MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 8 anpens 2021 r. Ne 556

MOCKBA

O BHeceHNHU M3MeHEHHIT B HeKOTOpbIe aKkThI [IpaBuTe/bCTBA
Poccuiickoii @eaepanuy 1Mo BOIPOCAM roCyAapCcTBEHHOI0 PeryJMpoOBaHusA
npeaeJbHbIX OTIYCKHBIX LIeH NPOM3BOAUTE/Iei HA JTeKapCTBEHHbIE
npenaparbl, BKJIYEHHbIC B IEPEeYCHb KU3HEHHO HE00X0AMMBIX
¥ Ba)KHEHIIMX JIEKAPCTBEHHBIX NPENapaTos

[IpaBuTenbcTBO Poccuiickon denepailii MO CTAHOBJA S € T !

1. YTBepauTh mnpuiiaraeMble HM3MEHEHHUS, KOTOPhIE BHOCATCS B aKThI
[IpaButenbctBa Poccuiickorn @enepanuu MO BOMNPOCAM TOCYIAPCTBEHHOTO
peryJaupOBaHUs MPEAEIbHBIX OTITYCKHBIX [IeH MIPOU3BOAUTENIEH
Ha JICKAPCTBEHHbIC MpEnaparbl, BKIIOYEHHBIE B IMEPEYECHb KU3HEHHO
HEO0OXOIMMBIX U BOKHEHUIIIMX JIEKAPCTBEHHBIX MPENapaToB.

2. Hactosimee mocTtaHoOBJIEHHWE BCTYMaeT B CHIYy CO JHS  €ro
o(pUIMaTBEHOTO OMYOIMKOBAHMS.

[Ipencenarens [IpaBurenscrBa
Poccuitickon Oenepaunu M.Muiryctua



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 8 anpensa 2021 r. Ne 556

N3IMEHEHMUA,

KOTOpPbIe BHOCATCA B aKkThI IIpaBurtenncTrBa
Poccuiickoit degepaunu Mo BONPOCamM rocyJapcTBEHHOIr0 peryJiipoBaHus
npeaebHbIX OTILYCKHBIX IIeH IPOU3BOAUTEICH HA JIeKAPCTBEHHbIE
npenaparbl, BKJIKYCHHbIE B IIePeYeHb KU3HEHHO HE00X0AMMBbIX
U BaKHEHIINX JIEKAPCTBEHHBIX NMpPenapaTroB

1. OcoO0eHHOCTH  TOCYAapCTBEHHOTO  PETyJUPOBAaHUS  MPEAEIIbHBIX
OTIYCKHBIX LIEH NPOU3BOAUTENIEN Ha JIEKAPCTBEHHBIE MPENaparsl, BKIOYECHHbBIE
B II€PEUYCHb IKUZHEHHO HEOOXOJMMBIX U BaXKHEUIIUX JIEKAPCTBEHHBIX
MpenapaToB, YTBEPKIACHHbIE TMOcTaHOBIeHUEM [IpaButenscrBa Poccuiickoit
®enepauuu ot 31 okts0pa 2020 r. Ne 1771 "O0 yrBepkIeHUH 0COOEHHOCTEM
roCyJapCTBEHHOTO pEryJIMpOBaHUS MPEAETbHBIX OTITyCKHBIX LEH
IIPOU3BOJIUTENIE HA JIEKAPCTBEHHBIE IIPENApPAThl, BKJIIOUYCHHBIE B IIEPECUYCHb
KU3HEHHO HEOOXOJUMBIX M BaXKHEWIIMX JIEKaPCTBEHHBIX IpENapaTos,
M BHECEHMM W3MEHEHHMU B OTHenbHble akThl [IpaButenbcTBa Poccuiickoit
®enepauun” (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®enepauuun, 2020,
No 45, ct. 7124), 1ONIOAHUTH IMMYHKTOM 23 CIEAYIOIIETO COAEPKaHUS:

"23. Ilpy HaMUUM B OTHOIIEHUH OJIHOTO JIEKAPCTBEHHOI'O Iperapara
pemiennss  MunHuctepcTBa  3ApaBooxpaHeHuss — Poccuiickonn = Denepauuu
O IEepPEPErucTpaLvu IpeaeIbHON OTIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN Ipenapar
B COOTBETCTBUM C HACTOSIIMM JIOKYMEHTOM, peuieHuss MuHucrepcTsa
3npaBooxpaHeHust Poccuiickoit @enepanuu 06 00s13aTeIbHON EpeperucTpanm
B 2019 - 2020 romax mnpeaenbHOM OTIYCKHOW 1I€HBI MPOWU3BOJAUTENS
B coorBerctBUM Cc  [lpaBuimamu  00s3aTe€nbHON  TEpeperucTparvu
B 2019 - 2020 romax 3aperucTpUpOBAHHBIX MPEACIbHBIX OTHYCKHBIX II€H
MIPOU3BOJIUTENIE HAa JIEKAPCTBEHHBIE IMPENApPaThl, BKJIIOUCHHBIE B IEPECUYCHb
KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpENapaTos,
YTBEPXKICHHBIMU TIOCTaHOBJIEHMEM [IpaButensctBa Poccuiickont depepanuu



or 29 oktsi6pss 2010 r. Ne 865 "O rocymapCTBEHHOM pEryJIMpOBAHUM IIEH
Ha JIGKapCTBEHHBIE INIpenapaThl, BKJIIOYEHHBIE B IIE€PEYEHb IKU3HEHHO
HEOOXOJMMBIX M BOXKHEHUIIMX JIEKAPCTBEHHBIX IpenapaToB’, u (WIu) peuieHus
MuHucTepceTBa 3apaBooxpaneHus Poccuiickon denepauuu 0 rocy1apCTBEHHON
pEerucTpanvy NpeaesibHOW OTIMYCKHOW LIEHBI TPOU3BOINUTENS Ha JIEKAPCTBEHHBIN
npenapar B COOTBETCTBUU C OCOOCHHOCTAMH OOpalieHusl JIeKapCTBEHHBIX
IpenapaToB [yl MEIULMHCKOrO MPUMEHEHHUS, KOTOpbIE MpEAHA3HAYEHBI IS
NPUMEHEHUSI B  YCIOBHSX  YIpO3bl  BO3HUKHOBEHHS, BO3HUKHOBEHHS
M JIMKBUJALUMHM YPE3BbIYAHOM CHUTyallMM W [JIs OPraHU3aliu OKa3aHUusd
MEJIMIIMHCKOM TOMOIIM JIMIaM, MOCTPaJaBIIMM B PE3yJIbTaTE 4YpPE3BbIYANHBIX
CUTYyallui, TIPEAYNPEXKICHUS UYPE3BBIYANHBIX CHUTyalluid, TPOPUIAKTUKA
U JiedeHus 3a00JeBaHUM, MPEACTABJISIONMX OMACHOCTh JMJI OKPYXAIOIIUX,
3a00JIeBaHUN M TOPaKEHUW, TOJYYEHHBIX B peE3ylibTare BO3JECHCTBUS
HEOJAroNpUsITHBIX XWMHUYECKHX, OHOJOTUYECKUX, PaTUAIMOHHBIX (aKTOPOB,
YTBEPKACHHBIMU TOcTaHOBJIeHHEM IIpaBurenscrBa Poccuiickonn Penepauunun
ot 3 anpens 2020 r. Ne 441 "OO6 ocoOGeHHOCTSIX OOpallleHusl JeKapCTBEHHBIX
npenapaToB sl MEIULMHCKOTO MPUMEHEHHS, KOTOPbIE MPEIHA3HAYEHBI IS
NPUMEHEHUSI B  YCIOBHSIX  YIpO3bl  BO3HUKHOBEHHUS, BO3HHUKHOBEHHS
M JIMKBUJAUMKM YPE3BBIYAHHOM CHUTyalMH U JUIsi OpraHu3alid OKa3aHUs
MEJIMIIMHCKOW TIOMOIIM JIMIaM, MOCTPaJaBIIMM B PE3YJIbTaTE YpPE3BbIYANHBIX
CUTYyallui, TPEAYNPEKACHUS UYPE3BBIYANHBIX CHUTyallMi, MPOPUIAKTUKH
U JiedeHus 3a00JeBaHUM, MPEJCTABISIONIMX OMACHOCTh JUIS OKPYXKAIOIIUX,
3a00IeBaHUN M TIOPAKEHWUW, TIONYUYEHHBIX B pe3yJibTaTe BO3JEHCTBUS
HEOJIaroNnpUATHBIX XUMHUYECKUX, OHOJOTHYECKHX, pagualldiOHHBIX (haKTOpoB'",
NPUMEHEHUIO TOJISKHUT 1I€HAa, 3apEerUCTPUPOBAHHAsT B  COOTBETCTBUH
C HACTOSIIUM JJOKyMEHTOM. "

2. AG3air  4YeTBepTHIH MyHKTAa 2  mocTaHoBIeHUsi l[IpaButenbcTBa
Poccuiickoit  ®eneparuun ot 16 HosiOpss 2020 r. Ne 1832 "O BHeceHuUM
u3MeHeHuid B nocraHoBiieHue IIpaBurtensctBa Poccuiickont denepaunn
or 3ampemss 2020r. Ne 441" (CoOpanme 3akoHOmaTenbcTBA Poccuiickoit
@epneparuu, 2020, Ne 48, ct. 7718) DONOJHUTH MPEATIOKEHUEM CIEAYIOIIETO
conepkanus: '1Ipu HaTUYUK B OTHOLIEHUH OJHOTO JIEKAPCTBEHHOIO Ipernapara
pemienuss  MuHucTepcTBa  3apaBooxpaHeHuss  Poccuiickon — Denepauuu
O TOCYIApCTBEHHOM  PErUCTpallMM  IPEACIbHOM  OTIYCKHOM  LIEHBI
NpPOU3BOJIUTENIE  HA  JIGKAPCTBEHHBIM  Mpemapar B COOTBETCTBUHU
c nocraHoBieHueMm [IpaBurensctBa Poccuiickoit ®enepauuu or 3 anpens
2020r. Ne441 wu pemenus MunuctepcTBa 3apaBooxpaHeHust Poccuiickoil



deneparun 00 oOs3aTenbHOM mnepepeructpauun B 2019 - 2020 romax
NpeesIbHON OTIYCKHOM II€Hbl MPOU3BOAMTEINSA B COOTBETCTBUM C llpaBmnamu
obsi3atenbHOM Tepepeructparuu B 2019 - 2020 rogax 3aperucTpupOBaHHBIX
MpelesbHbIX OTIYCKHBIX I[€H MPOU3BOAUTENICH Ha JIEKaPCTBEHHBIE MpEmaparhl,
BKJIIOYCHHBbIE B TIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX U  Ba)KHEUIIUX
JIEKapCTBEHHBIX Mpenaparos, YTBEPKJICHHBIMU MOCTaHOBJICHUEM
[IpaButenscTtBa Poccuiickoit @epepanuu oT 29 okTsiops 2010 r. Ne 865
"O rocyaapCTBEHHOM pEryJMPOBAaHUM II€H Ha JIEKQpCTBEHHBIC INPENapaThl,
BKJIIOYCHHBbIE B TIEPEUYCHb IKU3HEHHO HEOOXOAMMBIX M  BAKHEUINIHX
JICKapCTBEHHBIX npenaparos”, IPUMEHEHUIO MOJIJICKUT 1IeHa,
3apEeTUCTPUpPOBAHHAs B COOTBETCTBMM C TocTaHoBiieHHeM [IpaBurtenbcTBa
Poccuiickoit @enepanuu ot 3 ampeins 2020 r. Ne 441.".




