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PEILIEHUE

00 OTKa3e B COIIACOBAHMM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENApaThl, BKIOUEHHBIE B IEPEUEHDb )KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBercTtBumM ¢ nmyHktoM 8 u 21 IIpaBWi rocyaapCTBEHHOM pErucTpauvyd U
NepeperucTpaluyl yCTaHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IIpErapaToB
MIPEACIIBHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranopiieHreM [IpaButenscTBa Poccuiickoit deaeparuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHASA CIy)k0a paccMoOTpenia  JIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunsnpaBa Poccum ot 14.08.2018 Ne 20-4-4076678-c, u
MpUHSUIIA pereHne 00 0TKa3e B COMTACOBAHUM MPEACITBLHON OTIYCKHOW IIEHBI, 3asIBICHHON
Ha nepepeructpanuto [TIPO.MEJI.LIC Ilpara a.o. (Uexust), Ha cneayronuil JeKapCTBEHHBII
npenapar, BKJIIOYEHHBI B TMEpEeYEHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPEMAPaTOB:

Monocan (MHH — N3ocopOuna moHnonutpar), Tadiaetku, 20 mr, 10 mT. - ynakoBKu
SYEUKOBBIC KOHTYpHBIE (3) - MaYKu KapTOHHBIE, B pa3Mepe 58,47 pyOieil.

[IpenenpHass OTMyCKHAs I1I€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IMpernapar He
COIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHOMHUYeckoro ananmza OAC Poccun BBISIBICHO, 4YTO
3asBJICHHAs Ha MEpPEepPEerucTpaluuio MpeAeiibHas OTIYCKHAs II€Ha Ha BbIIICyKa3aHHbBIN



JIEKapCTBEHHBIN IIpenapar BbIIIE PACCUNTAHHON B COOTBETCTBHH C IIyHKTOM 24 MeTtoauku
pacdera yCTaHaBIMBAEMBIX ITPOU3BOAUTEISAMHU JICKAPCTBEHHBIX MPENAPATOB IMPEAEIBHBIX
OTIIyCKHBIX LI€H Ha JICKQpCTBEHHBIE NPENApPaThl, BKJIIOYCHHBIE B II€PEUYECHb XKU3HEHHO
HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPH UX TOCYAApCTBEHHOU
pEerucTpalid M IEpeperucTpanuy, YTBEPKICHHOM IocTaHoBiaeHueM IIpaBurenbcrBa
Poccuiickoit ®@epeparuu ot 15.09.2015 Ne 979 (manmee — Meroauka), 10MyCTUMOMN
BEJIMYMHONW YBEIUMYECHHSI 3apErMCTPUPOBAHHBIX MPENEIbHBIX OTIYCKHBIX LEH, 4YTO
IPOTUBOPEYUT NOJAIMYHKTY «0» MyHKTa 23 MeToauku.

B cBsi3u C BBILIEU3IOKEHHBIM, B COOTBETCTBUM C TMOJINYHKTOM «B» ITyHKTa 13
[IpaBun mpeBbllIeHUE MPEACTABICHHOW JMJiS TOCYJapCTBEHHOW pPErucTpauuu WId
NepPeperucTpaluy MpeaeabHON OTMYCKHOM IEHBl MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ| IEHOM, pacCCYMTAaHHON B COOTBETCTBUU ¢ METOAMKOMN SIBJISIETCS OCHOBAaHUEM
JUIsL OTKa3a B COINIJACOBAaHUM TOCYAAPCTBEHHOM PETUCTpPAlMU WIM IepEepErucTpalnun
IIPENEIBbHOM OTIYCKHOM LIEHBI IPOU3BOAUTENS HA JICKAPCTBEHHBIN IIpenapar.
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