MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENApaToOB

B coorBercTBMM € TOANMYHKTOM «a» myHKra 32 IlpaBun rocymapCTBEHHOM
pEruCTpalliid U MEepPEeperucTpaly yCTAHABIUBAEMbBIX MPOU3BOAUTENIAMH JIEKAPCTBEHHBIX
IpenaparoB NPeJebHBIX OTIMYCKHBIX LIEH Ha JICKAPCTBEHHbIEC MPenaparhl, BKIIOUEHHbIE B
NepeyeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPKJACHHBIX nocTaHoBieHueM [IpaButennscrBa Poccuiickoit @enepanuu ot 29.10.2010
Ne 865 (manee coorBerctBeHHo - IlpaBuna, mnepeuennr JKHBIIII), ®enepanphas
aHTUMOHOIIOJIbHAS  CIy»0a paccMoTpena JOKYMEHTBI, TIPEJCTaBIE€HHbIE MHUCHMOM
MunszapaBa Poccun ot 17.10.2019 Ne 20-4-4114736-c, u npuHsia peiieHue 00 OTKas3e B
COMIACOBAHUM TMPEJEIbHBIX OTIYCKHBIX 1I€H, 3asiBJICHHBIX Ha MEPEePErucTpaluio
OAO «Mpoutckuit xumdapmzaBom» (Poccus), Ha ciemyromnuil JIeKapCTBEHHBIN MTpemapar,
BKJIIOYEHHBIN B niepedeHs JKHBJIIL:

«AneruncanuuuioBas kucioray (MHH — «AunerwicanuiuioBas KHCIOTay),
tabnetku, S00 mr, 10 mT., - yrnakoBku siueikoBble KOHTYpHBIE (1), B pazmepe 6,74 py0.

IlpenenbHass OTHyCKHAs 1I€HA Ha YKAa3aHHBIM JICKAPCTBEHHBIM I[penapar He
COINIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBerctBuM ¢ myHkroM 37 MeToguku pacuera  yCTaHABIMBAEMBIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX MPENAparoB IMpPEACIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE Ipenaparsl, BKJIIOUeHHbIE B repeueHs JKHBJIII, npu ux rocygapcrseHHOM
perucTpallud W NEPEeperucTpalniy, yTBEPKIACHHON mnocTaHoBiIeHWeM [IpaBuTenbcTBa
Poccuiickoit ®enepauuu ot 15.09.2015 Ne 979 (manmee - Mertoauka), mnpeaenbHas
OTITyCKHAas 1I€Ha Ha JICKapCTBEHHBIN Mpenapar Mpu €€ NepeperucTpaii yCTaHaBIUBAeTCs
JUISL  KaXJIOro TMPOM3BOAMTENS B  paMKaX  PErHCTPAlMOHHOIO  yIOCTOBEPEHUS
JIEKapCTBEHHOTO Ipenapara B COOTBETCTBUU C TpeOOBaHUAMM NMyHKTOB 24 u 25 IlpaBun u
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HE MOXKET NPEBBIIATE MUHUMAJIBHYIO IIEHY, PACCYUTAHHYIO B COOTBETCTBUM C METOIUKOM.

B coorBercTBUM ¢ myHKTOM 24 IIpaBWil Npu rocyIapCTBEHHON NEPEPETUCTPALINU
MPEAEIbHON OTIIYCKHOW II€Hbl Ha BOCIPOM3BEIACHHBIM JIEKAPCTBEHHBIM IMpenapar
npou3BoAuTENEH rocyaaperna - uieHa EADC myis Bcex yKa3aHHBIX B PETMCTPAllMOHHOM
YAOCTOBEPEHUHN JIEKapCTBEHHOIO Ipenapara IMpOU3BOAMUTENEH  (MPOU3BOACTBEHHBIX
IUIOIIAI0OK ITPOU3BOAUTENS, YYaCTBYIOIIMX B IPOLECCE ITPOU3BOACTBA HA TEPPUTOPUH
rocynapctB - uneHoB EADC) ycraHaBiauBaeTcsl evHas Ope/iefibHas OTIYCKHAs IIeHa Ha
JIEKapCTBEHHBIN Mpenapar Juisl KaXkJI0M JIEKapCTBEHHOW (DOPMBbI, JTO3UPOBKH U OOIIEro
KOJIMYECTBA BO BTOPUYHOM (IOTPEOUTENBCKOW) yrakoBke 0e3 ydera (OopMbl BBIIYCKA, 3a
VCKIIFOUEHUEM CITy4aeB, IPEIYCMOTPEHHBIX MYHKTOM 25 [IpaBuil.

[Ipp 5TOM, COITIACHO CBEAECHUSAM TOCYJAPCTBEHHOTO pEECTpa MNPENEIbHBIX
OTIIYCKHBIX LIEH Ha JICKapCTBEHHBIEC Npenaparbl, BKItOYeHHbIe B nepeueHb JKHBIII, B
paMKax pEerucTpalMOHHOIO YIOCTOBEPEHHUs 3asBIISIEMOTO JIEKAPCTBEHHOTO IIpenapara
(Ne P N003119/01) umeercs 3aperucTpupoBaHHAs TpeaeibHash OTIyCKHas IleHa Ha
JIEKapCTBEHHBIN rpenapar «AneTuiacanuuuiaoBas KHUCIIOTa» (MHH —
«AneTunacanuuuiioBas Kuciaoray), tTadnetku, 500 mr, 10 mT., - yIakoBKH O€3bIUYCHKOBBIC
koHTYpHBIE (1), cocTaBnsromas 5,23 pyoneit (pemenue o nepepeructpanuu ot 25.06.2019
Ne 424/20-19).

B cBs3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBHM C IIOAIYHKTOM «I» ITyHKTa
19 IlpaBwi, npeBBILIEHWE IPEACTABICHHOM IS TOCYAAPCTBEHHOM NEPEPETUCTPALUU
MIPEACIIBHON OTIIYCKHOM LIEHBI ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIM Ipenapar HaJ LIEHOM,
paccunTaHHOU B cooTBeTcTBUM C [IpaBuimamu u MeToOUKON, SIBISETCA OCHOBAHUEM IS
OTKa3a B CONNIACOBAaHUM T'OCYJApPCTBEHHOW PETUCTPALUU NPEACIBHON OTIIyCKHOM LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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