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PEHIEHUE
00 OTKa3e B CONIaCOBAaHUHU MNpeACIbHBIX OTITYCKHBIX IICH HpOPI?;BO,ZIHTGJIGfI
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBIX IIPCIIaparoB

B coorBerctBuu ¢ myHktamu 8 u 21 IIpaBuin rocynapcTBEHHON perucTpanuvii u
MepEPErucTpalii yCTaHABIMBAEMbBIX MPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
MpeAeNIbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIE IpENaparhl, BKIIOUEHHBIE B NIEPEUCHb
KU3HCHHO HEOOXOTUMBIX M BAKHEUIUX JICKAPCTBEHHBIX MPEMApPaTOB, YTBEPIKICHHBIX
noctaHoBienreMm lIpaButensctBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (B
penakiuuu, JACUCTByroled Ha naary nonaun 3asBiaeHus — 21.09.2018) (manee —
[IpaBuna), ®enepanbHas aHTUMOHOMONBbHAS CIyXk0a paccMoOTpena JIOKYMEHTHI,
npeacraBieHuble mucbMoM MunsapaBa Poccun ot 22.10.2018 Ne 20-4-4082032-c, u
MpUHsAJa pelnieHne o0 OTKa3e B COMIACOBAaHUU TMPEACIbHOM OTMYCKHOW IICHBI,
3asBiaeHHOW Ha mnepepeructpanuio [IT. Hosemn ®apmackiotukan Jlaboparopus
(Mnponesus), Ha clHeAylOIIMM JIEKAPCTBEHHBIM Mpemnapar, BKIIOYEHHBIH B TepeueHb
’KU3HEHHO HEOOXOIMMBIX U BAKHEUIIINX JIEKAPCTBEHHBIX MPEINapaToB:

«Jdobytem» (MHH — «JloOyTamuH»), KOHIICHTpAT JUIsl IPUTOTOBJICHHS PacTBOpa
st uHQy3ui, 50 mr/mi, 5 mi, - pnakonsl (1) - mauku kapToHHBIE, B pazmepe 194,91 pyO.

3asiBNIeHHAs] MpeJebHas OTIYCKHAas 1I€Ha HE COIVIACOBBIBAETCS MO CJIETYIOIIUM
OCHOBAHUSIM.

[IpenenpHas oTIyCKHas II€HA HA BbIIIEYKa3aHHbBIN JICKAPCTBEHHBINA Ipenapar Oblia
3apeructpupoBaHa MunznpaBom Poccum B 2018 rony (mpuxaz ot 18.01.2018
Ne 6/20-18).

B coorBerctBuu ¢ myHktoM 18 IlpaBun rocymapcTBeHHass THepeperucTparius



OCYILECTBISIETCSI HMCXOAS W3 pacyera, MNpeIyCMOTPEHHOro MeToaukol pacuera
YCTaHABIMBAEMbIX  IPOU3BOJUTENSAMU  JIEKAPCTBEHHBIX  IPENapaToB  MPEAEIbHBIX
OTILYCKHBIX ILIEH Ha JICKAPCTBEHHBIEC IpENapaThbl, BKIOUYEHHBbIE B IMEPEYEHb KU3HEHHO
HEOOXOMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HMX TOCYAapCTBEHHOU
pEerucTpauMd M NEpPEeperucTpalu, yTBEpPKACHHON mocTtaHoBieHueM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (B penakuuu, ACMCTBYIOLIEH Ha Aary
nojauu 3asasieHns — 21.09.2018) (manee - Meronuka), He yanie | pa3za B KaJeHIapHOM
TO#Yy.

Takum o00pa3oM, mpeAcTaBleHHas I TOCYAAPCTBEHHOM IepeperucTpauuu
npeaenabHas OTMYCKHAash I1I€Ha Ha BbIIICYKa3aHHBIA JIEKAPCTBEHHBIM Mpemnapar,
paccuMTaHHass C YYEeTOM MPOTHO3UPYEMOIO YpPOBHS HH(QISAUMU TEKyIIero roja,
YCTAaHOBJIICHHOTO  (peepaibHbIM  3aKOHOM O  QenepaibHOM  OrOKeTe  Ha
COOTBETCTBYIOUIMN (UHAHCOBBIM TOA W Ha IUJJAHOBBIM TMEpPUOJ, HE MOAJEKUT
nepepeructpanuu B 2018 roxuy.

Kpowme Toro, npu npoBeaeHnr 3KOHOMUYECKOIO aHAIU3a 3asBICHHOU MPEIEIbHON
oriyckHO#M 11eHbl PAC Poccuu yCTaHOBIIEHO, YTO POCT Kypca HAIMOHAIBHOW BaJIFOTHI
roCyIapCTBa-MPON3BOANUTENS JICKAPCTBEHHOTO TMperapara K pyomo (MHIOHE3WHCKas
pynusi) 3a Mepuoja €O AHS MOCJIEAHEH perucTpanuu (mepeperucTpainu) MnpeaeaibHON
OTHYCKHOM LE€HBI MPOU3BOAMUTENS Ha JICKAPCTBEHHBIM MNpenapar 0 JaTbl MNOJa4u
JOKYMEHTOB Ha €€ OYEPEIHYIO IEPEPETrMCTPAlHI0 HE MPEBBIIAECT MPOrHO3UPYEMBIN
YPOBEHb HMHOISUMU TEKYIIEro To/d, YCTAHOBJIEHHBIA (heaepaibHbIM 33aKOHOM O
benepanbHOM OIOPKETE HA COOTBETCTBYIONIMI (PMHAHCOBBIA IO/ M TUIAHOBBIM MEPUON,
YTO MPOTUBOPEUHNT IyHKTY 23 MeToauKH.

B cBsi3u C BBINIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» HyHKTa 13
[IpaBus1 TIpeBBINIEHUE TMPEACTABISAEMONW JUIsi TOCYJApCTBEHHOW NEPEPETHCTPALIUU
MPEAEIbHON OTIYCKHOW LIEHBI MPOW3BOIUTEIISI HA JIEKAPCTBEHHBIN Mpenapar Haj LEHOM,
pacCUMTAaHHOW B COOTBETCTBMM C METONMKOM, SIBISETCS OCHOBAHMEM [l OTKa3a B
COITIACOBAHUM TOCYAAPCTBEHHOM IIEPEPETUCTPALMU IPEAEIBHON OTIYCKHOM IIE€HBI
MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.
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