B NEPEYEHb XXU3HEHHO
HEOobX0aMMbIX N BaXXHENLLNX
neKkapcTBEHHbIX Npenaparos,
opraHusaumnsiMmn onToBOW TOProBnu,
anTe4yHbIMX OpraHn3aumsiMu,
MHOVBMAYaInbHbIMW NpeanpuHUMaTensaMm
N MEeOMLMHCKMMU OpraHn3aumsiMmm

MPOTOKON
cornacoBaHuA LeH NoCTaBkKK NNEKApPCTBEHHbIX NpenapaToB, BKIMKYEHHbIX B NepeyYeHb XU3HEHHO
HEeoOXOAMMbIX N BaXKHENLLUX JNIEKapCTBEHHbIX MpenapaToB

nocTaBLKK (OpFaHI/I3aLI,VIﬂ OnTOBOW TOpI'OBJ'IVI)

nony4atesnb (OpraHM3aLusi ONTOBOW TOPrOBW UM OpraHn3aumst PO3HWYHOM TOProBnn <1>)
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(moanuck d.n.0. (moanuck ynosTHOMOYEHHOTo d.n.0.
YMOSTHOMOYEHHOTO nvua nonyyaTtens -
nvua nocrasLumKa - opraHu3auum onToBom
opraHu3auum onToBomn TOProBMN UM OpraHn3aumm
TOProBnu) PO3HWNYHOWN TOoproBnun <1> -

yKasaTb Hy)XHoe)

M. - M.

<1> AnTeuyHble oOpraHuMsauun, uHOMBUOYyanbHble MNpPeanpuHMMaTENnn, WUMelWwmMe §ULEH3UK  Ha
hapmaueBTUYECKYO OEATENbHOCTb, MEAULMHCKUE OpraHM3auun, UMeLmne NULEH3NI0 Ha dapMaleBTUYECKYHO
OEATENbHOCTb, n nx 060co6neHHbIe nogpasgeneHns (ambynatopwu, denbawepckme "
denbaLlepCcKo-aKyLLIepCKue MyHKTbl, LUEHTpbl (OTAeneHus)) obwen BpadyebOHOM (CEMEWHOW) NpPaKTUKKM),
pacnonoXeHHble B CENIbCKNX HAaCeSlIeHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTe4vYHble opraHnsaunn.

<2> 3apeructpupoBaHHas npegenibHas OTNyCKHas LieHa Npou3BoaNUTENS Ha JNIeKapCTBEHHbIV NpenapaT Ha
AaTy peanusaumn nekapcTBEHHOro npenapaTta NPoM3BoAUTENIEM Ha Tepputopun Poccuiickon degepaumu.

<3> Tllpn ycTaHOBMEHUN LEHbI WMHOCTPAHHbIM Mpou3BoAuTENEM (pakTU4eckass OTMyCKHas LeHa Ha
NeKapCTBEHHbIN MpenapaT ykKasblBaeTCd C Y4YEeTOM TaMOXEHHOW MOWMHbI U COOpPOB 3a TaMOXEeHHOoe
odopmIeHme.

<4> [aTta peanusauuuM nekapCTBEHHOro npenapaTta npous3BoauTeneM Ha Tepputopun Poccuickomn
denepaumn.

<5> [pw 3anofHeHUM opraHM3auyen onToBOW TOProBNnu, KoTopas NpMobpena NekapcTBEHHbI npenapart y
MPOV3BOAMTENS, YKa3blBaeTCsl LieHa peanv3aunmy NiekapCTBEHHOro NpenapaTta opraHu3aumeil OnToBOW TOProBsu.

<6> MNpu 3anonHeHnM opraHM3aLyein oNToBoW TOProBnu, KoTopas Nnpuobpena nekapcTBeHHbI Npenapar y
[pPYroii opraHv3auum onToBoi TOProBu, ykasbiBaeTcs LieHa NpMobpeTeHNns NekapCcTBEHHOro npenapara.

<7> BanonHseTca Kaxaon opraHuv3auven ONTOBOW TOProBnu, KOTOpasd peanu3yeT JeKapCTBEHHbIN
npenapar.

<8> BanonHsaeTca opraHu3auuen ONTOBOW TOProBnu, KoTopas npuobpena nekapCcTBEHHbIM MpenapaTt y
Opyron opraHusauum onToBOW TOProsIiu.

<9> B cny4vyae peanusaumn opraHmsau,mePl OnNTOBOM TOProBJ/11 NNeKapCTBEHHOIoO npenaparta no ueHe Huxe
LieHbl ero ﬂpl/I06peTeHl/Iﬂ YKa3blBaeTCA Npo4epk.

<10> B cnyyae peanusauum opraHvsaLmein onToBOW TOProBfv NeKapCTBEHHOIO Npenaparta no LeHe HUXe
hakTN4ecKon OTMYCKHOW LieHbl NPON3BOANTENS yKa3biBaeTCs Npoyepk.

<11> YnpolleHHas cuctemMa HanoroobnoxXeHus.
<12> EQuHbIA Hanor Ha BMEHEHHbIN A0X0A.

MpumeyaHune. Mpadbl 1 - 8 3anONHAKTCA OpraHu3auuenn OMTOBOW TOProBnu, KoTopasi npuobpena
neKkapCTBEHHbIV Npenapar y Npou3BoanTEnNS.

Mudopmauusa, ykasaHHas B rpadpax 1 - 8 opraHusaumen ONTOBOW TOProenu, koTopas npuobpena
neKkapCTBEHHbIN npenapaTt y Npou3BoAWTENSs, ykasbliBaeTcs 6e3 M3MeHeHWn BCEMU ONTOBbIMU OpraHvM3aumsiMu,
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yYacTBYHOLLMMM B peanu3aumm fiekapCTBEHHOro npenapaTta, B o6si3aTenibHOM nopsigke.".

2. B nyHkTe 2 noctaHoBneHus lMNMpasutensctea Poccunckon depepaumm ot 31 gekabpsa 2010 r. N 1221 "O
nopsigke Bbidayn opraHam WCMONHUTENbHOM Briactu cybbektoB Poccuickon Pepepauuy npegnucaHvim o
npvBedeHUN B COOTBETCTBME C 3akoHodaTenbCcTBOM Poccunckon ®Pepepaummn pelleHuin o6 ycTaHOBNEHWM
npefenbHbIX pa3MepoB OMTOBbLIX HagbaBOK M NpedernbHbIX PasMEpPOB PO3HUYHbIX HAO40ABOK K (haKTMYECKUM
OTMYCKHbIM LEeHaM MpOU3BOAUTENEN Ha JEeKapCTBEHHbIE Mnpenapatbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO
HeoDXOAMMbIX W BaXkHEMWMWX nekapcTBeHHbIXx npenapatoB” (CobpaHne 3akoHogaTenbcTBa Poccumnckon
®epepaumn, 2011, N 2, ct. 384) cnosa "lNpaBuna ycTaHOBNEHWUS NpeaernbHbIX pa3smMepoB ONTOBbLIX Y NpeaenbHbIX
pasMepoB PO3HUYHLIX HagbaBOK K (PAKTUYECKMM OTMYCKHbIM LEeHaM MpOU3BOAUTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKITHOYEHHbIE B NEpPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWMLUUX NEKAPCTBEHHbLIX NpenapaTos, B
cybbektax Poccuiickon ®epepaummn” 3ameHuTb crioBamu "lpaBuna yCTaHOBMEHUS OpraHaMy UCMOMHUTENBHOW
Bnactn cybbektoB Poccunckon ®depgepaumy npefenbHbIX pasMepoB OMNTOBbIX HaA0aBOK W NpeaenbHbIX
pa3mepoB pPO3HMYHbIX HaO0aBOK K (PakTUYECKMM OTMYCKHbIM LeHaMm, YCTaHOBIEHHbIM NPOU3BOAUTENSIMU
nekapcTBEHHbIX NpenapaToB, Ha flekapCTBEHHbIE NpenapaTbl, BKIKOYEHHbIE B MEPEYEHb XXM3HEHHO HEODXOANMbIX
N BaXXHENLINX NekapCTBEHHbIX NpenapaToB".

3. B nyHkte 2 [llonoXeHus O pernoHaribHOM roCy4apCTBEHHOM KOHTPOME 3a MPUMEHEHMEM LEeH Ha
nekapCTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYvYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLUUX FeKapCTBEHHbIX
npenapaToB, YTBEPXAEHHOro nocraHosneHuem lNpasutensctea Poccuickon ®enepauum ot 6 mas 2015 . N 434
"O pervoHanbHOM rOCyAapCTBEHHOM KOHTPOMe 3a MpUMMEHEeHMeM LeH Ha JeKapCTBEHHble npenaparsl,
BKITHOYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOOUMBIX M BaXXHEWLIMX JekapcTBeHHbIX npenapatos” (CobpaHue
3akoHopaTtenbcTBa Poccuinckon depepaumm, 2015, N 20, ct. 2907), cnoBa "He AOMKEH MpeBbIATb CyMMY
daKkTU4eCKONn OTMNYCKHOW ULeHbl, YCTAHOBMIEHHOW MNPOM3BOAMTENEM JIEKApPCTBEHHbIX MNpenapaTtoB WU He
npeBsbiLlIatoLLen 3aperncTpMpoBaHHyo NpeaenbHyo OTNYCKHYIO LeHy" 3aMeHnTb cnoBamu "(6e3 ydeTa Hanora Ha
AobaBneHHyl0 CTOMMOCTb) He [JOMKEeH MnpeBbiwaTb CyMMYy (PakTUYeCKOW OTMYCKHOW LeHbl npousBoguTens
nekapCTBEHHOro npenapara, He NpeBbiWaloLen 3aperncTpMpoBaHHON UK NepeperncTpupoBaHHoOW npeaensHon
OTMYCKHOW LieHbl MPON3BOANTENSN (Ha AaTy peanusauumn NekapcTBEHHOro npenapaTa nponssoguTenem)"”.
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