IIPABUTEJILCTBO POCCHUHCKOMN ®EJEPAITAN
ITIOCTAHOBJIEHHE

ot 18 HosOpst 2020 r. No 1858

MOCKBA

O BHecennHu n3meHeHnuii B IlpaBniia o0s3aTeIbHOH NepeperucTpanuy
B 2019 - 2020 rogax 3aperncTpUpPOBAHHBIX NpeAeJbHbIX OTHYCKHBIX LEeH
NpPOH3BOAMTEJICH Ha JleKapCTBEeHHbIe MPenapaThl, BKJIIOYEHHbIE
B NlepeYeHb ’KU3HEHHO HeOOX0AHMBbIX H BaKHEHINX
JIEKApPCTBEeHHBbIX NPenapaToB

IIpaButenscTBO Poccuiickoit @enepalim O CTAHOBJA A ET ¢

1. YTBepauTh IpuiiaraeMbele U3MEHEHUs], KoTopble BHocATcs B IIpaBuia
obs3aTensHON mepepeructpanuu B 2019 - 2020 romax 3aperucTpUpOBaHHBIX
HpeAeNbHBIX OTIYCKHBIX LI€H IPOMU3BOJUTENICH Ha JIEKApCTBEHHBIE IIPEaparTsl,
BKIIOYEHHBIE B IIepedYeHb JKU3HEHHO HEeOOXONMMBIX M  BaXKHEHIIMX
JIeKapCTBEHHBIX IPENaparoB, YTBepXXAeHHbIE NocTaHOBIeHHeM lIpaBuTensCcTBa
Poccuiickoit @enepanuu ot 29 oktabps 2010 r. Ne 865 "O rocynapcTBEHHOM
peryIupoBaHUM LIeH Ha JIEKapCTBEHHBIE NpenapaThl, BKIIOYEHHEBIE B IIEPEYECHb
KM3HEHHO HEOOXOOMMBIX M BaXXHEHIIWX JIEKAPCTBEHHBIX IIpernapaToB”
(Cobpaune 3akoHOoxarenscTBa Poccuiickoit ®enepanyu, 2010, Ne 45, ct. 5851;
2019, Ne51, ct.7649; OdunuanpHblii HHTEpHET-IOpTal  IPaBOBOM
uHbopManuu (Www.pravo.gov.ru), 2020, 3 Host6ps, Ne 0001202011030002).

2. Hacrosimee mocTaHOBIEHWE BCTyNaeT B CHIYy C€O JHS  €ro
OohHIMANTEHOTO OITyOIMKOBaHHWS M paclpoCTpaHseTCs Ha IPaBOOTHOLICHHS,
Bo3uukinue ¢ 1 mapra 2020 r.

Ipencenarens IlpaBuren

Poccuiickoit enepan M.Muiryctus
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VTBEPXJAEHDI
nocraHoBieHueM [IpaBurensCcTBa

Poccutickoit ®enepanuu
otT 18 mosi6pst 2020 r. Ne 1858

NU3MEHEHMII,

xoTopblie BHOcsTes B [IpaBuaa 00si3aTe1bHOM NepeperucTpauny
B 2019 - 2020 rogax 3aperucTpHPOBAHHBLIX NPeAEJbHLIX OTIYCKHBIX LI€H
nNpou3BoAMTeNeil Ha JIeKapCTBEHHbIE NIPenapaThl, BKIOYEeHHbIE B
nepevYenb JKU3HEHHO He00X0AMMBIX H BasKHEHIIHX
JIeKapCTBeHHBIX NpenapaToB

JlomOMHUTE ITyHKTaMU 15' u 15° CJIEIyIOLIErO COAEPXKaHUS:

"15!. B ciaydae ecnmu Ha JaTy NPUHATHS YKAa3aHHOTO B MyHKTe 15
Hactosmux IlpaBun pemenns @enepanbHO aHTUMOHOIIONBHOM  CITyKOBI
O COIVIaCOBAaHUH IMpeJeIbHOA OTIYCKHOM ILIeHBl IIPOM3BOJIUTENS  Ha
pedepeHTHBII JIeKapCTBEHHBIH IIpemnapaT TaKOH JIeKapCTBEHHBIN Mperapar Kak
He OTBEYAIoIUil KpUTEPHUAM, YKa3aHHBIM B IMyHKTe 11 cTathu 4 denepansHOro
3axoHa "O6 obpallleHnH JIEKAPCTBEHHBIX CPEICTB", HE ABNAETCA peepPEeHTHEHIM
JNIEKapCTBEHHBIM IpenapaToM, MHUHHCTEPCTBO 3ApaBoOXpaHeHus Poccuiickoi
denepanuy yBeIOMIIIET JepiKarelld MM Biafeblla PerucTpalioHHOro
YIIOCTOBEPEHHs JIEKAPCTBEHHOTO Ipenapara (yHOJHOMOYEHHOE UM JIMLO),
TIpeCTABUBIIETO IOKYMEHTHI, yKa3aHHble B IyHKTe 4 Hacrosummx llpasui,
00 3TOM, a TaKke 00 OCYIIECTBIEHUH B OTHOIIEHMH JAHHOIO JIEKapCTBEHHOI'O
mpemnapara (BOCTIPOU3BEZEHHOTO, 0M0aHaJIOTOBOIO (bromomo6HOTO)
00s13aTeNIbHON  MepeperucTpallid  NpefesbHOM  OTIYCKHOM  LIeHBl  Ha
JNeKapCTBEHHEINM IIpemapar B COOTBETICTBMH C IIyHKTamHu 15, 39 wm 41
Hacrosmux IlpaBmn ©  BO3BpallaeT  J€p)KaTeJIl0 WO  BIAACNbLY
perucTpaliiOHHOro YIOCTOBEpPEHHUS JIEeKapCTBEHHOTI'O rpenapara
(yIIOTHOMOYEHHOMY UM JIHIly ) IPEJCTAaBIEHHbIE JOKYMEHTH.

15%. B ciayuae ecmu Ha 1 mapra 2020 r. JIeKapCTBEHHBIH IIperapar
B COOTBETCTBUM C TpeOoBaHusAMM TyHKTa 11 cratem 4 DenepalbHOro 3aKOHa
"O6 ofpalleHHH JIEKapCTBEHHBIX CpeicTB”  sBIAeTCH  pepepeHTHHIM
JIEKapCTBEHHBIM IIpemaparoM, MUHHCTEPCTBO 3paBOOXpaHeHus Poccuiickon
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Qenepanyy  HampapisgeT [IEpKaTeIl0 WM BIAAeNbly pPerucTPalMOHHOIO
YIAOCTOBEPEHHS JIEKAPCTBEHHOIO mpenapara (YHOJHOMOYEHHOMY HM JIMLY)
yBEeJIOMJIEHHE 00 3TOM M O HEOOXOIMMOCTH TMPEICTaBIEHHsT JOKYMEHTOB,
yKa3aHHBIX B TiyHKTe 4 Hacrosiumx  IlpaBun, B TeuyeHHe
10 pabounx aHeH CO [IHA NOMyYEHHUs YKa3aHHOTO YBEAOMIICHUS: MUHHUCTEPCTBA
3npaBooxpaHenus Poccuiickoit ®enepamuu.”.
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