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PEILIEHUE
00 0TKa3¢ B COMIACOBAHUM MpeAesbHBIX OTIYCKHBIX 1€H POH3BOAUTENCH
Ha JIeKapCTBeHHBIE NPENapaThl, BKIIOYEHHBIE B IEPEUCHB XKU3HEHHO HEOOXOMMMBIX
¥ BOKHCHIIMX JIEKapCTBEHHBIX NIPENApaToB

B COOTBeTCTBHM C IyHKTaMd 8§ H TOANMYHKTOM «a» IyHkra 19 Tlpasumn
rocynapcTBEHHOM perucTpaiuu " MepeperncTpalum YCTaHaBITHBAEMBbIX
OpPOU3BOJMTEISMI JIEKAPCTBEHHBIX MPENapaToB HPENEIbHBIX OTIMYCKHBIX IIEH Ha
JIEKAPCTREHHLIE MpenapaThl, BKIIOYEHHEBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U
BAKHCHIIMX  NEKApCTBEHHBIX  [IperapaToB,  YTBEPKIOEHHBIX  NOCTAHOBICHUEM
Ipasurenscrea Pocculickoii @enepanum ot 29.10.2010 Ne 865 (nmanee - ITpasmna),
@enepansHas aHTUMOHONONBbHaA cIyk0a paccMoTpena JAOKyMEHTHI, MpeACTaBIeHHSbIE
mucsMoM Mumnsgpasa Poccun ot 28.03.2016 Ne 20-4-4006125-c, 1 npuHANa pemerue 06
OTKa3e B COIMAcCOBAaHUM mpeaenbHON ornyckHoM 1eHnl OO0 «AHxepo-CymKeHCKHi
XMMHKO-(hapMalieBTHUecKHi 3aBofy (Poccus), 3afBNEeHHON Ha TEpeperncTpanyio, Ha
CIENYIOIMH JIeKapCTBEHHBIM TMpemnapaT, BKIIOYEHHBIH B [EPEUEHH IKUIHEHHO
HeoOXOOUMBIX M BAXKHEHIIUX JIeKapCTBEHHEIX [IPENapaToR:

HAporasepun Asexcuma (MHH — JIporasepun), Tabmetku 40 Mr; 12 1T, - yIakoBKu
sigefiKOBEIE KOHTYpPHEIE (2) — Ma4Kd KapTOHHEIE, B pasmepe 62,62 pyo.

[IpenenbHass OTOYCKHAs INE€HA Ha YKa3aHHBIA JIEKAPCTBEHHBIA mNpenapar He
COMIACOBBIBAETCA MO CIESAYIOIUM OCHOBAHUAM.

[Ipu mposepennn s3xkoHOMHYeckoro aHaimusa QAC PoccuH BRISBIEHO, YTO POCT
3aperHCTPAPOBAHHON NPEACNIBHON OTMyCKHOM LIeHHl Ha BBIIEYKAa3aHHBIM Npenapar
3agBleH npousBopureneM B pasmepe 20,1 %. Ilpm 3TOM, M3 pacueToB BeIHYMHBI
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YAOpOXKaHUA, NPEACTABICHHBIX NPOM3BOAMTENEM B IpuaAckeHHH Ne 5 k Metoauke
pacdeTa yCTaHaBIWBaeMbIX IPOU3BOAMUTENAMH JIEKaPCTBEHHBIX TIPEIApaTOB NPeAeIbHBIX
OTHYCKHBIX LIEH HAa AEKapCTBEHHBIC MpeNapathl, BKIIOYEHHHIS B IEPEYCHB XHIHEHHO
HeOOXOAUMBIX M BaXXHEHIUMX JEKapCTBEHHBIX IIPENaparoB, MPH MX TOCYAapCTBEHHOMH
PETHCTpalMl W IIEpEperucrpaluyy, YTBEPXKACHHOH nocTaHORNeHHEM IIpaBMTEnhLCTBa
Poccuiickolt @enepauyu ot 15 cenrsaopsa 2015 . Ne 979 (manee — MeTonuka), Cleayer,
4yTo GakTU4ecKoe YyReJIMYEHWE IIeH Ha ChIpb€ W MaTepHanbl, WCTONB3YEMBIC IIpU
NPOK3BOACTBE BHIIIEYKA3AHHOIO IIpenapara, a TakKe HAKIAJHBIX PacXoJlOB, COCTARIAET
menee 20,1%.

Kpome TOro, cormacHO HOyHKTY 9 MeToauku mNpeaeiibHAs OTIYCKHAA IieHa Ha
JeKapCTBEHHBIM I@pernapaT HIJKHECPEJHEro LeHoBoro cermenra a0 500 py6neit
(BKIIOUMTENEHO) MPU €€ MepeperucTpauMi B Clydae, YKA3aHHOM B TOANYHKTE «a)»
nyHkTa 19 [Ipasun, NOATEKUT yBETUYCHUIO:

a) B 4aCTH HEH Ha CHIPh€ W MATCpHalBl, MCHONB3yEeMEIe IPH MPOM3BOACTBE
KOHKPETHOTO JIEKApCTBEHHOIO Ipernapara, - IpOoNopUOHAIBHO BENHYNHE YIOPOKAHUA
CTOMMOCTH CEIPbS. U MaTepHalioB B CTPYKTYpE 3aTpar Ha [POHU3BOACTBO H PEATU3ALUIO
JIeXapCTBEHHOTO IIpenapara;

6) B HacTd HaKIaJHHX PACXOAOB — IPONOPLUOHAIBHO BE/IUYMHE YBEJIMYCHUS
yKa3aHHBIX PacXolIoB B ClIy4yae YBENIW4eHHS TapH(pOB Ha NIEKTPHYESCKYID 3HEpIHIO,
TennoBoAocHabxkeHue, BOZOCHAGKEHHE U LEeH Ha TOIUIUBO.

B pamkax nposeneHns 3xoHoMuYeckoro ananuza @AC Poccum BBIABICHO, HTO B
cefecTOMMOCTH  JIEKAapCTBEHHOTO Tpenapara, LOpd (HOPMHPOBAHHHM MpeAeNbHOMR
OTIYCKHOM [LEeHBl, YYHTHIBAETCA YBEIUYEHHE HE TONBKO CHIPbA, MATEPHANOB H
HAKJIaJHBIX PAacXOJOB, CBA3AaHHBIX ¢ TPOM3BOACTBOM M pealu3aliell JaHHOIo
JIeKapCTBEHHOTO TNpenapara, HO U YBeNHUYEeHHe 0OLIenPOR3BOCTBEHHBIX PACXOIO0B, B TOM
YUClE YBEMYEHME aMOPTH3AUMOHHEIX OTYMC/ICHWH, 4YTO MPOTHBOPEYHUT NYHKTY 9
MeTtoauxu.

B cBi3u C BBIIEU3IOXKEHHEIM, B COOTBETCTBHM € MOAIYHKTOM «B» IyHKTa 13
[IpaBun npeBblNIeHHE NPEACTABIAEMON MUIS TOCYJAapCTBEHHOM pEeTHUCTpAlMd WM
nepeperncTpalivi NpenepHOoN OTIYCKHON IEHB ITPOW3BOAUTENS Ha NEeKapCTBEHHEIN
mopenapar Han IEHOH, pACCUUTAHHON B COOTBETCTBHH ¢ METOAMKON, ABIAETCA
OCHOBaHMEM I OTKa3a B COTIACOBZHWM I'OCYJAPCTBEHHON perMcTpalMy NpeaetbHOM
OTITYCKHO# 1l€HBI TIPON3BO/IUTENS HA JIEKAPCTBEHHKIH TIpenapar.

.b. Kamepapos
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