PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBHM ¢ myHKTOM 8 W nyHKToM 21 IlpaBui rocynapCTBEHHOU
pEruCTpallii U NEePEePEerucTpalii yCTaHABIMBAEMbIX MTPOU3BOIUTEISIMU JIEKAPCTBEHHBIX
IpenaparoB MpelebHbIX OTIYCKHBIX 1IEH Ha JIEeKapCTBEHHBIE Mperaparbl, BKIIOUEHHBIE B
NepeueHb JKU3HEHHO HEOOXOMUMBIX M Ba)XXHEHIIMX JIEKAPCTBEHHBIX IIPErnaparos,
YTBEPXKJICHHBIX MocTaHoBIieHWEeM IIpaBurtenbctBa Poccuiickon ®depepanuu  OT
29.10.2010 Ne 865 (manee - IlpaBuma), DenepanbHas aHTUMOHOIOJBHASA CIy>KOa
paccMmoTpena TIOKYMEHTHI, Npe/icTaBIeHHbIe MuchMoM Mun3znpasa Poccuu ot 17.10.2016
Ne 20-4-4024470-c, u mpuHsia pemieHue 00 OTKa3e B COMIACOBAHUU TMPENEIbHOM
OTITYCKHOM II€HBI, 3adBJICHHON Ha mnepepeructpauuito, J[xomac Oxcnoum IIBT. JlThH.,
Nunust (Bce cTaauu TMPOU3BOJICTBA) HA CIEAYIOIIMNA JICKAPCTBEHHBIM Mpemnapar,
BKJIIOYEHHBIN B MEpPEYEHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEUINMX JIEKAPCTBEHHBIX
IIPENapaTos:

Opurakc (MHH — Lledorakcum), mopomok i NPUTOTOBIEHUS PacTBOpa IS
BHYTPUBEHHOTO W BHYTpuUMbIIeyHOTO BBeaeHus, 1000 mr, - ¢uakonsl (1) — mnauku
KapTOHHBIE, B pazmepe 54,04 pyo.

[IpenenbHass OTHyCKHAas LI€HA Ha YKa3aHHBIM JICKAPCTBEHHBIM Mpemnapar He
COIIACOBBIBAETCS MO CIAEAYIOUIUM OCHOBAHUSIM.

[Ipu nposenenun skoHoMuueckoro ananmuza OAC Poccum Obuia mpoBeneHa
MIPOBEPKA MO OMPEEIECHUIO OTIIYCKHOW IIEHBI Ha BBIIIEYKa3aHHbIN IIpenapar B CTpaHax B
cooTBeTCTBUM ¢ TmpuioxkeHuem Ne4 k Meroguke pacdyeTa YCTaHABIMBAEMBIX
MPOU3BOAUTENSIMA  JIGKAPCTBEHHBIX MPENaparoB MPEEIbHbIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC TIperapaThl, BKJIIOUCHHBIE B TIEPEUCHb J>KU3HEHHO HEOOXOMUMBIX U
BAXHEHIIMX  JIEKAPCTBEHHBIX  MpPENaparoB,  YTBEPKIACHHOW  IMOCTAHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee - Metonuka). Ha
OCHOBAaHMM  JIAHHBIX,  COAEpXKAIMUXCA B  O(UIIMATBLHOM  HWHTEPHET-UCTOYHUKE
http://nppaindia.nic.in/ yCTaHOBIEHO, YTO OTIYCKHas ILI€Ha OJHOW JIEKAPCTBEHHOMN
(dbopMbl, yCTaHOBJIEHHas JJIsi BCEX JIEKAPCTBEHHBIX TmpemnaparoB, umerommx MHH
[Hedporakcum, B Muauu (cTpaHa MpOU3BOAUTENSI) HUKE 3asBJICHHON Ha PETUCTPAIUIO
MpeleabHO OTIYCKHOM IIeHbl 0e3 yueTa pacxXolOB, CBSI3aHHBIX C TaMOXEHHBIM
odopmiIeHHEM.

B cBsi3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun TmpeBBIIEHWE NPEACTABIIEMONM I TOCYJApCTBEHHOW PETUCTpAlUU WU
NepeperucTpanuu MpeaesibHOM OTIMYCKHOW IIEHbl MPOU3BOAUTENS HAa JIEKAPCTBEHHbIN
mpenapar HajJ UEeHOW, pPACCUMTAHHOWM B COOTBETCTBUM C METOOUKOW, SBIAETCA
OCHOBAaHHEM JUIsl OTKa3a B COIVIACOBAaHWU TOCYJAPCTBEHHOW DPETUCTPALMHU IPEAEIbHON
OTITyCKHOM LI€HBI POU3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsn

Nnentuduxarop
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