MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

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

PEILIEHUE
00 OTKa3e B COITIaCOBAHMM MPEEIIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAMMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPEMAPaTOB

B coorBerctBuu ¢ mnynHkrom 13 IlpaBun rocynapCTBEHHOW perucTpaluud U
NEepPEeperucTpaluy yCTaHABIUBAEMbIX MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPErnapaToB
MPEACIIbHBIX OTHYCKHBIX IIEH HA JIEKAPCTBEHHBIE IPENaparhl, BKIIOYEHHBIE B IEPEUEHb
KU3HEHHO HEOOXOAMMBIX M BAXKHEHUIIMX JIEKAPCTBEHHBIX MPENapaTroB, YTBEPKICHHBIX
nocranosyieHneM [IpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (nanee
— IlpaBwma), ®denepanbHas aHTUMOHOMOJBHAS CIy)K0a paccMOTpena JIOKyMEHTHI,
npeacrasieHHble mucekMoM MunsapaBa Poccun or 14.06.2019 Ne 20-4-4102399-c, u
MpUHsJIA pelieHrue 00 OTKa3e B COIIACOBAHUM MPEJEIbHBIX OTIYCKHBIX II€H, 3aBICHHBIX
Ha peructpaunio AO «ABBA PYCy, Ha crnenyrommue JIEKapCTBEHHBIE IIPENAparhl,
BKJIIOYCHHBIE B TMEpPEUEHb J>KU3HEHHO HEOOXOAMMBIX M Ba)XHEUIIHUX JIEKAPCTBEHHBIX
penaparos:

1. Hunpodmokcanmn Oxonudpon (MHH — Iunpodiokcanun), TaOneTKu,
MOKPBIThIE TUICHOYHOM 000m0ukoi, 250 mr, 10 mT. - ymakoBKH sTYEMKOBBIE KOHTYpHBIE (1) -
MavyKy KapToHHBIE, B pazMepe 49,00 pyo.

2. Hunpodnokcanun Oxonupon (MHH — [Hunpodnokcanun), TabneTku,
MOKPBITHIE TUICHOYHOU 0005104KOM, 250 MT, 10 mIT. - yMaKOBKHU SYEHKOBBIE KOHTYpHBIE (2) -
Ma4YKy KapTOHHBIE, B pazMepe 98,00 pyo.

[IpenenbHble OTHMYCKHBIE IIEHBI HAa YKa3aHHbIC JICKAPCTBEHHBIE IperapaThl HE
COIIACOBBIBAIOTCSA I10 CJIETYIOUIUM OCHOBAHUSIM.

[Ipu mnpoBeneHnn skoHOMHUUYeckoro ananmza OAC Poccunm BBIABIEHO, 4YTO
yKa3aHHbIE MPEJIeTbHbIC OTIYCKHBIC LIEHbI Ha JIEKAPCTBEHHBIE MPENaparhl MPEBBIIIAIOT
npeAesibHbIE OTIYCKHBIE II€HBI Ha JIEKAPCTBEHHBIC Mpenaparbl, pPacCUUTaHHBIE B
COOTBETCTBUM C TMOAMYHKTOM «0» myHKTa 14 MeTronuku pacuera yCTaHaBIMBaeMbIX

Nnentuduxarop



MIPOU3BOAUTENSIMUA  JIEKAPCTBEHHBIX MPENApATOB MPENEIbHBIX OTHYCKHBIX LI€H Ha
JIEKapCTBEHHBIE TIpernapaThl, BKIIOYEHHbIE B TMEpPEUYCHb >KU3HEHHO HEOOXOMUMBIX H
BOKHEUIINX JIEKAPCTBEHHBIX MpPENaparoB, MPU HUX TOCYJAPCTBEHHON pPETHCTpAUU U
MIEPEPETUCTPALlUH, YTBEPXKACHHOW MocTaHoBieHueM IIpaBurenscrBa Poccuiickon
®enepannu ot 15.09.2015 Ne 979 (nanee — MeTtoauka).

B coorBerctBumn ¢ nynktoM 14 IIpaBun nmucemom PAC Poccum ot 05.07.2019
Ne AIl/57298/19 ¢ nenwio yTouHeHus u (WIH) JOTOTHEHUS CBEICHHMA, OBLITN 3aIPOIICHBI
YTOUHEHHBIE PACYETHI 3asBISIEMBIX NPEIEIbHBIX OTIYCKHBIX LIEH C YYETOM TpeOOBaHUI
NOJANMyHKTa «0» myHkTa 14 MeTtonuku, Ha OCHOBAaHWU CBEIECHMM, MPETyCMOTPEHHBIX
npunoxenneM Ne 5 k Meroauke.

B npenenax ycTaHOBJIEHHOTO CpOKa 3alpolleHHas JTOKYMEHTaJIbHO O(QOopMIICHHAs
uHpopmanus B orBeT Ha 3anpoc DAC Poccuu He noctynuia.

B cBsi3M C BBIIEU3TI0KEHHBIM, B COOTBETCTBUHU C MOAIMYHKTAMH «B» U «I» ITyHKTa
19 IlpaBun mnpeBbIIIEHWE NPEICTABICHHON MJIsI TOCYJApCTBEHHOW PETUCTPALMMU WU
IEPEPETUCTPALlUA TPEACIBHON OTIIYCKHOW ILIE€HBl IPOU3BOAUTENS HAa JIEKAPCTBEHHBIN
npenapar HaJ I[EHOW, PAaCCUYMTAHHOW B COOTBETCTBHM C HactoAmmMu l[IpaBunmamu u
METOMKOW M HENPEJCTaBICHHE CBEICHUM, MNpPeIyCMOTPEHHbIX NyHKTOM 14 IlpaBuin
ABJISIETCS. OCHOBAaHMEM JUId OTKa3a B CONIACOBAHMM TOCYJAPCTBEHHOW pPErucTpanuu
IIPEAEIIBHON OTITYCKHOM LIEHBI MPOU3BOAUTEIIS HA JICKAPCTBEHHBIN MIpEIapar.

A.1O. IapukoBckuii

Nnentuduxarop



