O coBepLUEHCTBOBaHUM rOCYyA,apCTBEHHOIO pPeryJimpoBaHus LeH
Ha )XM3HEHHO HeobOXoauMble U BaXkKHelLUMe NleKapCTBeHHble
cpeAncTBa

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauun - Ne 654 - o1 08.08.2009 - MpaBnTenbcTBO Poccuiickon
Gepepauny - eNCTBYET C U3MEHEHUAMN

NMPABUTEJIbCTBO POCCUINCKOW ®EIEPALIAI
NMOCTAHOBJIEHME
OT 8 ABI'YCTA 2009 T. Ne 654
MOCKBA

O coBepLUEeHCTBOBaHMM rOCYJapCTBEHHOI0 PEryiMpoBaHus LieH Ha lekapCTBeHHbIe npenapaTsl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLLIMX JIEKAPCTBEHHbIX MPenapaToB
MpaBuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBEPAUTbL NpuNaraemsble;

N3MEHeHUs, KOTOPble BHOCATCA B MOCTaHOBAeHNS MpaBuTensCcTBa Poccminckon depepauun no Bonpocam,
CBSI3aHHbIM C COBEpPLUEHCTBOBAHNEM rOCY4apCTBEHHOIO PErYAMPOBaHNA LeH Ha NEKAPCTBEHHbIE
npenapaTsl, BKJIOYEHHbIE B MEPEYEHb XXN3HEHHO HEODXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaTos;

ab3au. (YTpaTtun cuny - MoctaHoBneHwne MNpaButenscTBa Poccuiickon ®enepauum ot 03.02.2016 Ne 58)

2. MMHUCTEpPCTBY 34pPaBOOXPaHEHNS 1 COLMANbLHOMO pa3BuTus Poccuinckon ®epepaumu:

B CPOK A0 4 MecsLeB COBMeCTHO ¢ PeaepanbHom cyxbon no Tapudam paspaboTaTb U yTBEPAUTb MO
COrlacoBaHMio C MMHMUCTEPCTBOM MPOMBILLIEHHOCTU 1 TOProeaun Poccminckon ®epepaunm um
MWHNCTEPCTBOM 3KOHOMMYECKOr0 pa3BuTunsa Poccuinckon degepauuy MeTOANKY onpeaenieHns npeaesbHbIX
OTMNYCKHbIX LileH MPOU3BOAUTENSA Ha JIeKapPCTBEHHble NpenapaThl, BKYEHHbIE B MepeyeHb XNU3HEHHO
HeobX04MMbIX N BaXXHENLLNX IEKAPCTBEHHbIX MPenapaToB (fanee - XM3HEeHHO HeoBX0AUMbIE 1 BaXKHENLLMe
JleKapCTBEHHbIE NpenapaThl);

B CPOK [0 2 MeCsiLeB OpraHn30BaTh NPOBEAEHNE MOHUTOPUHIA aCCOPTUMEHTA U LIEH Ha XXU3HEHHO
HeobXxoaMMbIe N BaXXHENLLME eKapCTBEHHbIe NpenapaTbl, onpeaenms C y4actneMm MuHuCTepcTBa
3KOHOMMNYECKOro pa3suTus Poccuinckon ®epepauny, MUHANCTEPCTBA MPOMBILLIEHHOCTY U TOProBAn
Poccuiickon ®epepaumun, denepanbHON TaMOXEHHON cnyxbbl, PefepanbHon cnyxbbl No Tapudam u
®epnepanbHOM CNy>X6bl MO HaA30py B Chepe 34PaBOOXPAHEHUS U COLMANBHOIO Pa3BUTNA TpeboBaHUs K
efunHbIM hopMaTaM NpeacTaBAeHNs OaHHbIX B 3/IEKTPOHHOM BUAe, BKJIKOYasA CBEAEHNS 0 (DaKTUYECKUX
LeHax Ha XXN3HEHHO HeobxoauMble N BaXXKHeENLINE IeKapCTBEHHbIE NpenapaTbl MIHOCTPAHHbIX
npousBoanTenen n obbemax nx BB03a Ha TeppuTopuio Poccuinckon ®epepaumm, a Takxe 0 PakTUYECKMX
OTMNYCKHbIX LleHax, o6beMax Npon3BOACTBA U OTIPY3KMN XXUSHEHHO HEOBXOANMbBIX Y BaXKHENLINX
JleKapCTBEHHbIX NpenapaToB POCCUNCKNX MPON3BOAUTENEN;

abzau. (YTpaTtun cuny - MoctaHoBneHwne MNpaButensctsa Poccninckon GPegepauum ot 29.10.2010 Ne 865)
3. MUHNCTEPCTBY 3KOHOMMYECKOro pa3BuTust Poccniickon denepaunn, denepanbHol cnyxbe
roCyZLapCTBEHHON CTAaTUCTUKKN MO COrnacoBaHno ¢ MMHUCTEPCTBOM MPOMBILLAEHHOCTA 1 TOPrOBAU
Poccuinckon ®egepaumm, MUHUCTEPCTBOM 34PaBOOXPaHEHNS U COLMANbHOrO pa3BuTUSA Poccninckom
depepaumm n degepansHon cnyx60m No Tapndam BHECTWN U3MEHEHMNS B (hopMbl (heepasibHOro
CTaTUCTUYECKOro HabloaeHNa 0 NPOM3BOACTBE, OTrPY3Ke U LieHax Ha JlIeKapCTBEHHbIe npenapaThl,
npegycMaTpuBaioLwme B TOM YuCae npeacTaBieHne 0TYETHOCTY MO OTNYCKHbIM LleHaM Ha XU3HEHHO
HeobxoaMMble 1 BaXKHENLIME NIeKapCTBEHHbIE NpenapaThl POCCUNCKMX NPOM3BOAUTENEN €XEMECAYHO.

4. ®epepansHom cnyxxbe no Hag3opy B chepe 34paBOOXPAHEHUS:

NPOBOAUTL MOHWUTOPWHI aCCOPTUMEHTA U LIEH Ha XXU3HEHHO HEOBXOANMbIE N BaXKHENLLNE NEKAPCTBEHHbIE
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npenapaTtbl B COOTBETCTBUMN C NMOJIOXKEHNEM O MOHUTOPUHIE, yTBEPXKAaeMblM MUHUCTEPCTBOM
34paBooxpaHeHns Poccmnckon degepaunm, N HanpaBasTb €XEMeCAYHO, He no3aHee 15-ro yncna mecaua,
cnenyloLlero 3a 0TYeTHbIM, pe3yJibTaTbl LaHHOMO MOHUTOPMHIa B MUHUCTEPCTBO 34PaBOOXPaHEHUS
Poccuickon ®epepaumu;

co3naTb u obecneynTb BegeHue ¢ 1 okTabpsa 2009 r. snekTpoHHOW 6a3bl AaHHBIX MOHUTOPUHIa
aCCOPTUMEHTA W LIEH Ha XMN3HEHHO HEOOXOANMbIE U BaXKHENLLMNE NEKAPCTBEHHbIE NPenapaThl;
obecneunTb goctyn depepansHon cnyxbe no Tapudam, opraHaM UCAONHUTENLHOW BAAacTU CyObEKTOB
Poccuinckon ®egepalmm, ynoaHOMOYEHHbIM B 061aCTN roCy4apCTBEHHOMO peryanpoBaHus LIeH Ha
YKW3HEHHO HEOBX0AMMbIE N BaXXKHENLLME IeKapCTBEHHbIE NpenapaThl, K yka3aHHOW 6a3e AaHHbIX.

5. ®enepansHon cnyxbe no Tapugam B CPpok 4o 4 mecaues paspaboTaTth € y4acTueMm MmHmucTepcTea
3KOHOMMYECKOro pa3suTus Poccuinckon ®egepaumm 1 No COrnacoBaHuio ¢ MMHUCTEPCTBOM
3[4paBOOXPaHEHNS 1 COLMANbHOrO pa3sBuTus Poccunckon ®epepaunt ¥ MUHUCTEPCTBOM MPOMbILLIEHHOCTM
1 Toprosan Poccminckon depepaunv yTBepanTb METOAUKY ONpeaeneHns opraHaMm CNoHUTENbHON
BNacTh cybbekToB Poccuinckon Pepepaunv npefenbHbiX ONTOBLIX U NPeAeNbHbIX PO3HUYHbLIX HafbaBoK K
(haKTNHECKUM OTMYCKHbIM LleHaM Mpon3BoAUTENEeN Ha XXU3HEHHO HEOBX04MMble N BaXKHENLwme
NIEKapCTBEHHbIE MpenapaThl, @ TakXe AaBaTb Pa3bACHEHUS N0 ee NPUMEHEHNIO.

6. PefepanbHON TaMOXEHHOW CNyXbe NpeacTaBAsTb €XEMECAYHO, He No3Hee 5-ro Yyncna mecsua,
CNleyoLLEero 3a 0TYeTHbIM, B MUHMCTEPCTBO 34paBooxpaHeHns Poccminckon ®egepaumm n PegepanbHyto
cnyxby no Haa3opy B cchepe 34paBOOXPAHEHNS CBEAEHMS 0 (DaKTUYECKUX LileHaX Ha BBO3UMbIE Ha
TaMOXEHHY0 TeppuToputo Poccuitckon ®epepaumm )Xn3HeHHO HeobXoAnMble 1 Ba)KHeENLINE
NeKapCTBEHHbIE NpenapaThl 1 06beMax nx BBO3a.

7. OpraHam UCnosIHMTEeIbHON BNacTu CybbekToB Poccuinckon depepauun:

NPWHATb HOPMaTMBHbIE MPABOBbIE aKThl, yCTaHaBAUBAOLWLME NpelesibHble ONTOBbIE U NpedesibHble
PO3HMYHbIE HaAbaBKM K (haKTUYECKMM OTMYCKHbLIM LieHaM NpOU3BOAUTENEN Ha XXU3HEHHO HeobXoaMMble 1
Ba)KHeNLLME NeKapCTBEHHbIE MpenapaThbl B COOTBETCTBMM C METOAUKON, yTBEPXAaeMon PeaepanibHON
cnyxbon no Tapucgam, He no3gHee 1 mapTta 2010 r;

HanpaB/ATb KOMWUW YKa3aHHbIX HOPMaTMBHbIX MPaBOBbIX akTOB B ®efepasbHyto cnyxby no Tapudam un
depepancHyto cnyxby no Haa3opy B chepe 3a4paBOOXpaHeHNs He no3aHee 10 AHeN Co OHSA UX NPUHATKUS.
8. Mpu peanusaunm nponssoanTeneM, opraHu3salmen onToBON TOProBAM UK anTeYHbIM YYpeAeHneM
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPENapaToB, He NPOLLEALNX FOCYAaPCTBEHHYIO
perncrTpaumio npefesbHbIX OTNYCKHbIX LIeH MPOU3BOAMTENS, NPU BKIKYEHUN OpraHn3aumnen onToBon
TOProB/N B MPOTOKOJ COMJTAaCOBAHNS LEH MOCTAaBKMN XXU3HEHHO HEODOXOANMbIX 1 BaXKHENLINX
NEKAPCTBEHHbIX MPenapaToB HEJOCTOBEPHbIX CBEAEHUA 0 (haKTUYECKON OTMYCKHOW LIeHe MPOU3BOANTENS U
(nnun) pasmepe hakTMHeckon onToBo HaabaBKy BUHOBHbIE WL HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM
C 3aKoHOZaTeNbCTBOM Poccunckon Gepepaunn.

9. YCTaHOBUTb, YTO NpefesbHble OTMNYCKHbIE LIeHbl MPOU3BOANTENEN HA XXU3HEHHO HEOBX0AMMbIE U
Ba)XKHeWLLMe fleKkapCTBeHHble NpenapaThbl, Kak 3aperncTpupoBaHHbIe, Tak 1 HEe 3aperncTpupoBaHHbIe 40
BCTYMJIEHNSA B CUJY NMYyHKTa 1 HacTOALLEro NOCTaHOBEHUS, NOANEXAT FOCYAapCTBEHHOWN perncTpauum
(nepepeructpauun) go 1 anpens 2010 r. B COOTBETCTBMM C METOAMKON ONpeneneHns npenenbHbix
OTMYCKHbIX LIEH NPOU3BOANTENS HA XXN3HEHHO HEODX0AMMbIE N BaXKHENLIME NIeKapCTBEHHbIE NpenapaTsl,
yTBEepxAaemMon MUHMCTepCTBOM 34paBOOXPaHEHNS 1 COLMANbLHOrO pa3suTus Poccunckon ®epepauum
COBMeCTHO ¢ PenepanbHol cy>xboi no Tapudgam.

10. (YTpaTun cuny - MoctaHosneHwne MpasuTtenscTBa Poccunckon depepaumm ot 29.10.2010 Ne 865)

11. MMHUCTEpPCTBY 34PaBOOXPaHEHNS U COLMAbLHOrO pa3BuTus Poccuinckon ®eagepaumm € y4acTuem
3aMHTEPECOBaHHbIX heaepasibHbIX OPraHOB UCMONHUTENbHOM BNacTh pa3paboTath 1 A0 1 okTabpsa 2009 r.
BHECTV B yCTaHOBNEHHOM nopsake B [paBuTensCcTBO Poccuinckon ®efepauim npeaioxXeHus,
HanpasJieHHble Ha JanbHelllee COBepLIEHCTBOBaHME MeXaHU3Ma peryanpoBaHns LeH Ha NeKapCTBEHHbIE
CpeLCTBa M NpefycMaTpuUBaloLLe B TOM YACSIE NOPSALOK OCYLLECTBIEHNS KOHTPOAS 3a cobniofeHnem
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3aperncTpuMpoBaHHbIX B YCTAaHOB/EHHOM NOPAAKe npeaesibHbiX OTAYCKHbIX LLEH NPOM3BOANTENS,
npenenbHbIX ONTOBLIX U MpeAenbHbIX PO3HNYHbLIX HaAbaBOK K (haKTUYECKUM OTMYCKHbLIM LieHaM
Npon3BOANTENIEN HA XXN3HEHHO HeoBX0AUMbIE N BaXXKHENWLLNE IeKapCTBEHHbIE CPEACTBA U OTMEHBI
peLUeHNA, NPUHATLIX YNOAHOMOYEHHbLIMU OpraHaMm rocyapCTBEHHON BNacTh CybBbEKTOB PoCCHnCKow
®efepalmm C HapylLleHMeM nopsakKa yCTaHOBJIEHUS MpefesibHbIX OMTOBbLIX U NpefesibHbIX PO3HUYHBIX
HafLbaBOK K (haKTUYECKUM OTMYCKHbIM LIEHaM NPOU3BOANTENEN Ha XXN3HEHHO HEOBX0AMMbIE 1 BaXKHELWNe
JleKapCTBEeHHbIe CpeacTBa.

12. HacTosliee nocTaHOBIEHME BCTYMNaeT B CUY CO AHSA ero opuumansHoro onybankoBaHus, 3a
UCKJII0YEeHNEM NyHKTa 1, KOTOopbIN BCTynaeT B cuny € 1 aHBapsa 2010 r.

Mpencepatens NpaBuTenbCcTBa
Poccuinckon ®epepaumm B.MyTmH

YTBEPXXZEHbI

nocTaHoBNeHVeM lNpaBUTENLCTBA
Poccunckon ®epepaunn

oT 8 aBrycta 2009 r. Ne 654

W3MEHEHWA,

KOTOpble BHOCATCA B MOCTaHoBAeHUA NpaBnTenbcTBa Poccninckon degepaumm no BONPocaM, CBA3aHHbIM C
COBEPLUEHCTBOBAHNEM FOCYAAPCTBEHHOMO PErYANPOBAHNS LIEH Ha XKWU3HEHHO HEOOX0AUMBIE 1 BaXKHENLLME
JleKapCTBEHHbIE CpeacTBa

1. B noctaHoBneHuun Mpasutensctea Poccunckon ®epepaumm ot 7 MmapTta 1995 r. Ne 239 "O mepax no
ynopsiA0YeHNIO FOCYyJapCTBEHHOr0 perynmposaHus LeH (Tapudos)" (CobpaHune 3akoHOLaTENbCTBA
Poccuinckon ®egepaumm, 1995, Ne 11, ¢1. 997; 1996, Ne 7, cT. 690; Ne 17, cT. 2002; Ne 32, cT. 3942; 1997, Ne
27,¢T.3232; 1998, Ne 32, cT. 3907; 1999, Ne 1, cT. 201; 2001, Ne 7, cT. 656; Ne 20, cT. 2015; Ne 26, cT. 2680;
Ne 36, cT. 3561; 2002, Ne 15, cT. 1431; 2004, Ne 51, cT. 5184; 2005, Ne 29, cT. 3066; 2007, Ne 16, cT. 1910;
2008, Ne 1, cT. 3; Ne 7, cT. 597; Ne 17, cT. 1887):

a) nepeyeHb NPOAYKLMM NPOM3BOACTBEHHO-TEXHUYECKOr0 Ha3HaYeH s, TOBAapOB HAapOA4HOro noTpebneHuns
N yCNyr, Ha KOTOpble FOCYAapCTBEHHOE pPeryanpoBaHmne LeH (TapudoB) Ha BHYTPEHHEM pbIHKE Poccunckom
®epepaumnm ocywecTsnsAoT MNpaBuTenscTBo Poccuniickon ®epepaumm n hegepanbHble opraHbl
NCMONHNTENLHOW BNACTUN, YTBEPXXAEHHbIN YKa3aHHbIM MOCTAaHOBMEHMEM, AOMNONHUTL ab3aLeM cneaytoLLero
cofepXxaHus:

"JleKapCTBEHHbIE CPEACTBa, BKAOYEHHbIE B MEPEYEHb XXN3HEHHO HEOOXOAMMbIX 1 BaXXKHENLINX
JIeKapCTBEHHbIX CpeacTB";

6) ab3aL feBATbIN NepeyHs NPOAYKLMN NPON3BOLACTBEHHO-TEXHNUYECKOr0 Ha3Ha4YeHUs, TOBapoB HapOLHOr0
noTpebneHns n ycnyr, Ha KOTOpble roCyAapCTBEHHOE PeryanpoBaHne LeH (TapudoB) Ha BHYTPEHHEM
pbiHKe Poccuinckon deaepauny OCyLLECTBASAIOT OpraHbl UCAOMHUTENLHOW BNAacTu cybbekToB Poccuinckon
depnepaumm, YTBEPXKAEHHOIO YKa3aHHbIM MOCTAHOBAIEHWNEM, U3I0XKNTb B C/IeAYIOLEN peaakLnn:
"MpepenbHble ONTOBLIE N NPeAebHbIe PO3HUYHbIE HaAOABKM K LleHaM Ha JIeKapCTBEHHbIe CPeacTBa,
BKJIOYEHHbIE B NepeyeHb XXU3HEHHO HeOBX0ANMbIX 1 BaXKHEWLINX IeKapCTBEHHbIX CPeacTB”;

B) MepeYeHb YCIYr TPAHCMOPTHbBIX, CHab>XeH4YeCKO-CObITOBLIX U TOPrOBbIX OpraHM3aLumni, No KOTOPbIM
opraHam UCnosHWTENbHON BRacTn cybbekToB Poccminckon deaepauum npesoCTaBaseTcs NpaBo BBOANUTH
rocyapCTBEHHOE PerynpoBaHme TapudoB N HaabaBoOK, YTBEPXKAEHHbIN YKa3aHHbIM NMOCTAaHOB/IEHNEM,
LOMNONHUTL ab3aLem cneayloLero cogepXXaHums:

"MpenenbHble ONTOBbIE W NMpedesibHble PO3HUYHbIE HaAbaBKM K LleHaM Ha SleKkapCTBeHHble CpeacTBa, He
BKJIOYEHHbIE B NEPEYEHb XXNU3HEHHO HEOBXOANMbIX N BaXKHENLLNX NEKapCTBEHHbLIX CPEACTB, U U3LeNns
MeOUNLIMHCKOro Ha3Ha4vyeHuns.".
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2. (YTpaTun cuny - NoctaHoBneHune MpaButensctea Poccuinckon ®egepaumm ot 29.10.2010 Ne 865)

3. MonoxeHne o ®epnepanbHON cnyxxbe No HaA30py B Cchepe 34PaBOOXPAHEHNSA 1 COLMUANBHOMO Pa3BUTMS,
yTBEpXAEHHOE NocTaHoBeHNeM MNpaBuTtenscTBa Poccuinckon ®egepauum ot 30 mioHA 2004 r. Ne 323
(CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumm, 2004, Ne 28, cT. 2900; 2006, Ne 52, cT. 5587; 2007,
Ne 35, cT. 4310; 2009, Ne 2, cT. 244; Ne 6, CT. 738), [ONONHWUTL NOANYHKTOM 5.21 cnepytollero cogepXxaHus:
"5.2. NpoOBOAUT MOHUTOPWHI aCCOPTUMEHTA U L|EH Ha XXN3HEHHO HeobXxoauMble 1 BaXXHeWLne
JleKapCTBeHHbIe cpeacTsa;”.

4. (YTpaTtun cnny - MocTtaHoBneHue MpaButenbcTBa Poccuiickon ®epepaumm ot 04.09.2015 Ne 941)

5. (YTpaTun cuny - NMoctaHoBneHue Mpasutensctea Poccuinckon ®epepaumnm ot 29.09.2010 Ne 771)

6. (YTpaTun cuny - NMocTaHoBneHwe MpaBuTenscTBa Poccuinckon Pepepauun ot 03.09.2010 Ne 684)

7. (YTpaTun cuny - NoctaHosneHune MpasnutenscTtBa Poccunckon Gepepaunm ot 22.12.2011 Ne 1081)

YTBEPXKIEHA

noctaHoBsneHneM MpaBUTENLCTBA
Poccuiickon depepauun

oT 8 aBrycta 2009 r. Ne 654

OOPMA
MPOTOKOJ1a COrNIacoBaHMs LieH NMOCTABKMN IeKaPCTBEHHbIX NMPENapaToB, BKAOYEHHLIX B NepeyYeHb XU3HEHHO
HEeoBXOANMBIX 1 BaXKHEMLINX IEKAPCTBEHHbIX NPenapaToB

(YTpaTtuna cuny - NoctaHosneHme MNpasutenscTBa Poccuninckon Pegepaunm ot 03.02.2016 Ne 58)
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