NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 8 anpesnst 2021 . N 556

O BHECEHVU U3MEHEHUI
B HEKOTOPBIE AKTbI [TPABUTEJIbCTBA POCCUICKON ®ENIEPALIIN
I10 BOITIPOCAM I'OCYIJAPCTBEHHOTI'O PET'YJIMPOBAHN ITPENEJIBHBIX
OTITYCKHBIX LIEH ITPOV3BOJIUTEJEN HA JIEKAPCTBEHHLIE ITPETTAPATHI,
BKJIIOUEHHBLIE B IIEPEYEHD JKM3HEHHO HEOBXOIVIMbIX 1 BAXKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

[TpaBuTenbcTBO Poccuiickoi @emepaiyiy IOCTaHOBJISIET:

1. VTBepauTh npuiaraemMmble M3MeHeHNs], KOTOpble BHOCATCS B akThl [IpaBurtennctBa Poccuiickoin
@enepanyy 1o BOIIPOCaM roCyIapCTBEHHOI'O PeryapoBaHus Ipee/bHbIX OTITYCKHbIX LIeH
MPOM3BOANTEeNt Ha IeKapCTBeHHbIe MpernapaThl, BK/IIOUeHHbIe B ITlepeueHb JXU3HEeHHO He00X0AMbIX U
Ba)KHeMIMX JIeKapCTBeHHbBIX IIpernapaTos.

2. Hacrosiiee mocTaHoOBIeHME BCTYIIa€T B CUJIYy CO OHA €TI0 O(l)I/ILlI/IaJII)HOI‘O OHYGHI/IKOBaHI/IH.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit ®enepatyin
M.MUIIYCTUH

YTBepKOeHbI

roctaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi ®enepaninmu

ot 8 ampesnst 2021 1. N 556

N3MEHEHNA],

KOTOPBIE BHOCSTCS B AKTbI [TIPABUTEJIbCTBA POCCUIMCKOM ®EIEPALIAU
ITO BOIIPOCAM I'OCYJAPCTBEHHOTI'O PEI'YJIMPOBAHNS ITPENEJIBHBIX
OTITYCKHBIX LIEH [TPOU3BOJUTEJIEN HA JIEKAPCTBEHHBIE [TPEITAPATHI,
BKJIIOYEHHBIE B [TEPEYEHD JKM3HEHHO HEOBXOIMIMbIX 1 BAXKHEMIINX
JIEKAPCTBEHHDBIX ITPEITAPATOB

1. Oco6eHHOCTH TOCYAAPCTBEHHOTO PETY/IMPOBAHMS TTPeIe/IbHBIX OTITYCKHBIX IIeH MIPOU3BOAUTEIEH Ha
JIeKapCTBEHHbIE ITperapaThl, BKIIOUEHHbIE B IIepeUeHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIIX
JIeKapCTBEHHBIX IIpeIapaToB, yTBepXKAeHHbIe IToCcTaHOBIeHMeM [IpaBuTtenbcTBa Poccniickoii @emepanym
oT 31 oktsi6pst 2020 r. N 1771 "O6 yTBepskaeHUM 0COOEHHOCTe ToCyIapCTBEHHOTO peryaMpoBaHms
Tpefe/ibHbIX OTITYCKHbBIX LI€H MIPOU3BOAUTENIEN Ha JIeKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B IIepeUyeHb
SKM3HEHHO HeOOXOAMMbIX Y BaKHEMINNX JIEKAPCTBEHHBIX IIPEIapaToB, M BHECEHUM U3MEHEHUI B
oTHenbHbIe akThl [IpaBuTenbcTBa Poccuiickoit ®enmepanyn’ (CobpaHne 3aKOHOAATENIbCTBA PoccuiicKoii
®enmepanyn, 2020, N 45, cT. 7124), IOMOJHUTH TYHKTOM 23 C/IeAYIOIIErO COAePsKaHMSI:

"23. [Ipy HanM4UMM B OTHOIIEHUM OAHOTO JIEKapPCTBEHHOTO Iperapara pemenns MyHucTepcTsa
3apaBooxpaHeHMs Poccuiickoit @emepany o0 nepeperucTpanuyy rnpeaeabHOM OTITYCKHO 1IeHbI Ha
JIeKapCTBEHHBIN TperapaT B COOTBETCTBUM C HACTOSIIIMM AOKYMEHTOM, pelieHus MUHUCTepCTBa
3apaBooxpaHeHnus Poccuiickoit @enmepanyn 06 ob6s3aTenbHOI nepepeructpanyu B 2019 - 2020 rogax
MIpeieIbHOM OTITYCKHO II€HbI TPOM3BOAUTEISI B COOTBETCTBUM ¢ [IpaBuiamMmu 06s13aTeIbHO
nepeperucrpauuu B 2019 - 2020 rogax 3aperncTpMpOBaHHbBIX MPeAe/bHbIX OTITYCKHBIX II€H
MPOM3BOINTENIE} Ha JIeKapCTBEHHbIE TIperapaThl, BKIIOUEHHbIE B TIepeueHb KM3HEHHO He0OXOAMMbBIX U
BaKHEN X JIeKapCTBEHHbBIX MPernapaToB, YTBePXKIEeHHbIMMU ITOCTaHOBJIeHeM [IpaBuTenbcTBa Poccniickoin
@enepatnyy ot 29 okTsa6ps 2010 r. N 865 "O rocygapcTBeHHOM pery/iuMpoBaHUM 1leH Ha IeKapCTBeHHbIe
rpernaparbl, BK/IIOUeHHbIe B TlepeueHb sKM3HeHHO He0OX0IMMBbIX U BasKHEM X JIeKapCTBEHHbIX



ImpenapaToB’, 1 (MiIn) pelleHNUss MuHMCTepCTBa 3aApaBooxpaHeHnst Poccuiickoit @emepanim o
rOCyZapCTBEeHHOM perucTpauuy rnpenebHoi OTIYCKHOM LieHbl [TPOMU3BOAUTES Ha JIeKapCTBEeHHbI I
rpernapar B COOTBETCTBUM C 0COOEHHOCTSIMM 0OpaleHus JIeKapCTBEHHBIX MTPENapaToB AJIsI MEAVLIMHCKOTO
IIpUMEeHeHNs, KOTOpble IpeJHa3HaueHbl 1 IPUMeHEeHUS B YCIIOBUSIX YIPO3bl BOSHUKHOBEHMS,
BO3HMKHOBEHMS U IMKBUIALMM UpEe3BbIUAIHON CUTYALIUY U IJIS OPTaHU3ALMM OKa3aHUs MeOUIMHCKO
TIOMOIIM JIUIAM, TIOCTPAAABIIMM B Pe3yJIbTaTe UPe3BbIUANHBIX CUTYALIUI, TPESYIIPEXIEHUS
Ype3BbIYATHBIX CUTYAIMIA, TPODUIAKTUKA U JIeueHUs 3a60IeBaHNA, ITPe/ICTABIISIONMX OMACHOCTD JIJISI
OKpY>Kalolux, 3a60ieBaHMii 1 TTOpaskeHUit, OJyUeHHbIX B pe3y/ibTaTe BO3/AeiiCTBUS HebaaronpusITHbIX
XUMMUYECKUX, OMMOOTUUECKUX, paAuallMOHHbBIX (DaKTOPOB, YTBEPXKIAEHHBIMI TTIOCTAHOBIEHIEM
[TpaBuTenbcTBa Poccuiickoit @enepanyy ot 3 anpensg 2020 1. N 441 "O6 0cO6G€HHOCTSIX 00paleHus
JIeKapCTBEHHBIX IIpernapaToB 415 MeOULIMHCKOrO IIpUMeHeH!s, KOTOpble IpeJHa3HaueHbl [J15
NIPUMEeHEeHMS B YCII0OBUSAX YTPO3bl BOSHMKHOBEH S, BOSHUKHOBEHNS U JIMKBUIALIMU Ype3BblYaiiHOM
CUTYaU UM U IJIS1 OpraHM3aluuM OKa3aHUs MeIULIMHCKONM MOMOILLM JIMLaM, IOCTPaSaBUIMM B pe3yJibTaTe
Ype3BbIUAHBIX CUTYAIMIA, IpeAyIIPeKAeHNS UYpe3BbIYaiHBIX CUTYALU, TPODUIAKTUKY U JIeUEHUST
3a60/1eBaHN, TPeICTABJISIIOIIMX OMACHOCTD JIJIS OKPYXKAIOIIMX, 3a00/1eBaHMiT U MOopakeH Ui, TTOJTyUeHHbBIX B
pe3y/bTaTe BO3/1eiiCTBYUS HeOIarompUsTHbIX XMMUUECKUX, OM0IOTUYeCKUX, paaualMOHHbIX (haKTOPOB",
MIPUMEHEeHMUIO TTOJIEXXUT 1|eHa, 3aperMCTPUPOBAHHAS B COOTBETCTBUM C HACTOSIIIUM JOKYMEHTOM.".

2. AG3a1r yeTBepThIi MyHKTA 2 MocTaHoBIeHus [IpaButenbeTBa Poccuiickoit ®emeparum oT 16 HOSIOps
2020 . N 1832 "O BHeceHMM U3MEHEHMN B TTIOCTaHOBJeHMe [IpaBuTenbcTBa Poccuiickoi @emepaiiu oT 3
ampens 2020 r. N 441" (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit ®emgepannm, 2020, N 48, ct1. 7718)
IOTIOJIHUTD MIpeJIo’KeHeM CIeayrollero cogepxanus: "[Ipy HanMunm B OTHOLIEHUM OJHOIO
JIeKapCTBEHHOrO Iperapara pewenus MuHucrepcTsa 3apaBooxpaHenus Poccuiickoi @enepauum o
roCyZapCTBEHHO perucTpauum rnpeneibHOi OTITYCKHONM LieHbl [TPOU3BOAUTES Ha JIeKapCTBEHHBIN
Impernapar B COOTBETCTBUM C ITOCcTaHOBJeHMeM [IpaBuTtenbcTBa Poccuiickoit @enmepanyu ot 3 anpens 2020 T.
N 441 u pemenus MuHMCTepCTBA 3apaBooxpaHeHust Poccuiickoii @emepaliny 06 00513aTeIbHOM
nepepeructpauuu B 2019 - 2020 rogax npeneabHOM OTITYCKHO 11eHbl TPOU3BOAUTENSI B COOTBETCTBUM C
[TpaBunamu obsizaTenbHOI nepepeructpauny B 2019 - 2020 rogax 3aperncTpUpPOBaHHBIX TTpefelbHbIX
OTITYCKHBIX LIEH TPOMU3BOAUTEIEN HA IeKapCTBEHHbIE IIperapaThl, BKAIOYEHHbIE B IIepeUeHb )XKU3HEHHO
HEeOOXOAMMBIX Y BasKHEIIINX JIeKapCTBEHHBIX MPEIapaTOB, YTBEPSKIEHHBIMU TTOCTaHOBIEHVIEM
[TpaBuTenbcTBa Poccuiickoit @emeparnyu ot 29 okTsa6ps 2010 r. N 865 "O rocymapcTBeHHOM
peryJiupoBaHMM 1[eH Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepeueHb )XKM3HeHHO He00X0IMMBbIX U
BaKHENILMX JIeKapCTBEHHbBIX NpPernapaToB”, IpUMeHEeHUIO ITOJIeXXUT LieHa, 3aperMcTpMpoOBaHHas B
COOTBETCTBUM C IIOCTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit @emepannn ot 3 anpeins 2020 r. N 441 .".



