MPABUTEJLCTBO POCCHIMCKON ®EIEPAITAN
ITIOCTAHOBJIJIEHHUE

ot 8 ampens 2021 r. Ne 556

MOCKBA

O BHeceHMH H3MeHEHHI B HeKOTOpble akThl [lpaBuTenbcTBA
Poccniickoii ®egepannn no BonpocaMm rocy1apcTBeHHOr0 peryJHpoOBaHUA
npeaejbHbIX OTIIYCKHBIX lieH MPON3BOAUTe/Iel Ha JeKapcTBeHHbIE
npenapartbl, BKJII0UeHHbIe B lepeYyeHb KU3HEHHO He00X0AUMBIX
U BaKHeHIHX JIeKaAPCTBEHHbIX NMpenapaToB

IIpaBurenscTBo Poccuiickoii Oenepailui N0 cCTaAaHOBJA A €T :

l. VIBepauTh mnpunaraemMple H3MEHEHHS, KOTOpPbIE BHOCSTCS B aKTHI
IIpaButensctBa Poccuiickoii ®enepand mO BOMpocaM TrocyAapCTBEHHOTO
perynupoBaHus IIpefenbHBIX OTITYyCKHBIX LeH MPOU3BOAUTENEH
Ha JIEKApCTBEHHBIE [penapaThl, BKIIOYECHHBIE B IMEpEeYEHb JKU3HEHHO
HEOOXOIMMBIX U BaXXHEHIINX JIEKapCTBEHHBIX PENapaToB.

2. Hacrosimiee TmoOCTaHOBIEHWE BCTymaeT B CHIY CO JHSA €ro
O(UIHUATIBHOTO OMyOIMKOBaHHS.

IIpencenatens [paBurens

Poccuiickoit ®epepari] M.MuiyctuH
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YTBEPXJEHbI

noctaHoBJeHreM [ IpaBurenbcTBa
Poccuiickoin ®enepauuu
ot 8 ampenst 2021 r. Ne 556

N3MEHEHMNUIS,

KOTOpble BHOcATCA B akThl IIpaBuTe/ibcTBa
Poccuiickoii ®enepannu no BONpocam rocyiapcTBeHHOro pery;iipoBaHHsA
npeleJIbHBIX OTIYCKHBIX LieH NPOU3BOAUTE/IeH Ha JleKapCTBeHHbIE
npenapartbl, BKJIKYeHHbIE B IepedYeHb KH3HEHHO He00X0AUMBbIX
U Ba)KHeHIINX JIEKAPCTBEHHBIX NpeNnapaToB

1. OcobeHHOCTH  TrOCyIapCTBEHHOIO  PEryJMPOBaHUS  IpeAebHBIX
OTILyCKHBIX LI€H MPOU3BOAUTEICH Ha JIeKapCTBEHHbIE TIPENApaThl, BKIIOYECHHbBIE
B [IepeueHb JKU3BHEHHO HEOOXOMAMMBIX H BaXXHEUIIMX JeKapCTBEHHBIX
MpernaparoB, YTBEpXIeHHble mocTaHoBleHUeM [IpaBurtenbcrBa Poccuiickoin
®eneparmu ot 31 oktsOps 2020 r. Ne 1771 "O6 yrBepxaeHUr ocobGeHHOCTEH
rocyJ1apCTBEHHOTO peryiIupoBaHuUs NpeAEIbHBIX OTIyCKHBIX LIEH
NpPOM3BONMTENIEM Ha JEKAapCTBEHHBIE Npenaparbl, BKIIOYEHHbIE B IEPEYEHb
KU3HEHHO HEOOXOIMMBIX W BaXXKHEWIIMX JIEKApCTBEHHBIX IIpenapaTos,
M BHECEHMM W3MEHEHHMHl B OTJE/IbHbIE aKkThl lIpaButensctBa Poccuiickoit
Oenepamn” (Cobpanue 3akoHonatenbcTBa Poccuiickoit ®Denepauum, 2020,
Ne 45, c1. 7124), 1ONONHUATE MyHKTOM 23 CEAYIOIIEro COAECPKaHUS:

"23.Ilpy HanMuMM B OTHOILLIEHHWHM OJHOTO JIEKAPCTBEHHOrO Ipernapara
pemienrss  MuHucTepcTBa  3apaBooxpaHeHuss  Poccuiickoil  ®Depepanmnu
0 MepeperucTpaluy MpeaesibHON OTITYCKHOM 1I€HBI Ha JIEKapCTBEHHBIN MpernapaT
B COOTBETCTBHM C HACTOSAIOMM JOKYMEHTOM, pelleHHs MuHucrepcrsa
3npaBooxpaHenus Poccuiickoit @enepanun 06 06s13aTeNIbHON NepeperucTpaiuu
B 2019 - 2020 romax mnpeAenbHOM OTIYCKHOM LIEHBI MPOU3BOAUTENS
B coorBercTBUM ¢  llpaBuimamMu  00s3aTeNbHOM  NepeperucTpanyu
B 2019 - 2020 romax 3aperuCTpUpOBaHHBIX NPEIENbHBIX OTIYCKHBIX LICH
IIPOM3BOAUTENICH Ha JIEKQpPCTBEHHBIE IIpEnaparhl, BKIIOYEHHEBIE B II€peyYeHb
KU3HEHHO HEOOXOJUMBIX M BaXKHEWUIIUX JIEKApCTBEHHBIX IIpenaparos,
yTBEep)KICHHBIMU mocTaHoBieHHneM IlpaBurenscTtBa Poccuiickoit ®enepanuu

4978095 .doc



ot 29 oktsabps 2010r. Ne 865 "O rocylapCTBEHHOM pEryJidpOBaHUH LieH
Ha JIeKapCTBEHHBbIE TMIpernapaThi, BKIIOYEHHblE B [EepeYeHb IKU3HEHHO
HEOOXOUMBIX W Ba)XXHEHIHMX JIEKAPCTBEHHBIX NpenapatoB”, U (WIHM) peleHus
MunncrepcTsa 3apaBooxpaneHus Poccuiickoit @enepanny 0 rocy1apCTBEHHOM
perucTpauyy NpeaelbHON OTIIYCKHOM LIEHBl IPOU3BOAUTENS HA JIEKapPCTBEHHBIM
npernapar B COOTBETCTBUM C OCOOEHHOCTSAMM OOpalleHHs JeKapCTBEHHBIX
IpenaparoB Uisi MEAULIMHCKOTO TPHUMEHEHUS, KOTOpble MNpelHa3HAYEHBI IS
IIPUMEHEHUS B  YCIOBUSIX yIpO3bl  BO3HUKHOBEHHUS, BO3HUKHOBEHMS
M JIMKBUJALIMM YpE3BBIYAWHOM CHUTyalMHM M U1 OpraHU3allHl OKa3aHUsI
MEIULMHCKOM TIOMOILIM JHIaM, TOCTPaAaBIIMM B pe3yJIbTaTe 4Ype3BbIYaHHBIX
CUTyallMid, TNpeaylpexIeHUs 4Ype3BblYailHbIX CUTyalud, MOpOQHIAKTUKU
U JedeHus 3aboneBaHMil, IMPEACTABISIOUIMX OMACHOCTh ISl OKPYXAIOIIUX,
3a0oneBaHUM U TOpaX€HUH, TMOJy4YEeHHBIX B pe3ylbTaTe BO3AEHCTBUS
HeONaronpHUsITHBIX XUMHYECKUX, OHUOJOTMYECKUX, PaJUallMOHHBIX (aKTOpPOB,
yTBEep)KAeHHbIMU MocTaHoBlieHueM [IpaButensctBa Poccuiickoit ®Denepanuu
ot 3 anpens 2020r. Ne441 "O6 ocobeHHOCTSX OOpallleHUs JEeKapCTBEHHBIX
IIpenapaToB JJisi MEIUIMHCKOTO INPHMEHEHHUs, KOTOpble IMpeJHa3HAUYEHBI ISl
NpUMEHEHUSI B  YCJIOBHUSIX  Yrpo3bl BO3HHUKHOBEHHUS, BO3HHUKHOBEHHS
U JIMKBHUJALMK Ype3BBIYAHHON CHUTyalluM M [UIS OpraHW3allid OKa3aHHUS
MEIULMHCKOM MOMOIIHU JIMIAM, MOCTPaJaBIlIMM B pe3yJibTaTe 4pe3BblYalHbIX
CUTyallMil, MpeayNnpexIeHUs Ype3BbIUYAMHBIX CUTyalMid, MOpOPHUIAKTHKA
U JeueHUs 3a0oJieBaHMH, NPENCTABISAIOIIMX ONACHOCTH ISl OKPYXaloIIUX,
3a0oneBaHUil U TIOpaXKEHWH, TONYYEeHHBIX B pe3yJbTaTe BO3JACHCTBUS
HeOIaronpUATHBIX XUMHYECKUX, OHOJOTHYECKHX, PaIuallHOHHBIX (aKTOpoB",
IPUMEHEHUIO TMOJUIXUT LE€Ha, 3aperucTpUpoBaHHAasi B  COOTBETCTBHU
C HACTOSIIIUM JOKYMEHTOM.".

2. AG3al;  4YeTBepTHIA IyHKTa 2  TocTaHOBiIeHust IlpaBuTenncTBa
Poccuiickoit ®enepamun ot 16 HosiOps 2020r. Ne 1832 "O BHeceHuu
u3MeHeHud B 1moctaHoBiieHHe IIpaButensctBa Poccuiickoit ®Denepauun
or 3ampens 2020r. Ne441" (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit
Oenepanuu, 2020, Ne 48, ct. 7718) nONMOMHUTH NPEJIOKEHUEM CIEAYIOMIETO
conepkanus: "IIpy HaIMYUKM B OTHOIIEHUH OJHOTO JIEKAPCTBEHHOTO Mpenapara
pemieHus ~ MuHucTepcTBa  3ApaBooxpaHeHuss  Poccuiickoit  ®Denepamuu
O TOCYJapCTBEHHOM  pErUCTpalldd  TMpeAesbHOM  OTIYCKHON  IIeHBI
IIPOM3BOJMTENS] ~ HAa  JIEKApCTBEHHBIA  IpemapaT B COOTBETCTBUH
¢ nocraHosieHnem llpaBurensctBa Poccuiickoii ®enepanum ot 3 ampeins
2020 r. Noe 441 wu pemenus MuHHCTEpCTBa 3ApaBOOXpaHeHUs Poccuiickoit
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Qenepanun 06 obs3aTenpHOW mepepeructpaimu B 2019 - 2020 romax
HOpelenbHOW OTIYCKHOM LIeHbl MPOU3BOJUTENSE B COOTBETCTBUM C IlpaBmiiamu
obs3aTenbHol nepepeructpanud B 2019 - 2020 romax 3aperucTpHPOBAHHBIX
IpeJeIbHbIX OTIYCKHBIX LIEH IPOU3BOJUTENEH Ha JIEeKapCTBEHHBIE IIpernaparsl,
BK/IIOYEHHbIE B II€pEeYeHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIHX
JeKapCTBEHHBIX IIpenaparos, YTBEPKIAEHHBIMU ITIOCTaHOBJICHHEM
[IpaButennctBa Poccuiickoit ®eneparmmt ot 29 oktabps 2010 . Ne 865
"O rocygapcTBEHHOM peryJMpOBaHMM LEH Ha JeKapCTBEHHBIE TMpemnaparsl,
BKJIFOUYEHHBIE B TME€pedYeHb JKU3HEHHO HEOOXOJUMBIX M  BaXKHEHIIMX
NeKapCTBEHHBIX npenapaTtos”, TIPUMEHEHUIO TIOAJIEKUT LIEHa,
3aperucTpUpoBaHHasi B COOTBETCTBMM C MOcTaHoOBieHUeM [lpaBurenncTBa
Poccuiickoit @enepanuu ot 3 ampesnst 2020 r. Ne 441.".
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