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PEILIEHUE

00 OTKa3e B COMTACOBAHMHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKQpPCTBEHHBIE MTPENaparThl, BKIOYCHHbBIE B TIEPEUCHb KU3ZHEHHO HEOOXOIUMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBum ¢ nyHkrom 13 w moamyHKTOM «r» nyHKTa 32 IIpaBun
rOCy/IapCTBEHHOM pErucTpald W MNEPEeperucTpalv MNpPeAeabHbIX OTMYCKHBIX II€H
MPOU3BOJUTEIICH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B NEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXXHEWIIHUX  JICKAPCTBEHHBIX  MPENapaTroB,  YTBEP>KIECHHBIX
nocraHoBiieHneM [IpaButensctBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (nmanee
— IlIpaBuna), denepanbHasi AHTUMOHOMOJBHAS CIyx0a paccMOTpesia JOKYMEHTHI,
npeacraBieHubie mucbMoM MunszapaBa Poccun ot 09.06.2019 No 20-4-4137296-c, un
MIPUHsJIA PEIIeHHe 00 O0TKa3e B COMIACOBAHUM MPEISIbHON OTITYCKHOM IIEHBI, 3asIBICHHOMN
Ha mnepepeructpamuio 3A0 «Kanondapma mnpomakmu» (Poccusi), Ha criemyrounui
JIEKapCTBEHHBIN Tpernapar, BKIOYCHHBIM B TEpPEUYeHb JKU3HEHHO HEOOXOAUMBIX U
BOKHEHUIIINUX JIEKAPCTBEHHBIX MPENapaToB;

«Muapanamun Kanon» (MHH — «Mupamamuay), TaOIETKH, MOKPBHITHIC ILICHOYHOM
00oi10ukol, 2.5 mr, 30 MWIT. - yNaKOBKM SYEHKOBbIE KOHTYpHBIE (1) - mauku KapTOHHBIE, B
pazmepe 23,50 pyo.

[IpenenbHass OTHYCKHas I€HA HA YKAa3aHHBIM JIEKAPCTBEHHBIA IIperapar He
COTIACOBBIBAETCS IO CIAEAYIOITUM OCHOBAHUSIM.

B coorBerctBUU ¢ myHKkTOM 44 Metoauku pacyeTra MpeAesibHBIX OTIYCKHBIX II€H
MPOU3BOJUTEIICH HA JICKAPCTBEHHbBIC Mpemnaparbl, BKIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOMUMBIX M B@XHEHIIUX  JIGKQPCTBEHHBIX  MPEMaparoB,  yTBEPKIACHHOU
nocranoiieHreM [IpaButenscTBa Poccutickont denepannu ot 15.09.2015 Ne 979 (nanee -
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Metoauka), npeneiabHas OTIYCKHAs IIeHa MPOU3BOAUTENS TOCyJapcTBa — 4JieHa
EBpa3uiickoro 53KOHOMHUYECKOTO COK3a Ha JIEKApCTBEHHBIM Mpenapar MNOJIEKHUT
NepeperucTpalum B ciydae, yKa3aHHOM B mnoamyHkre «r» Ilynkra 32 IlpaBui, eciu
cpenHeB3BelIeHHass (akTHUecKass OTIyCKHas IleHAa Ha JICKApCTBEHHBIM IMpemapar 3a
NEpPUOJ €O JHS TOCYJapCTBEHHOW perucrpauuu (MOCIEOHEH IepeperucTparnn)
MpeeTBLHOM OTITYCKHOM IIEHBI, OblJIa HUKE 3apETUCTPUPOBAHHON 3a ITOT MEPUO/ IICHBI He
O0osee 4YeM Ha MNPOrHo3MpyeMol HHQUISINUM, YCTAaHOBJIECHHBIA HA TEKyLIM IO
benepanbHbIM 3aKOHOM O (perepalibHOM OIOJKETE HAa COOTBETCTBYIONIMM (DMHAHCOBBIN T/
Y TJIAHOBBIN MTEPUO/.

[Ipu otom, cormacHo ®enepanpHomMy 3akoHy ot 02.12.2019 Ne 380-®3 «O
dbenepanbuom Oromkere Ha 2020 rog u Ha twiaHoBbIM mepuon 2021 u 2022 romoBy,
MpOTHO3UpyeMbIi ypoBeHb UHDsanmu Ha 2020 rox cocrtabiseT 3 %, a pa3HUILIA MEXTY
CPEIHEB3BEUICHHON W 3apErMCTPUPOBAHHON IIEHOM BBINIECYKA3aHHOTO JIEKAPCTBEHHOTO
npenapara coctanisieT 3,15 %, uTo npoTuBOpeuUuT TpeOOBaHUAM NMyHKTa 44 MeToauku.

Takke 3asBIICHHAsl BEJIMYMHA YBEJIUYEHHUS MPEAEIbHON OTIYCKHOW LEHBI (2,66 %)
Ha BBIIICYKA3aHHbIA JICKAPCTBEHHBIM IIpenapar IPEBBIIIAET MPEIEIbHO IO0MYCTUMYIO
(0,15 %) B cooTBeTCTBUU C TPEOOBAHUSAMU MOAMYHKTA «T» MyHKTa 32 [IpaBun u myHKTOB
43-45 MeTOoIuKH.

B CBs3M C BBIIIEN3IIOKEHHBIM, B COOTBETCTBUU C IOAIYHKTaM «I» IyHKTa 19 [IpaBui
NPEBBILICHUE MPEACTABICHHON I TOCYIapCTBEHHON NEPEeperucTpaly MpeAeIbHON
OTITyCKHOM LIEHBI POM3BOAUTENS HA JICKAPCTBEHHBIM MPENapaTr HaJl HEHOW, pACCYNTAHHOU
B coorBeTcTBUM C IIpaBriiamu u MeToguKkon, SABISETCS OCHOBAHUEM [ OTKAa3a B
COITIACOBAHUM  TOCYAAPCTBEHHOM  PETUCTpPAllUM  IPENEIIbHOM  OTIIyCKHOW  LIEHBI
MIPOU3BOJIUTENS Ha JIEKAPCTBEHHBIN Ipenapar.
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