\

~

OEJIEPAJIBHASA

MuHUCTEPCTBO 3PaBOOXPaHEHUS

AHTHMOHOTIOJIbHAS
CIIV)KBA Poccuiickont ®enepanun
(®AC Poccun)
3AMECTUTEJIb PaxmanoBckuii niep., 1. 3/25,
PYKOBOJIMTEJLA . Mockaa, I'CII-4, 12799

Canosas Kyapunckas, 11
Mockaa, J1-242, I'CII-3, 125993
ten. (499) 755-23-23, daxc (499) 755-23-24

delo@fas.gov.ru http://www.fas.gov.ru
wramn
pervcrpaummn No
Ha No oT

I 1

PEIIEHUE
00 OTKa3e B COIIaCOBAHMH MPECIbHBIX OTITYCKHBIX 1IE€H MPOU3BOAUTENEH
Ha JICKQpCTBEHHBIC MTPENaparhl, BKIOYCHHBIC B IEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIIINUX JIEKAPCTBEHHBIX IIPEINApaTOB

B coorBerctBum ¢ myHkToM 13 m moamyHKTOM «1» nyHKTa 32 [IpaBun
rOCy/IapCTBEHHOM pErucTpalvd W MNEPEeperucTpalv MNpPeAeabHbIX OTMYCKHBIX II€H
IIPOU3BOAUTENEN HA JIEKAPCTBEHHBIC NpPENaparbl, BKIIOYEHHBIE B NEPEUYCHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIIHUX  JICKAPCTBEHHBIX  MPENapaTroB,  YTBEP>KIECHHBIX
nocranoBiienreM [IpaButenscTBa Poccutickoit ®enepanun ot 29.10.2010 Ne 865 (nanee
— IIpaBuna), denepasibHasi aHTUMOHOIOJNbHAS CIy»k0a paccMoTpena JAOKYMEHTHI,
npeacraBieHuble mucbMoM MunszapaBa Poccun ot 08.09.2020 Neo 20-4-4146878-c, u
NpUHsUIA pelieHre 00 0TKa3e B COMTACOBAHMM MPENETbHON OTIYCKHOM IIEHBI, 3asIBICHHON
Ha niepepeructpaiuio OO0 «IIpousBoncTBeHHas dapmarieBTHUECKass KOMIaHUS « AJTIyM»
(Poccust), Ha cnenyromuil T1€KapCTBEHHBIN Mpenapar, BKIIOUYEHHbBIN B EPEYEHb )KU3HEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPETapaToOB:

«Amumezon (MHH - Merponunazon), pactBop mnst uadyswit, S mr/miu, 100 mu,
¢akoH (72) sIUK KapTOHHBINA (1S CTAlMOHAPORB), B pasmepe 5134,75 pyo.

[IpenenbHas OTHYCKHAsl II€HA Ha BBINICYKa3aHHBIM JIEKAPCTBEHHBINM IIpenapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

Cornacno ®enepanbHoMy 3akoHy oT 02.12.2019 Ne 380-d3 «O deaepaibHOM
oromxete Ha 2020 roa u Ha miuaHoBbIM nepuon 2021 u 2022 romoB», MPOTHO3UPYEMBbIH
ypoBeHb uH(Ismu Ha 2020 rox cocrarnsieT 3 %.

[Ipu npoBenennun s3xoHoMuyeckoro ananuza ®AC Poccun BBISBIEHO, YTO COITIACHO
MPE/ICTABICHHBIM JOKYMEHTaM CpEIHEB3BEIICHHAs] (aKkTUYecKas OTIyCKHAsl IIeHa
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3apETUCTPUPOBAHHON Ha 3TOT MEpPUOJ LIEHbl OoJiee YeM Ha NMPOTHO3UPYEMBIH YPOBEHb
uHpuAnnn (Ha 78,34 %), yCTaHOBIIEHHBIM Ha TEKYIIUH rox QenepajbHbIM 3aKOHOM O
dbenepanbHOM OIOIKETE HA COOTBETCTBYIONMN (DMHAHCOBBIN IO/l ¥ TUIAHOBBIN MEPHOJI, YTO
IPOTUBOPEUUT TpeOOBaHUAM IMyHKTa 44 MeToauku pacueTa MpeleibHbIX OTITYCKHBIX 1IEH
IIPOU3BOAUTENIEH HA JIEKAPCTBEHHBIC NPENaparbl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOAMMBIX M BaOXHEMIIMX  JIGKAPCTBEHHBIX  NPENaparoB,  YTBEP)KICHHOM
noctaHoBienreM IIpasutenscTBa Poccuiickoit @enepanuun ot 15.09.2015 Ne 979 (nanee
— Mertoauka).

B ¢BsI3M ¢ M3I0)KEHHBIM, B COOTBETCTBHM C IOAITYHKTOM «I» nyHKTa 19 IlpaBwui,
MIPEBBIIEHUE MTPEACTABIIEMON I TOCYAAPCTBEHHOM PETUCTPALIMHU WU IEPEPETUCTPALIMU
IIPEAEIbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Ipernapar Haja LEHOM,
paccuyuTaHHOW B COOTBETCTBHM ¢ IIpaBumamu n MeTOOUKOH, SBISETCA OCHOBAHHMEM JUJIS
OTKa3a B COINIACOBAaHUM TOCYAAPCTBEHHON DPETUCTpPALUU IPEAEIbHOM OTIIyCKHOM LIEHBI
IIPOU3BOJMUTEINS HA JICKAPCTBEHHBIN IIpenapar.

Mecmo dns nodnucu

T.B. Huxeropoaues
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