PEILIEHUE
00 OTKa3e B COIIACOBAaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JIEKapCTBEHHBIE MPeTaparhl, BKIIIOYCHHBIE B TIEPEUYCHDb KU3HEHHO HEOOXOUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B cooTrBercTBMM ¢ NyHKTOM &8 M MOANYHKTOM «B» IyHKTa 19 IlpaBuin
rOCyJapCTBEHHOW  pEerucTpallui W  [EepeperucTpaldd  yCTaHABIMBAEMBIX
MPOU3BOJAUTESIMUA JIEKAPCTBEHHBIX TMpPENaparoB MpeAeibHBIX OTIYCKHBIX IIE€H Ha
JIEKapCTBEHHBIE Mpernaparhl, BKIIOYECHHBIE B MEPEUYCHb XKU3HEHHO HEOOXOAMMBIX U
BOKHEUIINX  JIEKAPCTBEHHBIX MPENaparoB, YTBEPKIAEHHBIX MOCTAHOBIECHUEM
[IpaButennsctBa Poccuiickoit @enepammu ot 29.10.2010 Ne 865 (nanee - [IpaBuna),
denepanbHas AHTUMOHOIIOJIbHAS ciyx0a paccMoTpena JIOKYMEHTHI,
npeacTaBieHHble TucbMoM Munsapasa Poccuu ot 12.10.2016 Ne 20-4-4023416-c, u
NpUHSUIA penieHne o0 OTKa3e B COMIACOBAHWU TMPENEITbHON OTITyCKHOW IICHBI,
3asBiIeHHOM Ha mepepeructpamuio OAO «Mapouodapm» (Poccusi) Ha criemyromuil
JIEKApCTBEHHBIN TMpernapar, BKIIOYEHHBIM B MEpPEYEHb >KU3HEHHO HEOOXOAUMBIX M
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMAPaTOB:

Perunona anerar (MHH — Perunon), pactBop ajid mnpuema BHYTPb U
Hapy»XKHOTO NMpUMEHEeHUs MacisaHbld, 3,44 %, 10 ma - ¢nakon temHoro crekna (1) -
MavyKy KapTOHHBIE, B pazMepe 22,38 pyo.

[IpenenbHass OTIyCKHas II€HA HAa YKa3aHHBIM JIEKAPCTBEHHBIN Ipernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mpoeaeHun skoHoMHYeckoro aHanumza PAC Poccum BBISBIEHO, YTO
3asBJICHHAs HA MEPEPETUCTPALUIO NIPEEIIbHAS OTIIYCKHAs 1I€HA Ha BBIIICYKA3aHHBIM
JIEKapCTBEHHBIM IMpenapar BbIIIE PACCUATAHHOW B COOTBETCTBHUM C IIYHKTOM 17
Meronuku  pacyeTa  yCTAHABJIMBAEMBIX  IPOM3BOAUTEISIMU  JIEKAPCTBEHHBIX
MpenapaTtoB MpEACNbHBIX OTIYCKHBIX II€H Ha JIGKapCTBEHHbIE Mpemnaparsl,
BKJIIOYEHHBIE B MEPEUYEHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
penaparoB, MpPU HUX TOCYIApCTBEHHOM pETUCTpalid M MEepeperucTpalni,
yTBEpKAEHHOU mnocTaHoBieHueM IIpasurenscrBa Poccuiickor ®Penepanuu  OT
15.09.2015 Ne 979 (nmanee — Meronuka), AOMYCTUMOW BEJIMYUHOW YBEIWYEHUS
3apEeTUCTPUPOBAHHBIX MPECIbHBIX OTIYCKHBIX II€H, YTO MPOTUBOPEUUT IYHKTY 16
MeToauku.

B cBSi3U C BBIIEU3TI0KEHHBIM, B COOTBETCTBUHU C MOAIYHKTOM «B» ITyHKTa 13
IIpaBun mpeBbIIEHUE MNPEACTABICHHON Uil TOCYAAPCTBEHHOM PErMCTpaluy WU
MePEPErUCTPALIU TTPECIIBHON OTITYCKHOM IEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOW, PaCCUUTAHHOW B COOTBETCTBUM C METOIUKOW, SBISETCS
OCHOBAaHHUEM JUIsl OTKa3a B CONIACOBAHUM TOCYAAPCTBEHHON pErucTpanud Wi
nepeperucTpanum npeaeabHOl OTIYCKHOM II€HbI MPOU3BOIUTENS HA JIEKAPCTBEHHBIN
npenapar.
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