MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
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PEILIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHbIE B IEPEUEHDb )KU3HEHHO HEOOXOANMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPEMAPaTOB

B coorBerctBum ¢ nyHktoM 13 u nmoamyHKToM «a» nyHkta 32 IlpaBun
roCyIapCTBEHHOU perucTpanuu 17§ nepeperucTpanun yCTaHaBIMBAEMBbIX
IIPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX IIPENAaparoB IPEAEIbHBIX OTIYCKHBIX LEH Ha
JIEKapCTBEHHbIE Tpenaparbl, BKJIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOIMMBIX U

BOXHEHIIIMX  JIGKAPCTBEHHBIX  TPEMapaToB,  YTBEPKACHHBIX  IMOCTAaHOBICHHUEM
IIpaButenbctBa Poccuiickot ®enepanuun ot 29.10.2010 Ne 865 (B penmakuuu,
JNEUCTBYIONIE Ha Jjary nomauu 3assieHuss — 26.09.2019) (manee — IlpaBuna),

denepanbHas aHTUMOHOIOIBHAS CIIyX)0a paccMOTpesia JOKYMEHTHI, TPEICTaBICHHBIC
nucbmMamMu MunzapaBa Poccum or 30.10.2019 Ne 20-4-4114510-c m ot 06.12.2019
No 20-4-4114510-gon, u npuHsiia penieHre o0 OTKa3e B COMIACOBAHUM MpEEbHOU
OTITYCKHOM 11eHBbI, 3asiBieHHOM Ha nepepeructpaiuio AO «I1DOK «Oonosnenue» (Poccus),
Ha CIEAYIOUIMH JIEKapCTBEHHBIM Tmpemapar, BKJIIOUEHHBIH B TMEPEUeHb >KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX MPENapaToB:

«Tumonom» (MHH — «Tumonon»), kamum miasseie, 0.5 %, 5 M1 - THOOUK-
KareabHUITHI (1) - mayku KapToHHBIE, B pasMepe 34,43 pyo.

IIpenenbHass OTHyCKHas LI€HA Ha YKa3aHHbBIM JIEKAPCTBECHHBIM Ipenapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBeaeHun skoHOMHUYecKoro aHanmmza PAC Poccuu yCTaHOBJIEHO, 4YTO
3asiBJIEHHAs BEJIMUYMHA YBEJIMYEHUS 3apETUCTPUPOBAHHOM MPEACIIbHOM OTIYCKHOW ILIEHBI
Ha BBINICYKA3aHHBIM JieKapcTBEHHbIM mpemnapar (8,78 %) mpeBbllIaeT BEIUYUHY
yaopoxaHus cbipbst U wmarepuasnioB (0,88 %) comiacHO YTOUYHEHHBIM CBEJCHUSIM,
npencTaBiieHHbIM 3agBuTeneM Ha 3anpoc GAC Poccun ot 25.11.2019 Ne AL1/4102983/19,
YTO MPOTUBOPEUUT TpeOOBaHMUSIM TOAMYHKTa «a» NyHKTa 39 Mertonuku pacuera
YCTAHABJIMBAEMbIX  MPOU3ZBOJUTEIISIMU  JICKAPCTBEHHBIX  IpPENaparoB  MpeaebHbBIX



OTIIyCKHBIX II€H Ha JICKQpCTBEHHBIC IIpENaparbl, BKIIOYEHHBIE B IIEPEYECHb KU3HEHHO
HEOOXOAMMBIX M BaKHEMIIUX JIEKAPCTBEHHBIX MPENaparoB, MPU UX TOCYIapCTBEHHOMN
perucTpalu M IEPEepEerucTpalnyy, YTBEPKICHHOW mocTtaHoBiaeHueM IIpaBurenscrsa
Poccuiickoit ®enepaunn ot 15.09.2015 Ne 979 (B pemakuuu, OeHCTBYIOIIEW Ha Aary
nonayu 3asBieHuss — 26.09.2019) (nanee — Metoauka).

B cBs3u ¢ BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C IOAIYHKTOM «I» IyHKTa 19
[IpaBuy TpEBBIIIEHUWE NPEACTABISEMOM U TOCYJApCTBEHHOM IepeperucTpanuu
IIPEACIIBHON OTITYCKHOM LIEHBI ITPOM3BOAUTENS HA JICKAPCTBEHHBIN IPENapar HaJ LEHOW,
PAaCCUMTAHHONW B COOTBETCTBUH C METOAMKOW, SIBISETCS OCHOBAaHMEM I OTKasa B
COMIACOBAHMM  TOCYJApCTBEHHOM  pPETMCTPAllMM  TNPEAEIbHOM  OTIYCKHOM  IIE€HBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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