NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 8 anpenst 2021 r. N 556

O BHECEHMU MU3MEHEHUI
B HEKOTOPBIE AKTbI ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
ITO BOITIPOCAM I'OCYJAPCTBEHHOT'O
PETYJIMPOBAHNA ITPEOEJIbHBIX
OTITYCKHbIX 1IEH [TPOU3BOJUTEJIEN HA
JIEKAPCTBEHHBIE ITPEITAPATDI,
BK/IIOYEHHBIE B IIEPEYEHD JKU3HEHHO
HEOBXOJIMMbIX Y BAXXHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

[TpaBuTenbcTBO Poccuiickoit @emepaiiyn
IIOCTaHOBJISIET:

1. VTBepanTh npuiaraemMmble U3MeHeHNsI, KOTOpble
BHOCSITCS B aKThI [IpaBuTenbCcTBa POoCCuiickoin
@enepanuyu 1o BOIIPOCaM rocy1apCTBEHHOIO
peryaMpoBaHus NpeJe/IbHbIX OTITYCKHBIX L1eH
IIPOM3BOANTEJIeN Ha JIeKapCTBeHHbIe IIperaparhl,
BK/TIOUEHHbIE B IiepevyeHb XMU3HeHHO He0OX0IMMBbIX U
Ba)KHEJIIMX JIeKapCTBEHHBIX IIperaparos.

2. Hacrosiiiee mocTaHOBI€HME BCTYIAET B CUITY CO
IIHSI ero 0(PUILMaTbHOTO OITyOJIMKOBAHMSI.






IIpencenarens [IpaBuTe/NILCTBA
Poccuiickoi ®epepann
M.MUITYCTVH

YTBepsKaeHbI

TOCTaHOBJIeHMeM [IpaBuTeNbCTBA
Poccuiickoit @egepannn

ot 8 arpenst 2021 r. N 556

M3MEHEHUS,
KOTOPBIE BHOCSITCSI B AKTHI [TIPABUTEJIBCTBA
POCCUNICKON ®EIEPALININ

10 BOITPOCAM I'OCYZIAPCTBEHHOT'O

PET'YIMPOBAHUS IMTPEJEJIBHBIX
OTIIYCKHBIX LIEH ITPOU3BOOUTEJIEN HA
JIEKAPCTBEHHBIE [TPEITAPATHI,
BKJTFOUEHHBIE B ITEPEUYEHD JKM3HEHHO

HEOBXOJUMBIX I BAXKHEMIIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

1. OCOGEeHHOCTH TOCYIAPCTBEHHOIO PETYIMPOBAHMSI
Mpeae/ibHbIX OTIYCKHbBIX 1I€H MPOU3BOAUTENe Ha
JIeKapCTBEHHbIE TperaparThl, BKIIOUYEHHbIE B
repeveHb XKM3HEHHO HEOOXOMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX IperapaToB, yTBepKaeHHbIE
nocraHosneHueM IIpaBuTenbcTBa Poccuiickoi
depnepanyu ot 31 okTsi6pst 2020 . N 1771 "06
YTBepKIeHUM 0COOEHHOCTe rocyaapCcTBeHHOTO






peryjianpoBaHMs MpeaeJIibHbIX OTITYCKHBIX ILI€H
l'IpOI/I3B0IU/ITeJ'IeI‘/JI Ha JieKapCTBEHHbIE ITpeIiapaThl,

BKJIIOUEHHBbIE B IlepeveHb KM3HEHHO He0OX0IMMbIX U
BaKHENMIIMX JIeKapCTBEHHBIX ITPenapaTos, 1
BHECEHUU U3MEeHEeHU B OTAEe/bHbIE aKThbl
ITpaBuTenbcTBa Poccuiickoit @epepanyun” (Cobpanme
3aKoHoarenbcTBa Poccuiickoi @enepannu, 2020, N
45, cT. 7124), IOMTOJHUTH ITYHKTOM 23 CJIe IYIOIIEro
copep>kaHus:

"23. IIpy HAIMUMU B OTHOIIIEHUYM OJJHOTO
JIeKapCTBEHHOrO Iperapara pewenus Munucrepcrsa
3apaBooxpaHeHus Poccuiickoit ®emepaiim o
repeperucTpanuu rpeaeyibHOM OTITYCKHOM 1[eHbl Ha
JIeKapCTBEHHbI TperapaT B COOTBETCTBUM C
HaCTOSIIIMM IOKYMEHTOM, peleHnst MMHUCTepCTBA
3apaBooxpaHenus Poccuiickoit ®enmepaim o6
obs13aTebHOI nepepeructpanyy B 2019 - 2020 rogax
peeabHONM OTITYCKHON 11eHbl IPOU3BOAUTENS B
cootBeTcTBUM ¢ [IpaBmaMu 06s13aTeIbHOI
nepepeructpauuu B 2019 - 2020 rogax
3aperuCcTPUPOBAHHDIX NP e/bHbIX OTITYCKHBIX LIeH
MMPOM3BOANTEJIEeN Ha JIeKaPCTBEHHbIE MperaparThl,
BKJIIOUEHHbIE B IlepeveHb KM3HEHHO He0OX0IMMbIX U
BaKHENIIMX JIeKapCTBEHHbBIX IIpernapaTos,
YTBEpKIEHHbIMMU II0CTaHOBIeHVeM [IpaBuTenbcTBa
Poccuiickoit @epepaunmu ot 29 oktsa6ps 2010 r. N 865
"O rocynapCTBeHHOM peryMpoBaHuM LieH Ha






JIeKapCTBE€HHbIE IIperiapaThbl, BKJIIOUEHHbIE B
rnepedyeHb >XKU3HEHHO HEO6XOI[I/IMBIX Y BasKHEMIIUX

JIeKapCTBEHHBIX IIperapaToB’, U (MIn) peleHns
MuHucTepcTBa 3apaBooXpaHeHyst Poccuiickorni
@enepanyy 0 TOCyAapCTBEHHONM perucTpauumn
NpeneibHOM OTITYCKHOM LIeHbI TPOU3BOAUTES Ha
JIeKapCTBEHHBI TperapaT B COOTBETCTBUM C
0COOEHHOCTSIMU OOpalieHNsI JieKapCTBeHHBIX
npenapaTroB I MeIUIIMHCKOTO MpUMeHEeHMUs,
KOTOpbIe ITpeJJHa3HaueHbl JIJis TpMMeHeHMs B
YCIOBUSIX YTPO3bl BOSHUMKHOBEHMSI, BOSBHUKHOBEHMSI
U IMKBUAALMM YPE3BBIUANTHOM CUTYALUUU U JIJIS
OopraHu3alyuy OKa3aHus MeIUIIMHCKO MTOMOILIN
JUIAM, TTOCTPalaBIIMM B pe3y/bTaTe Ype3BbIUaiiHbIX
CUTYaLIMii, TpeaynpeskaeHs upe3BbluaiiHbIX
CUTyaruit, npoPuUIaKTUKA U JieueHus 3a601eBaHMIA,
MpeaCTaBISIONIMX OMTACHOCTD AJ1S1 OKPY>KAIOIIUX,
3a60s1€BaHMI U TIOPAsKEeHUIA, TTIOTYYEeHHBIX B
pe3yJbTaTe BO3AeCTBYUS HeOIaronpusTHBIX
XVMMMUYECKUX, OMMOIOTUYECKUX, PaAMallMOHHbIX
(akTOpPOB, YTBEPKOEHHBIMMU ITOCTAHOBIEHEM
[TpaBuTenbcTBa Poccniickoii @epepaiiyivt OT 3 anipess
2020 1. N 441 "O6 0cO6G€HHOCTSIX 00 palleHUs
JIeKapCTBEHHBIX IperapaToB AJ1s1 MeOUIIMHCKOTO
MpUMeHeHNs], KOTOpbie TpeJHa3HaueHbI JJIs
MIpUMEeHEeHUs B YCJIOBUSIX YTPO3bl BOSHMKHOBEHMS,
BO3HMKHOBEHMS U IMKBUAALIMM Upe3BbIYaiiHO






CUTyauuun 1 4jisd OpraHn3anumm OKa3aHusa
MeIOULIMHCKO ITOMOIIN JngaM, rocTpagaBiinM B

pesy/ibTaTe Upe3BblYaiiHbIX CUTYaALIWIA,
npenynpexxaeHus Ype3BbIlualiiHbIX CUTYaLUIA,
podUIaKTUKM U JieueHUs 3a00/1eBaHMiA,
MPeCTaBISIOIIMX OMTACHOCTD [J1S1 OKPYXKaKIINX,
3a00J1eBaHNI1 U TTOPAKEHWI, TIOTYYEHHBIX B
pe3y/bTaTe BO3/AeiCTBYUS HeOIaronpusTHbIX
XMMMUYECKUX, 6110I0TUYeCKIUX, paMalMIOHHbIX
(axkTOpOB", MPUMEHEHMIO MOJIeKUT 1IeHa,
3aperucTpUpoBaHHas B COOTBETCTBUM C HACTOSALIUM
IOKYMEHTOM.".

2. A63ai1y ueTBepThIN MMyHKTA 2 IMOCTAHOBIEHMUS
[IpaBuTenbcTBa Poccuiickoit ®epepanyiu oT 16
Hos16pst 2020 7. N 1832 "O BHeceHUM U3MeHeHUit B
rnoctaHoBjieHue IIpaBuTenbcTBa Poccuiickoit
@enepanyu ot 3 anpens 2020 . N 441" (CobpaHue
3aKOHomaTtebCcTBa Poccuiickoin ®enepannn, 2020, N
48, cT. 7718) mONOJHUTD TIPeaIOKeHMEM
cJIeyIoIIero comepskanus: "Ilpu HalIuuum B
OTHOILIEHMM OTHOTO JIeKapCTBEHHOTO ITpeIapara
pelieHMss MUHMCTEPCTBA 3IpaBOOXpaHeHUs
Poccuiickoit @enepaiiyiu 0 rocygapCTBEHHOM
perucTpauum npeaeabHOi OTITYCKHO ITeHbI
MMPOM3BOANUTES Ha JIeKapPCTBEHHbII IIpernapar B
COOTBETCTBUM C IIOCTAaHOBJ/IeHMEeM [IpaBuUTeIbCTBA
Poccuiickoit ®epepauyu ot 3 anpens 2020r. N 441 u






pelieHuss MUHMUCTEPCTBA 34paBOOXPaHEHMS
Poccuiickoitr @egepanym 06 06s13aTeIbHOI
nepepeructpauuu B 2019 - 2020 rogax npeneabHON
OTIYCKHOJ 1IeHbl TPOM3BOAUTENSI B COOTBETCTBUMU C
[TpaBunamu obs13aTenbHOM epepeructpaiym B 2019
- 2020 rogax 3aperucTpMpoOBaHHBIX MPeeTbHbIX
OTMYCKHBIX 1IeH TPOMU3BOAUTEEeH Ha TeKapCTBeHHbIE
rperaparhl, BKIIOUeHHbIE B IlepeueHb KM3HEHHO
HEeOOXOAMMBIX U BasKHEIINX JieKapCTBE HHBIX
MperapaToB, YTBEPKAEHHbIMU [TOCTAaHOBJIEHEM
IIpaBuTenbcTBa Poccuiickoi @enepanyiu ot 29
okTsi6pst 2010 r. N 865 "O rocyapcTBeHHOM
peryJiMpoBaHMM 1ieH Ha JieKapCTBeHHbIe Mpenaparhl,
BK/TIOUEHHbIE B ITIepevyeHb XMU3HEHHO HE0OXOIMMBIX U
Ba)KHEMIINX JIEKAPCTBEHHBIX TIPernapaToB”,
MPUMEeHEeHUIO TTOJIEXXUT 11eHa, 3aperMCTpUupoBaHHas
B COOTBETCTBUM C TTIOCTaHOBIeHMEeM [IpaBuUTenbCTBA
Poccuiickoit ®enepauyu ot 3 ampeinst 2020 r. N 441.".






