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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
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MOCKBA

O BHECEHUMN N3MEHEHWNIN B HEKOTOpPbLIE aKThbl MpaBuTtenscTBa Poccminckon ®eaepauymm

MpaBuTenbcTBO Poccuinckon degepaumm NOCTaHOBASET:

1. YTBEpANTb NpuaaraeMble N3MeHeHWs, KOTOpble BHOCATCA B aKThl MpaBnTenbcTBa PocCniicKom
denepauymn.

2. HacTosuiee nocTaHOB/IEHNE BCTYMNAET B CUJTYy CO AHS ero ouumnaabHoro onybamkoeaHms.

Mpencenatens MpaBuTenscTea
Poccuinickon ®epepaummn M.MuwwycTnH

YTBEPXIEHbI

nocTaHoB/eHVeM lNpaBUTeNbLCTBa
Poccuinckon ®epepauun

0T 24 ceHTH6ps 2020 r. Ne 1541

N3MEHEHWA,
KOTOpble BHOCATCA B aKTbl [paBuTenbcTBa Poccminckon ®epepaumm

1. B noctaHoBneHun MpaBuTenbcTBa Poccuinckon ®epepaumm ot 29 oktabpsa 2010 r. Ne 865 "O
roCyaapCTBEHHOM PErympoBaHni LIeH Ha JIeKapCTBEHHbIE MpenapaThl, BKJIOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NpenapaTos” (CobpaHue 3aKoHOA4ATENbLCTBA
Poccuiickon ®epepaumm, 2010, Ne 45, cT. 5851; 2011, Ne 50, cT. 7390; 2012, Ne 37, cT. 5002; 2014, N. 34,
CT. 4673; 2015, Ne 37, cT. 5153; Ne 38, cT1. 5302; 2016, Ne 6, cT. 853; 2018, Ne 43, cT. 6597; 2019, Ne 51, cT.
7649; 2020, Ne 15, cT1. 2295):

a) B NyHKTe 1:

ab3aL NATbIN N3N0XKNTL B CNefyoLwen pefakuum:

"MpaBuna yCcTaHOBAEHNA OpraHaMmn UCNOAHUTENbHON BRacTh cybbekToB Poccuinckon Genepauun
npenenbHbIX pa3MepoB ONTOBbIX HaAbaBOK U MPeAeNbHbIX Pa3MePOB PO3HMYHBLIX HAaA0aBOK K (haKTUYeCKUM
OTMNYCKHbIM LieHaM, YCTaHOBEHHbIM NPOM3BOAUTENAMN NEKAPCTBEHHbLIX NPenapaToB, Ha JIeKapCTBEHHbIe
npenapaThl, BKJIOYEHHbIE B MEPEYEHb XXN3HEHHO HEODXOAMMBIX N BaXXHENLLNX TEKAPCTBEHHbIX
npenapaTos;";

nocne ab3aua NATOro AOMNOJHUTL ab3aLeM CleayoLLero Coaep)XxaHns:

"MpaBuna popMMPOBaHNS OTMYCKHbIX LLEH Ha IEKAPCTBEHHbIE NPenapaThl, BKJAOYEHHbIE B MEPEeYEHb
YKWU3HEHHO HEOBXOAMMBIX U BaXXKHENLLNX NeKapCTBEHHbIX NpenapaTos, OpraH1n3aLmsaMm onTOBON TOProBK,
anTeYHbIMW OpraHn3aunsaMm, UHAMBUAYaNbHbIMU NPEANPUHUMATENAMU N MeANLNHCKMMM
opraHusauunamm;";

6) MpaBnna yCTaHOBAEHNS NpefesbHbIX Pa3MepPoB OMNTOBbIX U MpeAesibHbIX Pa3MEPOB PO3HMYHbLIX HaabaBoK
K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOANTENSAMU IEKAPCTBEHHbIX NPEnapaTos,
BKJIIOYEHHbIX B MepeYeHb XN3HEHHO HEOBX0ANMbIX U BaXKHENLLMX IeKapCTBEHHbIX NPenapaTos, B
cybbekTax Poccuiickon Penepauni, yTBep)KAeHHbIE YKa3aHHbIM MOCTAaHOBNAEHWNEM, U3/I0XKUTL B
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cneaytoLen peaakunm:

"YTBEPXKJEHbI

nocTaHoBNeHueM MpaBuTenbLCTBa
Poccuinckon ®degepaunmn

0T 29 okTa6ps 2010 r. Ne 865

(B pegakuum NocTaHoOBEHNA
MpaBuTenbcTBa Poccuinckon denepaumm
0T 24 ceHTabpsa 2020 r. Ne 1541)

MPABUNJTIA

YCTaHOBJIEHUS OpraHaMu UCMONHNTENbHON BNacTu cybbekToB Poccnitickoin ®epepauny npenenbHbix
pa3MepoB OMNTOBbLIX HaAbaBOK 1 NpefeNibHbIX Pa3MepoB PO3HUYHbLIX HafbaBOK K PaKTUYECKMM OTMYCKHbIM
LleHaM, YCTaHOBIEHHbIM MPOU3BOANTENSIMI JIEKAPCTBEHHBIX NMPENapaToB, Ha JIeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEpeYeHb XU3HEHHO HEOBXOLNMbIX N BaXKHEWNLINX IeKapCTBEHHbIX NpenapaToB

1. OpraHbl UCMOMHUTENBHON BNAacTu cybbekToB Poccunckon ®enepauunmn NpuHUMalOT pelleHns o6
YCTAHOB/IEHUMN 1 (MIN) U3MEHEHUW NPelesibHbIX pa3MepOoB ONTOBbIX HaAbaBOK M NpenesibHbIX Ppa3MepoB
PO3HMYHbIX HaAbaBOK K PaKTUYECKMM OTNYCKHbIM LieHaM (6e3 y4eTa Hasora Ha Ao6aB/eHHY0 CTOMMOCTL),
YCTAHOBJ/IEHHbIM MPOU3BOANTENAMM JIEKAPCTBEHHbIX NPenapaToB, Ha IeKapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeY€eHb KN3HEHHO HEOBXOANMBIX N BaXKHENLLMX JIeKapCTBEHHLIX NpenapaToB (Aanee
COOTBETCTBEHHO - JIeKAapCTBEHHbIE NpenapaThbl, PakTUYeCcKne OTAYCKHbIe LieHbl MPOU3BOAUTENEN,
peLleHne), Noce CornacoBaHMsa NPOEKTOB pelleHnin ¢ PenepanbHON aHTUMOHOMOJIbHOM CNy>X60N.
MpenenbHble pa3Mepbl ONTOBbLIX HaA0aBOK 1 NpeaesbHbie pa3Mepbl PO3HMYHBLIX HaAbaBoOK K PaKTUYECKMM
OTMYCKHbIM LIeHaM NPOU3BOAMNTENEN, Bblpa)XeHHbIE B MPOLIEHTaX U AnddepeHUNPOBaHHbIE B 3aBUCUMOCTH
OT CTOMMOCTW JIeKAaPCTBEHHbIX MpenapaToB, YCTaHaBAMBAKOTCS B OTHOLLUEHUN OpraHn3aLmii ONTOBOWN
TOProBAN SIeKapCTBEHHbLIMU CpeacTBaMU (fasiee - opraHmn3aLmm onTOBOW TOProB/Kn), anTeYHbIX
opraHu3auni, MHANBMAYaNbHbLIX MPeAnpUHUMATENEN, UMEIOLLNX NNLEH3MIO Ha OCYLLIECTBAEHNE
thapMaLeBTNYECKON AeATeNbHOCTY (fanee - MHANBUAYasbHble NpeanpuHUMaTenm), MeANLNHCKNX
OpraHu3auni, UMeLWMX TNLEH3MN Ha OCYLLLECTBEHNE DapMaLEBTNYECKON OEATENbHOCTH, N UX
o0bocobneHHbIX Nogpa3geneHmn (ambynatopuii, penbillepCckux n genbaLllepcko-aKyLepcknx nyHKTOB,
LEeHTPOB (oTaeneHun) obuien BpayebHon (CeMenHoM) NPaKTMKK), PaCMONOXXEHHbIX B CENTbCKUX MOCENEHMSAX,
B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aumnmn (ganee - MEAULUHCKE OPraHU3aLnn), oCyLLeCTBAAIOLWMNX
peann3aumnio 1eKapCTBEHHbIX NPenapaToB Ha Tepputopumn cybbekToB Poccuiickon ®epepaumu.

2. OpraHbl NCMONHUTENBHOWN BNacTu cybbekToB Poccuinckon ®epepaumm yCcTaHaBAMBaOT NPeaenbHble
pa3Mepbl ONTOBLIX HAaAOABOK U NpefesibHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (DaKTMYECKUM OTMAYCKHbLIM
LeHaM npounssoauTesnien B COOTBETCTBMM C METOAUKON, yTBEepXXaaeMon ®efepasbHON aHTUMOHOMOJIbHON
cnyxbon (panee - MeToaMKa), MCX04S U3 CeyoLWNX NPUHLAMOB:

a) BO3MeLLeHNe opraHM3aumsaM ONTOBOW TOProBAW, anTe4YHbIM OpraHM3aunsaM, MHANBUAYaNbHbIM
npeanpuHUMaTeNs M N MeQULMHCKUM OpraHn3aumaM 3KOHOMMYECKN 060CHOBaHHbIX 3aTPaT, CBA3aHHbIX C
3aKYMKOW, XpaHEHNEM 1 peasin3aumnein NekapcTBeHHbIX NpenapaTos;

6) yyeT pasmepa npubbinmn, Heobxogumon ons obecnevyeHns opraHM3aLnii ONTOBOM TOProOB/N, anTeYHbIX
opraHu3auni, MHANBMAYANbHbLIX MPeAnpUHUMaTENen N MeANLUUHCKNX OpraHn3aumn cpeacTeaMm Ha
obcny>XmMBaHMe NPUBAEYEHHOrO KanuTana n PUHaHCMPOBaHUe Apyrux 060CHOBAHHbLIX PACX0A0B;

B) YYeT B CTPYKTYpe HaabaBoOK BCEX HANOrOB M MHbIX 0653aTeNbHbIX NiaTe)Xen B COOTBETCTBMM C
3aK0HOJaTeNbCTBOM Poccuinckon degepaumnn.

3. OpraH ncnoaHNTENbHOM BNacTu cybbekTa Poccuiickon denepaunn HanpaBaseT NPOEKT PeLLEHNSs B
depfepanbHy0 aHTUMOHOMObHYO CYXOY.

4. K NpoeKTy peLleHns NpuiaralnTcs cnenyoline 0OKYyMEHThI, 3aBEPEHHbIE PYKOBOAUTENEM MK
3aMeCcTUTEeNIEM PYKOBOANTENS OpraHa NCMOMHUTENbHOW BRacTn cybbekTa Poccuninckon Gegepauun:
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a) MOAICHNTEeNbHasA 3anucka, cogepxkallas B TOM Ynciae 060CHOBaHNe HeobXoAMMOCTN YCTaHOBEHNS NN
nepecMoTpa NpefesbHbIX Pa3MepoB ONTOBbLIX HaA0aBOK M NPeAesbHbIX Pa3MepoB PO3HUYHLIX HafbaBoK K
(haKTU4eCKUM OTMYCKHbIM LLeHaM Npon3BoauTeENeN;

6) pacyeTbl NpefenbHbIX pa3MepoB ONTOBLIX HAaA0aBOK 1 NPefenbHbIX Ppa3MepoB PO3HUYHbLIX HaabaBoK K
(haKTU4ECKUM OTMYCKHbIM LLleHaM NPOM3BOAUTENEN, OCYLLLECTBIEHHbIE OPraHOM UCMOJHUTENbHOW BlaCcTU
cybbekTa Poccuinckon ®epepalmm B COOTBETCTBMM C METOAUKON, NO (hOpMaM, YTBEPXKAEHHbLIM METOAUKON,
B (hopMaTe 3NeKTPOHHBLIX WabnoHoB PefepanbHOM rocyfapCTBEHHOW MHDOPMALMOHHON cucTeMbl "EguHas
NHOPMaLMOHHO-aHaNUTUYecKas cuctema”.

5. MpoeKT peLleHns c npuiaraemMmbiMy K HEMy JOKYMEHTaMu, yKa3aHHbIMI B MyHKTe 4 HacToAwmx Mpaswu,
npeacrtasnseTcs B PefepasbHy0 aHTUMOHOMObHYIO CNY)XOY B MMCbMEHHOM BUAE WU B BUAE
3N1eKTPOHHOr0 AOKYMEHTa, NOAMUCAHHOI0 YCUIEHHOW KBaJIMDULMPOBAHHOW 31EKTPOHHOW MOANUCHIO, a
TakXXe Ha agpec 31eKTPOHHON NoyThl efepanbHOM aHTUMOHOMOIbHON CyXObI.

MpoekT pelueHns peructpupyetcs B PefepasbHON aHTUMOHOMOLHOW Cnyxbe B yCTaHOBIEHHOM MOPSIAKeE.
6. PepepanbHan aHTMMOHONOLHAA cnyxba B TeveHne 30 paboynx OHEN CO AHA pPerncTpauun NpoekTa
pelleHnsa HanpaeadeT B OpraH UCNOJIHUTENbHON BlacTu cybbekTa Poccuinckon ®epepaumm NpuUHATOE eto
peLUeHre 0 COrlacoBaHUN NpoeKkTa peweHuns nnbo 06 oTKaze B ero CorsiacoBaHuUu.

7. B cnyvyae Heo6X0AMMOCTM YTOYHEHNA 1 (UK) [OMOSHEHUS CBEAEHUI, COLEPXKALLUXCS B LOKYMEHTAX,
YKa3aHHbIX B MyHKTe 4 HacToAwwmx MpaBwa, opraH UCMOSIHUTENbHON BAacTu cybbekTa Poccuinckom
depepauunm NnpeacTaBaseT no 3anpocy denepanbHOM aHTUMOHOMOBHON CYXObl COOTBETCTBYIOLLYIO
[OKYMEHTaNbHO 0hOPMAEHHYIO MHOPMALNIO.

CpoK npeacTaBaeHnsa OpraHoOM UCMONHUTENLHOW BNacTu cybbekTa Poccuinckon degepauum 3anpoLLeHHon
MHOpMaLMK He MoXeT npesbiwaTb 15 pabounx fAHen co aHA nonyyveHns 3anpoca PenepasnbHON
aHTMMOHOMOJIbHON CYX6bI.

Mpwn 3TOM 06N CPOK pacCMOTPEHNs AOKYMeHTOB PefepalibHON aHTUMOHOMONLHOW CY>K60 He MOXeT
MpeBbIaTb CPOK, NPEAYCMOTPEHHEBIN MYHKTOM 6 HacToAwux MpaBua 1 ab3aLem BTOPbIM HAaCTOALLErO
NyHKTa.

Mpy HENOCTYMNEHUN OT OpraHa UCNoJHNTENbHOW BAacTn cybbekTa Poccuninckon Genepauun B
YCTaHOBJ/IEHHbIV CPOK 3anpoLUeHHON AOKYMEHTaIbHO 0(hOpMAEHHON NHpopMaummn ®efepanbHas
aHTUMOHOMNONbHas cny>kba B TeyeHne 5 paboynx AHEN Co AHA NCTevyeHNns obLLero cpoka NpuHMMaeT
pelueHne 06 0TKase B COrlacoBaHWM MPOEKTa peLleHns.

8. OcHoBaHMAMUN 0019 OTKa3a B COr1acoBaHUM NPOEKTa PeLUeHUs ABIAITCA:

a) HeCOOTBETCTBME PacyeToB NpefenbHbiX pa3MepoB ONTOBbIX HaA0aBOK 1 NpefenbHbIX pa3Mepos
PO3HMYHBLIX HaAbaBOK K (DAaKTUYECKUM OTMYCKHbLIM LIeHaM NPOM3BOAUTENEN pacyeTaM, NPeayCMOTPEHHbIM
METOONKON;

6) npenctasneHne B ®efepasibHy0 aHTUMOHOMOJbHYIO CYXOy YKa3aHHbIX B MyHKTe 4 HacToAwwmx Mpasmn
LLOKYMEHTOB, COofep)Xallnx HefoCToBepHble CBeAEHNS;

B) OTCYTCTBME B NPEeACTaBAEHHbIX JOKYMEHTaxX cBefeHnin, Tpebyembix B COOTBETCTBUU C METOAUNKON;

r) NpeAcTaBAeHNE HEMOJIHOO KOMMAEKTa AOKYMEHTOB, YKa3aHHbIX B MyHKTe 4 HacToAwmx Mpasun;

[) HEMOCTynaeHNe OT OpraHa NCMOMHUTENbHOW BAacTu cybbekTa Poccninckon degepaunm B CPOK,
YyCTaHOBJ/IEHHbIN ab3aLeM BTOPbLIM NMyHKTa 7 HacTOSLWMX MMpaBus, 3anpoLleHHON LOKYMEHTaIbHO
0(hOPMNEHHOW MHDOpMaLLK.

9. Hdopmauus o cornacoBaHum nmbo 06 oTkase B cornacoBaHum ®enepanbHON aHTUMOHOMOJIbHON
cnyx60n NpoekTa peLleHnsa He nosgHee 3 paboumx LHEN CO AHSA NPUHATUSA peLleHns pa3MeLLaeTcs
Cnyx601 Ha ee opmuManbLHOM CanTe B MHDOPMALIMOHHO-TENEKOMMYHMKALNOHHON ceTn "NIHTepHeT".

10. OpraH ncnonHMTeNbHOM BRacTn cybbekTa Poccuinckon depepauny NpUHNMaeT pelleHne B CPOK, He
npesbiwanowmn 10 paboynx gHen co AHA NpuHATUA OefepanbHON aHTUMOHOMOLHON CyXB0on peleHns o
COrnacoBaHWV NPOEKTa peLLeHns.

11. OpraH ncnonHuTenbHOM BnacTu cybbekTa Poccunckon ®epepaumm B TedeHne 3 paboynx gHen co gHA
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NPUHATUS pelleHns NpeacTasnseT B OefepasibHY0 aHTUMOHOMOJbHYO CYXBY KOMWIO peLleHns, a Takxke
HanpaBaseT Konuio peweHns B eaepasnbHy0 aHTUMOHOMONLHYIO CyX0y Ha ee afpec 3NeKTPOHHON
MoYThl.

12. OpraH ncnonHMTeNbHOM BnacTu cybbekTa Poccuinckon Pepepaunn He MeHee 4eM 3a 10 pabounx aHen
L0 OHS BCTYMNNIEHUS B CUJY PeLUeHNs pa3MeLlaeT UHMOPMaLMo 0 MPUHATOM peLLeHn Ha ero
oduLManbHOM canTe B MHGOPMALMOHHO-TENEKOMMYHUKALUNOHHON ceTn "NHTepHeT".

13. 3a npeacTtasneHne B ®efepancHy0 aHTUMOHOMOALHYIO CyXX0y AOKYMEHTOB, COAEPXKALLMNX
HeL0CTOBEPHbIE CBEAEHNS, PYKOBOAUTESb (3aMeCTUTENb PYKOBOANTENSA) OpraHa UCMONHUTENIbHON BNACTK
cybbekTa Poccuiickon ®efepalmm HeCeT OTBETCTBEHHOCTb, MPeAYyCMOTPEHHYIO 3aKOHOAATEbCTBOM
Poccuiickon ®epepaumn.”;

B) LOMOAHMTbL paBunamMm OpPMUPOBaHNSA OTMYCKHbIX LIEH Ha JIeKapCTBEHHbIe NpenapaThbl, BKAOYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOAMMBIX N BaXXKHENLLMNX NEKAaPCTBEHHbIX NPenapaToB, OpraH1M3aLmaMy onToBON
TOProB/iv, anTe4YHbIMU OPraHM3aLnaMn, UHANBUAYaNbHbIMU NPEeANPUHAMATENAMN U MEQULIMHCKUMU
OpraHM3aunamMu CneayoLwero CoaepxaHums:

"YTBEPXIEHbI

nocTaHoBfeHveM [paBuTenbCTBa
Poccuiickon ®epepaLmu

oT 29 okTA6psa 2010 r. Ne 865

MPABUJIA

(hopMMpoOBaHKS OTNYCKHbLIX LIEH Ha NIeKapCTBEHHbIE NnpenapaThl, BKAKYEHHbIe B NepeyeHb XU3HEHHO
HEeoOXO0ANMbIX N BaXXHEMLLNX NleKapCTBEeHHbIX NMpenapaToB, OpraHn3aunamMmn OMNTOBOW TOProsan, anTe4HbIMU
opraHm3saumamMmn, ntHonBUAyalbHbIMW NpeanpuHnMaTenamn n MegununHCKNMnN opraHn3aynamm

1. OpraHusauumy oNTOBOW TOProBSIM IEKAPCTBEHHbLIMK CpeACcTBaMu (ganee - opraHM3aLunmy onToBoM
TOProB/N) OCYLLECTBAAIOT peann3aumnto NeKapCTBEHHbIX NPenapaToB, BKJIIOYEHHbIX B NepevYeHb XXU3HEHHO
HeobX0AMMbIX N Ba>XHENLLNX NEKAPCTBEHHbIX NPenapaToB (fanee - IeKapCTBEHHbIe NMpenapaThbl), No
LLleHaM, YPOBeHb KOTOpLIX (6e3 y4eTa Hafora Ha Ao6aBNEHHYO CTOMMOCTb) He AOJKEH NPEBbIWLATbL CYMMY
(hakTUYeCKOn OTMNYCKHOW LieHbl MPON3BOANTENS JIEKAPCTBEHHOMO NpenapaTa (fanee - pakTnyeckas
OTNYCKHas LieHa NPOU3BOAMTENA), HE MPEBbILLAOLLLEN 3aperncCTPUPOBaHHON MK NepeperncTpupoBaHHoON
npenesibHON OTNYCKHOW LieHbl MPOU3BOAMTENA (Ha AaTy peasav3auun JekapCTBEHHOro npenapaTa
Nnpon3BOANTENEM), U pa3Mepa ONTOBON HaabaBKKM, He MPEeBbILLAKOLWEN pa3mepa NpPeaesibHON ONTOBOW
HagbaBKK, yCTaHOBIEHHON B cybbekTe Poccunckon ®epepauun. OpraHusanmm onToBOW TOProBau
YYMTbIBAIOT HaJOr Ha f00aBeHHYO0 CTOMMOCTb B LIEeHe peasin3almnmn 1eKkapCTBEHHOro npenapaTa B
nopsgke, yCTaHOBIEHHOM 3aKOHOA4ATENbCTBOM Poccuinckon Gegepauun.

2. CyMMapHsbIn pa3Mep ONTOBbIX HaAbaBOK, NOANEXALLUX NPUMEHEHUNIO BCEMW OPraHn3aLMsaMm ONnTOBOW
TOProBAx, y4aCTBYIOLMMK B peann3aLnm IeKapCTBEHHOr0 npenapaTa, pacCYnTaHHbIA ncxonsa n3
(hakTUYeCKon OTMYCKHOW LieHbl MPON3BOAUTENS, HE OOJ/IKEH MPEBLILWATh COOTBETCTBYOLWNIA NpeaebHbIn
pa3Mep oNToBON HaAbaBKM, YCTAHOBJIEHHbLIN OPraHOM MCMONHUTENBHON BNacTu cybbekTa Poccuinckon
defepalumm, Ha TEPPUTOPUIO KOTOPOro OCYLLECTBASETCA NOCTaBKa JIeKapCTBEHHOro NpenapaTa.

3. OpraHum3auumn onToBOM TOProB/N, UMELLNE CTPYKTYPHble Noapa3faeneHns PO3HUYHON TOProBan, MOryT
hopMMpoBaTb PO3HNYHbBIE LIEHbl Ha IeKapCTBEHHbIE MpenapaTbl C MPUMMEHEHNEM OLHOBPEMEHHO ONTOBON U
PO3HMYHON HaabaBoOK K haKTUYECKON OTMYCKHONM LieHe npoun3BoauTens (6e3 Hanora Ha nobaBneHHyo
CTOMMOCTb), CYMMapHbIA pa3Mep KOTOPbIX HE A0JKEH NMpPeBbIWaTh NPeAesibHbIN pa3Mep ONTOBON U
PO3HMYHON HabaBOK COOTBETCTBEHHO, YCTAaHOBMIEHHLIX B Cy6bekTe Poccuiickon ®epepaumm, Npu yCaoBum
BEAEHUS pa3fesibHOro yy4eTa ONTOBOW 1 PO3HUYHOW TOProBJIN.

4. OpraHu3saumm onTOBOW TOProBAN, peannsyloLme 1eKkapCTBEHHbIE NpenapaThl noTpebutensm no
[OroBOpPY KOMUCCUN (KOMUTEHTBI) OT UMEHWN OpraHn3aLnin PO3HUYHON TOProBan (KOMUCCMOHEPOB), MOTYT
hopMmMpoBaTb OTMYCKHYIO LIEHY Ha IEKapCTBEHHbIV NpenapaT ¢ NPUMEHEHMEM 04HOBPEMEHHO ONTOBOW U
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PO3HMYHON HaabaBoOK K (haKTUYECKON OTMYCKHON LIeHe NPOM3BOANTENS, CyMMapHbI pa3Mep KOTOPbIX He
LOJDKEH MNpeBbIWaTh NpeaesbHbIA pa3Mep ONTOBON 1 PO3HWYHOW HafbaBOK COOTBETCTBEHHO,
yCTaHOB/eHHbIX B CybbekTe Poccuinckon depepaumn.

5. AnTeyvyHble opraHm3saunn, HOMBMUAYa bHblE NMpeanpunHUMaTenn, MetroLmne nMueH3no Ha
thapMaLeBTNYeCKYI0 AeATeNbHOCTb (fanee - UHAUBMAYaNbHble NpeanpuHuMaTeni), MeauLnHcKme
OpraHm3aunm, UMerLLme JIMLEH3NI0 Ha hapMaLeBTUYECKYIO AeATENbHOCTb, N X 060C06eHHbIE
nofpasneneHnsa (ambynatopuu, penbaiepckmue n penballepCcKo-akyLepCKne nyHKThI, LLeHTpb
(oToeneHus) obuienn BpavyebHom (CeEMENHON) NPaKTNKK), PACMOJIOXKEHHbIE B CENIbCKUX HACENEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT alnTe4yHble OpraHmn3aumnn (,u,anee - MegununHcKne OpFaHVI3aLI,I/IVI), OCyLecTBNAT
peann3auunio 1eKapCcTBEHHbIX NpernapaTos Mo LeHaM, ypoBeHb KOTopbix (6e3 yyeTa Hanora Ha
0,00aBNEHHYIO CTOMMOCTb) HE L,OJKEH MPEBbILWATL CYMMY (haKTMYECKOM OTMYCKHONM LieHbl MPON3BOANTENS,
He NpeBbILLAOLLEN 3aperncTPUPOBaHHON NN NepeperncTpMpoBaHHON NPeLenbHON 0TNYCKHOW LieHbI
npoussoanTens (Ha AaTy peann3auun IeKapCTBEHHOMO NpenapaTa NPOM3BOAUTENEM), U Pa3Mep OMTOBON
HafnbaBKM 1 (1K) pa3mMep PO3HUYHON HaAbaBKKW, HE MPEBLILLAKLLNX COOTBETCTBEHHO pa3Mep NpeaesbHON
onToBOW HaabaBKM 1 pa3mep npeaesbHOW PO3HNYHON HaabaBKK, yCTaHOBEHHLIX B CybbekTe Poccuinckom
(Dep,epau,mm. AnTeyHble opraHn3sauunn, NHonBMUAyaslbHble NpeanpunHNMaTenn N MeoNLUNHCKNE opraHn3aynn
YHYUTLIBAIOT Hanor Ha fobaBneHHY CTOMMOCTb B LIEHEe peann3aluunm N1ekapCTBEHHOr0 npenapaTa B
nopsiike, yCTaHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuiickon ®epepaumu.

6. Pazmep po3HUYHOM HagbaBKy, pacCUNTAHHbLIN UCXOAS U3 PAKTUYECKON OTMYCKHON LieHbl MPOU3BOAMTENS,
NOANIEXALLUNA MPUMEHEHMIO aNTEYHbIMU OpPraHn3aumaMm, UHANBUAYANbHBIMU MPeanpUHUMaTENSIMU 1
MeONUNHCKUMK OpraHn3aunamMmmn, oCyLecTBAAWMNMN peasin3aunto NeKapCTBEHHbIX NPenapaToB Ha
Tepputopun cybbekTa Poccuinckon ®efepaLunun, He LOMKEH NPeBbIaTh COOTBETCTBYOLWNA NpefebHbIN
pa3Mep PO3HMYHON HafLbaBKM, yCTaHOBJIEHHbIA OPraHOM UCMOMHUTENLHOW BAAaCTK 3TOro cybbekTa
Poccuiickon ®epepaumm.

7. Npy hopMMPOBaHUN OPraHN3aLMsSIMN ONTOBOW TOPrOBJIN, aNTEYHbIMU OpraHu3aLmamMm,
WUHAMBUAOYANbHLIMW NMPeanpUHUMATENAMN N MEANLIMHCKMMMN OPraHn3aumnsamMm OTNyCKHbIX LIeH Ha
JIEKapCTBEHHbIE MpenapaTbl C NPUMEHEHNEM MpeaesbHbIX Ppa3MepoB ONTOBbIX HaAbaBoK 1 (1nn)
npenesibHbIX pa3mMepoB PO3HNYHbIX Ha,EI,GaBOK Takune O0TNyCKHble LUeHbl OKPYraalTCA N0 MaTeMaTU4EeCKNM
npasBuaaM OKPYrieHns 0o CoTbix YacTen pybns. Mpu pacyeTe NPUMEHEHHbIX TaKUMU OpraHu3aumaMm n
NHANBUAYANbHEIMY MPeAnPUHUMATENSIMN HaabaBOK LOMYCKAeTCs NOrpeLwwHoCTb, He MPeBbIWatoLLas
pa3Mep OKpyrieHus.

8. Mo haKTMYECKON OTMYCKHOWM LEHON NPON3BOAMNTENS Ha JIEKAPCTBEHHbIN NpenapaT roCyaapCTBa - YieHa
EBpPa3ninCcKoro 3KOHOMMYECKOro Coto3a MOHNMaeTCs LeHa (6e3 Hanora Ha fo06aBNEHHYIO CTOMMOCTL),
yKa3blBaemMas Npon3BoAnTENEM B CONPOBOANTENLHON LOKYMEHTALMM Ha TOBap 1 He NpeBblluatoLas
3apPErncTPMPOBaHHYIO NN NEPEPErNCTPUPOBAHHYI0 NMPeaesibHY0 OTNYCKHYIO LleHY NPOU3BOANTENS Ha
NEeKapCTBEHHbIN NpenapaTt Ha AaTy nepeaayu poCcCUNCKOMY NOKynaTeso (YNOSHOMOYEHHOMY UM nLy).
Mpwn 3TOM (hakTMYeCcKas OTNyCKHas LieHa Npon3BOANTENS, YKa3aHHasa B MIHOCTPaHHOM BatoTe,
nepecynTeiBaeTca B pybnm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®efepaumm Ha aaTy nepegayu
JIEKapCTBEHHOro NpenapaTta NPOU3BOANTENEM rOCYAapCTBa - YieHa EBpa3ninckoro aKOHOMNYeCKoro cot3a
POCCMINCKOMY NOKyrnaTeto (YNOAHOMOYEHHOMY UM ANLY) N0 NepefaToyHOMy akTy Win MHOMY
aHaNIOrMYHOMY IOKYMEHTY.

Mog hakTUYeCKON OTMYCKHOW LIeHOW MHOCTPAHHOIO NPOM3BOANTENS (3@ NCKJI0YEHNEM MPOM3BOAUTENEN
roCyZLapcCTB - Y1eHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COK03a) Ha IeKapCTBEHHbLIN NpenapaT NoHMMaeTCs
LeHa (6e3 Hasora Ha fo6aBNEeHHYO CTOMMOCTb), YKa3blBaeMas MIHOCTPaHHbIM MPON3BOANTENEM
JIeKapCTBEHHOr 0 npenapaTta B CONPOBOANTENbHON AOKYMEHTALUMW Ha TOBap, Ha OCHOBaHWN KOTOPOW
ohopMAAETCA TaMOXXEHHaa AeKnapaLums, C y4eTOM pacxo[oB, CBA3aHHbIX C TAMOXXEHHbBIM 0(hopMIIeHNEM
rpy3a (yniaTol TaMOXKEHHbIX MOLJIMH 1 COOPOB 3a TaMOXXEHHOE 0(hOPMJIEHNE), HE MPEBbILLAOLLLAsN
3aperncTpUMpoOBaHHYIO NN NepPeperncTPMPOBaHHYO0 NpeaesibHY0 OTNYCKHYIO LIeHY NPOU3BOANTENS Ha 3TOT
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NleKapCTBEHHbIN NpenapaTt Ha AaTy BbiMyCKa TOBapa, YKa3aHHYI0 B TaMOXEHHON Aeknapauunu. Mpu 3Tom
(hakTU4eckKas OTNYCKHaa LeHa Npon3BOAUTENS, 3aleK/TapMpoBaHHas B MUHOCTPAHHON BaslloTe,
nepecynTbiBaeTCca B pybam no Kypcy LieHTpanbHoro 6aHka Poccuinckon ®enepauunm Ha gaty ohopmaeHns
TaMOXXeHHOW feKknapauun.

9. Peanu3sauus nekapCTBEHHbIX NpPenapaToB OpraHM3aLnsaMy ONTOBON TOProBan, anTeYHbIMU
OpraHv3aunamMu, MHAMBMAYaNbHLIMU NPeanpUHUMATENAMU U MEANLIMHCKMMU OpraHu3aLmsaMm
OCYLLECTBASETCA MPU HAaANYUMN NPOTOKOSA COrlacoBaHUA LLeH NOCTaBKM NeKapCTBEHHbLIX NpPenapaTos,
COCTaBJIEHHOr0 Mo hopMe COrlacHO NPUIOXKEHMIO, 38 UCK/II0YEHUEM NIeKapCTBEHHbIX NPenapaTos, KOTopble
He OblM BK/OYEHbI B NEPEYEeHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLINX JIEKAaPCTBEHHbIX MPenapaToB Ha
LaTy Ux NpnobpeTeHnsa yKasaHHbIMU OpraHn3aLmaMm u UHANBUAYaNbHbIMU NPeANpUHUMATENAMN.

10. MpoTOKOA COrflacoBaHMA LieH NOCTaBKMN IeKapCTBEHHbIX NpernapaToB MOXeT ObiTb CO34aH B BUAe
3/1EKTPOHHOr0 AOKYMeHTa, MOAMNCAHHOMO YCUEHHON KBaAUULIMPOBAHHOW 31EKTPOHHOW MOAMNUCHI0
YMO/HOMOYEHHbIX UL, MOCTaBLLMKa U NOKynaTens.

MPUNOXXEHWNE

K MpaBuniam opMMpPOBaHMS OTMYCKHbIX LIEH HA JIEKAPCTBEHHbIE NpPenapaThl, BKIIOYEHHbIE B MepeyeHb
YU3HEHHO HEOBXOAMMBIX 1 BaXKHENLNX JIeKapCTBEHHbIX MPENapaToB, OpraHn3aLnsaMn ONTOBON TOProBN,
anTe4YHbIMW 0PraHn3aUnsaMin, UHAMBUAYANbHLIMY NPEANPUHUMATENSIMA N MEANLUHCKUMIN OPraHn3aLmnsaMm

MPOTOKOJ
COr/1acoBaHMA LieH NOCTaBKW JIEKaPCTBEHHbIX MPENApPaToB, BKAOYEHHbIX B MepeYeHb XN3HEHHO
HeoOXOAVMBIX 1 BaXKHEMLIVX JIeKapCTBEHHbIX NpenapaTos

NOCTaBLLMK (OpraHM3aLns oNnTOBOW TOProOBN)

nosly4atenb (opraHmM3auns ONTOBOW TOPrOBAN UM OPraHn3aumns po3HNYHON TOprosam 1)
Me)xayHapoOHoe HenaTeHTOBaHHOE HaMMEHOBaHME (XUMUYeCKoe an rpynnmpoBoYHoe)Toproeoe
HauMeHOBaHWe, leKapCTBeHHas opMa, A03MPOBKA, KOJIMYECTBO B MOTPEONTENLCKON YNaKOBKE,
wTpuxoBon koaCepuslponssoanTenb3aperncTpupoBaHHas npeaesbHas 0TNyCKHas LieHa Npon3BoanTens
(pybnen) 2 ®akTnyeckas oTNYCKHas LieHa, yCTaHOBAeHHas npoussoguTenem (pybnen) 3 [aTa peannsaumm
npoussoanTenem 4 OTNyCcKHas LieHa opraHn3aL M onToBon Toproeam 5, 6 Pasamep onToBow HaabaBku
opraHusauuy ontoson Toproean 8,9 OTNycKHasa LieHa opraHu3auuny onToBon Toproean 8 CyMmmapHbI
pa3Mep onToBbIX HagbaBoOK opraHu3aLmii oNnToBon Toprosan 7,10 PasmMep po3HMYHON HaabaBKK
opraHu3auny po3HNYHoN ToproBam®PakTnyeckas OTNyCKHas LleHa opraHn3aumm po3HUYHonm Toproenu 6es
HOC (pybnen)

6e3 HJC (pybneit)c HOC (py6nen)YCH 11 (py6nen)bes HAOC

(pybnen)c HOC

(py6nen)s npoueHTaxs pybasaxyYCH 11 (pybneit)6es HAC

(pybnen)c HOC

(pybneit)B npoLieHTaxB pydasaxs npoueHTaxs pyonaxYCH 11 / EHB/, 12 (pybneit)6e3 HAC
(pybnen)

12345678910111213141516171819202122

(moanncb ynosHOMOYEHHOrO NNLa
MoCTaBLLMKa - OpraHmn3aL M OnTOBOW TOProB/in)

®.1n.o.
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(noanuchb ynosIHOMOYEHHOr 0 MLa NoJlyYaTenNs - OpraHU3aLMmn ONTOBOK TOPTrOBAV UM OpraHn3aLMn
PO3HMYHOW TOProBaK 1 - yKasaTb HyXXHoe)

®.un.o.
M.T. 20 r." !
M.IT. 20 .

1 AnTe4Hble opraHusaumm, MHANBUAYyas bHble NpeanpuHUMaTenu, MMeLwmne INLeH3nIo Ha
(hapMaLEeBTNYECKYIO OeATENbHOCTb, MEANLMHCKNE OpPraHn3aummn, UMetLLNe JIMLEH3NIO Ha
(hapMaLEeBTNYECKYIO eATeNbHOCTb, U nx 06ocobneHHble nogpasaeneHuns (ambynatopun, henbawepckme n
henballepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpayebHom (CeMeNHON) NPaKTUKK),
PacrnonoXXeHHble B Ce/IbCKMX HaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHmn3aLmm.

2 3aperncTpupoBaHHas npepesbHas oTNyCKHas LieHa NPpou3BOAMTENS Ha IeKAPCTBEHHbIN nNpenapaTt Ha
AaTy peannsalnm NeKapCTBEHHOr0 NpenapaTa NPoU3BOAMTENEM Ha TeppuTopun Poccniickon deaepaunn.
3 MNpw yCTaHOBAEHWW LIEHbl MIHOCTPAHHbLIM NPOM3BOAUTENIEM (haKTMYeCcKaa OTNyCKHaa LeHa Ha
JIEKApCTBEHHbIV MpenapaT YKa3blBaeTCs C Y4ETOM TaMOXKEHHOW NOLWAMHBI 1 COOPOB 3@ TaMOXXeHHOoe
ocdhopmIieHme.

4 NlaTa peanu3aummn eKapCTBEHHOro npenapaTta NPon3BOAMTENEM Ha TeppuTopun Poccninckon
®epnepauymm.

5 Mpw 3anoJIHeHNW OpraHn3aUnein ONTOBOW TOProBJM, KOTOpas nNpnobpena NeKapCTBEHHbIN NpenapaT y
NPOVN3BOANTENS, YKa3blBAaeTCA LieHa peasin3aunm JeKapCTBEHHOMO NpenapaTa opraHu3aunen onToBon
TOProsau.

6 lMNpw 3anoNHeHUN opraHn3aLnen oNTOBOW TOProBaKN, KOTopas nNpuobpena NekapCTBEHHLIN NpenapaT y
APYron opraHu3auny oNTOBOW TOProBAM, YKa3bliBaeTCs LieHa npnobpeTeHns NekapCTBEHHOro NpenapaTa.
7 3an0JIHAETCS KaXk A0 OpraHn3aLuen onToBoOM TOProBan, KOTOpPas peanunsyeT JIeKapCTBEHHbIM Npenapar.
8 3anonHsAeTCa opraHnsaLMen onToBOW TOProBan, KoTopas npuobpena NekapCTBEHHLIN NpenapaT y
JPYrow opraHvM3aunn onToBOW TOProBJN.

9 B ciiyyae peannsaunm opraHusaumen onToBON TOProBv IEKAPCTBEHHOIO npenapaTta Mno LeHe HKe
LeHbl ero npuobpeTeHnsa yKasbiBaeTCs NPoYepkK.

10 B cnyyae peanumsaumm opraHu3aumen ontoBonN TOProBan JIEKAPCTBEHHOMO NpenapaTa no LeHe HuxXe
(haKTMYECKOWN OTMYCKHOM LieHbl MPON3BOANTENS YKa3blBAaeTCs MPOYeEpK.

11 YnpouieHHasa cuctema HanoroobaoxxeHus.

12 EQVHBIA HaNor Ha BMEHEHHbIN 00X0M.

MNpumeyaHue.

Mpadbl 1 - 8 3aN0NHAOTCA OpraHmn3aLMen onToBOM TOProBan, KoTopas npuobpena IeKapCTBEHHbI
npenapaT y Npou3BoanTens.

NHdopmaLums, ykazaHHasa B rpadax 1 - 8 opraHu3aumen onToBoM TOProean, Kotopas npuobpena
JIEKapCTBEHHbIV NpenapaT Yy Npon3BOANTENS, yKa3blBaeTCs 6e3 M3MeHEeHUIN BCEMU OMTOBLIMU
OopraHu3aunsaMmn, y4acTBYOLWMUMN B peanmn3aLnm N1eKkapCTBEHHOro npenapaTa, B 0653aTenbHOM nopsake.".

2. B nyHkTe 2 noctaHoBneHus MpasutenscTBa Poccuinickon ®enepauum ot 31 nekabps 2010 r. Ne 1221 "0
nopsiaKe BblAa4yn opraHam UCNONHUTENbLHON BnacTu cybbekToB Poccuinckon ®epepaumm npeanmcaHnim o
npvBeAeHnn B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccminckon ®egepaunm pelieHnin o6 yctaHoBIEHUN
npefenbHbIX pa3MepoB ONTOBbIX HaAbaBOK U MpeAeNbHbIX Pa3MePOB PO3HMYHBLIX HaA0aBOK K (haKTUYeCKNM
OTMYCKHbIM LleHaM NPOU3BOAMTENEN Ha IEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb XXU3HEHHO
HeobX0aMMbIX 1 BaXXHENLLNX NEKAPCTBEHHbIX NpenapaToB” (CobpaHue 3akoHodaTenbCTBa Poccuickon
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®epepaumm, 2011, Ne 2, cT. 384) cnoBa "lMpaBuna yCTaHOBAEHNS NPeAesSibHbIX Pa3MepOB OMNTOBbIX U
npenesibHbIX pa3MepoB PO3HMYHbLIX HaabaBOK K PaKTUYECKMM OTMYCKHbIM LIEHAM NPOM3BOAMTENEN Ha
JIeKapCTBEHHbIE NMpenapaTbl, BKAIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMBIX 1 BaXXKHENLINX
JIEKapCTBEHHbIX NpenapaToB, B cybbekTax Poccuiickon denepaunn” 3aMeHnTb cioBamu "lNpaBuna
YCTaHOBJ/IEHWS OpraHaMm UCNOSHNTENbHON BNacTh CybbekToB Poccuinckon ®epepaummn npenesbHbiX
pa3MepoB ONTOBbLIX HaAbaBOK U NpeaesibHbIX Pa3MEPOB PO3HMYHbLIX HaAbaBOK K (haKTUYECKMM OTMYCKHbIM
LleHaM, YCTAHOBJIEHHbIM NPOU3BOAUTENSMU JIEKAPCTBEHHLIX NpenapaToB, Ha JIeKapCTBEHHbIE NpenapaTsl,
BKJItOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKapCTBEHHbIX NpenapaTos”.

3. B nyHKTe 2 [onoXXeHna o0 pernoHaabHOM rocy4apCTBEHHOM KOHTPOJIe 3@ NPUMEHEHNEM LieH Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMbIX Y BaXKHENLINX
JleKapCTBEHHbIX NpPenapaToB, yTBEP)XAEHHOro NocTaHoBneHeM lNpaBuTenscTBa Poccuninckon Genepauun
oT 6 Mas 2015 r. Ne 434 "O pervoHanbHOM rocyfapCTBEHHOM KOHTPOJIE 3a NPUMEHEHWEM LiEH Ha
JIEKapPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX
JleKapCcTBeHHbIX npenapaTtoB" (CobpaHue 3akoHoaaTenbCcTBa Poccuinckon ®Pepepaunn, 2015, Ne 20, cT.
2907), cnoBa "He [O/MKEH NpeBbIWaTb CyMMY (PaKTUYECKON OTNYCKHOM LieHbI, YCTAHOBIEHHOW
NPOV3BOANTESNIEM SIeKaPCTBEHHbIX MPenapaToB W He MNpeBbILLaloWen 3aperncTpupoBaHHyo npeaebHy
OTMNYCKHYIO LieHy" 3aMeHnTb cnoBamu "(6e3 yyeTa Hanora Ha LobaBeHHY0 CTOMMOCTb) He LO/IKEH
npesbIlWaTb CyMMY PaKTUYECKON OTNYCKHONM LIeHbl MPON3BOAUTENS IEKAapCTBEHHOM0 npenapaTa, He
NpeBbILLAOLLEN 3aperncTPUPOBaHHON UM NepeperncTpMpoBaHHON NpenesibHON OTNYCKHOW LieHbI
npom3BoanTensa (Ha gaTy peann3aummn nekapCTBEHHOro npenapaTta npoussogutenem)".
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