NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 8 anpesnst 2021 r. N 556

O BHECEHMU U3MEHEHUI
B HEKOTOPBIE AKTBI [TIPABUTEJIBCTBA POCCUIMCKO ®EJEPALIVIN
ITO BOITIPOCAM I'OCYIJAPCTBEHHOTI'O PET'YJIMPOBAHN ITPENEJIBHBIX
OTITYCKHBIX LIEH [TPOM3BOJIUTEJIEN HA JIEKAPCTBEHHbIE
ITPETTIAPATHI,
BKJ/IIOYEHHBIE B ITEPEYEHD JKU3HEHHO HEOBXOJVMbIX U
BASKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

[TpaBuTtenbcTBO Poccuiickoi @enepaniyt MOCTAHOBIISIET:

1. YTBepauTsh nipmuiaraeMbie U3MEHEHMsI, KOTOPbIe BHOCSITCS B aKThI
ITpaBuTenbcTBa Poccuiickoin @enepaium mo BOIIPOCAM rocyJapCTBEHHOT O
peryJimpoBaHus NpeLe/ibHbIX OTITYCKHBIX LIeH IIPOU3BOAUTENIeN Ha
JIeKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B IlepeuyeHb )KM3HEHHO
HEeOOXOAVMMBIX Y BasKHEIIINX JIeKAPCTBEHHBIX ITPeIapaToB.

2. Hacrosiee mocTaHoOBI€HME BCTYIIAET B CMITY CO IHS €ro ouiasbHOTo
OTMyOIMKOBaHMS.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi @eneparnin
M.MUITYCTUH

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepaiin

ot 8 ampenst 2021 1. N 556

M3MEHEHNA,
KOTOPBIE BHOCSTCS B AKTBI IIPABUTEJIbCTBA POCCUIICKOM
®EJEPALIN
I10 BOITPOCAM I'OCYJAPCTBEHHOTI'O PETYJIMPOBAHUV ITPEJEJIBHBIX
OTITYCKHBIX LIEH ITPOV3BOJIUTEJIEN HA JIEKAPCTBEHHBIE
[TPEITAPATHI,
BKJ/IIOYEHHBIE B ITEPEYEHD JKU3BHEHHO HEOBXOJVIMbIX U



BASKHEMILNVX
JIEKAPCTBEHHDBIX ITPEITAPATOB

1. Oco6eHHOCTM TOCYyIaPCTBEHHOTO PETYIMPOBAHMSI TTpee/IbHBIX
OTITYCKHBIX LI€H TPOM3BOAUTEJIEN HA JIeKaPCTBEHHbIE IIperaparsl,
BK/IIOUEHHbIE B ITIepeveHb JKM3HEHHO HEOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHbIX MperapaToB, yTBepsKIeHHbIe [TOCTAaHOBIEHEM
[TpaButennbcTBa Poccuiickoit @epepannm ot 31 oktsiopst 2020 r. N 1771 "O6
YTBEPKAEHUY 0COOEHHOCTE rocyIapCTBEHHOTO PETyIMPOBaHMS
rpefe/ibHbIX OTITYCKHbBIX LIEH TPOMU3BOAUTENE Ha IeKapCTBEHHbIE
Tperaparhl, BKIIOUEHHbIE B IIe€peUeHb KM3HEHHO HEOOXOIMMBbIX U
Ba)KHEN X JIeKapCTBEHHbBIX IpernapaToB, M BHECEHUM U3MeHeHUl B
oTaenbHbIe akThl [IpaBuTenbcTBa Poccuiickoit @emepauyn” (Cobpanue
3aKoHomaTeabCcTBa Poccuiickoit ®emepanyn, 2020, N 45, cT. 7124),
IOTIOJIHUTH ITYHKTOM 23 CJIeYIONIero ComepskaHnus:

"23. [Ipy HaAMUMM B OTHOIIIEHUM OJHOTO JIeKapCTBEHHOTIO Iperapara
penieHnss MuHuCTepCcTBa 3a4paBooxpaHenus Poccuiickoin @epepannum o
repeperucTpanum npeaeabHO OTIYCKHON 1IeHbI Ha JIEKAaPCTBEHHbIN
rperiapaT B COOTBETCTBUM C HACTOSAILIMM JOKYMEHTOM, pelleHs
MunmcTepcTBa 3apaBooxpaHeHust Poccuiickoit @emepaiiny 06
obs13aTenbHOI repepeructpannuy B 2019 - 2020 rogax nmpepenbHOM
OTITYCKHOJ LIeHbl [IPOM3BOAUTEIISI B COOTBETCTBIY C [IpaBuiamu
obs13aTenpHOI epepeructpanyu B 2019 - 2020 romax
3aperucTPUPOBAHHBIX ITPeJleIbHBIX OTITYCKHBIX L|eH IIPOU3BOAUTE el Ha
JIeKapCTBEHHbIE TIperapaThl, BKIOUYEHHbIE B IIepeuyeHb SKM3HEHHO
HEeOOXOAVMMBIX Y BasKHEIIINX JIeKAPCTBEHHBIX ITPEeIapaTos,
yTBepKJIeHHbIMM TOCTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoii
®epnepanyu ot 29 okTsi6pst 2010 r. N 865 "O rocynapcTBeHHOM
peryJimpoBaHMUM LI€H Ha JIeKapCTBEHHbIe Ipernaparhbl, BKIOUEHHbIE B
TepeveHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX JIeKapPCTBEHHBIX
rnpenaparos’, 1 (Win) pemieHnss MUHUCTEPCTBA 34 paBOOXPaHEHUS
Poccuiickoit ®enepaniiyt 0 TOCYAapCTBEHHON perucTpauuy npeaeabHOon
OTITYCKHOJ LIeHbI [TPOM3BOAUTEJISI HA JIEKAPCTBEHHBII IIperapar B
COOTBETCTBUM C 0COOEHHOCTSIMM 0OpallieHNs IeKapCTBEHHbIX ITpernapaTos
IJISI MEAUILIMHCKOTO TIpYMeHeH s, KOTOpble mMpegHa3HaYeHbl 1151
MIpUMeHEeHMUs B YCIOBUSIX YTPO3bl BOSHMKHOBEH ST, BOSHUKHOBEHMS U
JIMKBUA AU Ype3BbIUAMHOM CUTYaLUM U IJ1 OpTaHU3aL MM OKa3aHUs
MeIMLUMHCKOM IMTOMOILM JIMLAM, ITIOCTPaAaBUIMM B pe3yJibTaTe



ype3BbIYANHBIX CUTYaLUii, TpeayIpeskaeHs Upe3BbluaiiHbIX CUTYaLIUIA,
MpObMIAKTUKM U JIedeHUsT 3a00/1eBaHMA, TTPeACTABIISIONINX OMTACHOCTD JIsT
OKpY>KaIoLIMX, 3a60IeBaHMIi ¥ TTOPakeH Ui, IOJTyUeHHbIX B pe3y/IbTaTe
BO3/Ie/CTBUS HeOIarompUSITHBIX XMMUUYECKIX, OM0IOTMYeCKUX,
paguaIMOHHbIX (haKTOPOB, YTBE PsKIEHHBIMM ITOCTAHOBI€HVEM
[TpaBuTenncTBa Poccuiickoit ®epepanum ot 3 anpens 2020 1. N 441 "06
0COOEHHOCTSIX 0OpaleHNs TeKapCTBEHHbIX ITPenapaToB s
MeJIUILIMHCKOTO MPMMeHeHMsI, KOTOpbIe TpeqHa3HaueHbl JIJisI TP MeHeHMs B
YCJIOBUSIX YTPO3bl BOSHUMKHOBEHMSI, BOSHMKHOBEHMUS U IMKBUI AU
Yype3BbIYAIHOM CUTYalIM U /IS OpTaHU3alMy OKa3aHUSI MeIUIMHCKO
MOMOIIIY JIUIIaM, TOCTPAJaBIIMM B pe3yJibTaTe Upe3BbluaiitHbIX CUTYyaIU,
MpenyrpexaeHns Ype3BbIlYaiiHbIX CUTYaIU, TPODUIAKTUKYA U JIEUeHUST
3ab0JieBaHMit, TIPEICTABIISIONINX OMACHOCTD JJIsI OKPY>KAIOIINX,
3a60/1€BaHMIt U TIOPAKEeHMIA, TIOTyYeHHBIX B pe3y/ibTaTe BO3IeCTBUS
He6IaroMPUSITHBIX XMMUUYECKIUX, OMOJIOTMYECKNUX, PAAMALIMOHHBIX
(dakTOpOB", MpUMEHEeHMIO MOJIEXXUT 1leHa, 3aperucTpUpoBaHHAs B
COOTBETCTBUM C HACTOSIIUM JOKYMEHTOM.".

2. AG3aIl YeTBepThIii ITyHKTA 2 TTocTaHOBIeHMs [IpaBuTenbcTBa Poccuiickoit
@®epepauyu ot 16 Hos16pst 2020 1. N 1832 "O BHeCeHUM U3MEHEHUI B
rnoctaHosiieHye IIpaButenbcTBa Poccuiickoit @enepanyy ot 3 anpenst 2020
r. N 441" (Cobpanme 3akoHomaTenbcTBa Poccuiickoit ®emepauyn, 2020, N
48, cT. 7718) HOMOJHUTD MpeaokKeHeM cienyloilero cogepxxauus: "[Ipu
HaJIN4YUU B OTHOLIEHUM OJHOTO JIEKapPCTBEHHOTIO Mperapara pelieHus
MwuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepaunm o
rOCyfapCTBEHHO perucTpauuu rnpeneibHoOi OTIYCKHONM LeHbI
MIPOU3BOAUTENIS HA JIeKapCTBEHHBIN ITpenapaT B COOTBETCTBUM C
rnoctaHoByieHueMm IIpaBurtenbcTBa Poccuiickoi @enepanum OT 3 arpess
2020 r. N 441 n pemienuss MuHMUcTepCcTBa 34paBooxpaHeH st Poccuitckoi
denmepanyu 06 06s3aTenbHOI Mepepeructpauyu B 2019 - 2020 rogax
rpefesbHOM OTITYCKHOM LeHbI TPOMU3BOAUTEIISI B COOTBETCTBUM C
[TpaBunamu obs3aTenbHOI mepepeructpauyy B 2019 - 2020 rogax
3aperncTpUpPOBAHHbBIX MIpeAe/ibHbIX OTITYCKHBIX 1LI€H IPOU3BOAUTEIIEN Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIIOUEHHbIE B IepeUYEeHb XKM3HEHHO
HEeOOXOAMMbIX U BasKHEHIINX JIeKapCTBEeHHBIX ITperapaTos,
YTBePXKIEeHHBIMU M0CTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoi
®emeparyu ot 29 okTsi6pst 2010 r. N 865 "O rocygapcTBeHHOM
peryaupoBaHuM 1IeH Ha JIeKapCTBEHHbBIE MperapaThl, BKIUYEHHbIE B
repevyeHb KM3HEHHO HeOOXOAMMBbIX U BasKHEMIIIMX JIeKaPCTBEHHBIX



IpenapaToB’, IPMMeHEeHUIO MOAJIEXXUT 1ieHa, 3aperMCTPUPOBAaHHAS B
COOTBETCTBUM C ITocTaHOBeHMeM [IpaBuTtenbcTBa Poccuiickoit @enepanym
ot 3 anpenst 2020 r. N 441.".



