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PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPEenaparhl, BKIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaTOB

B coorBerctBum ¢ mnyHkroM 8 IIpaBun TrocynapCTBEHHOW pErucTpalud H
MEPEPETUCTPALIMM YCTAHABIMBAEMBIX TPOU3BOAMTEISIMU JIEKAPCTBEHHBIX MpenaparoB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEWIIUX JICKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoienreM [IpaButensctBa Poccuiickorn @enepaunu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), enepanpHasi aHTUMOHONOJbHAs Cly:k0a paccMoTpena JIOKyMEHTHI,
npeacTaBieHHble nucbMoM MunznpaBa Poccuu ot 30.01.2018 Ne 20-4-4062386-c, u
OpUHAJA pelieHne 00 OTKa3e B COIIACOBAHUU TMPEACIbHONM OTIYCKHOW IIE€HBI
3A0 «IpousBoacTBeHHas (¢apmaneBTuueckas kommanus OOHoBinenue» (Poccus) Ha
JIEKapCTBEHHBIN npenapatr « AMOpokcom» (MHH - AMOpokcost), BKIIFOUEHHBINH B TIEPEUCHb
KU3HEHHO HEOOXOIMMBIX U BAXKHEUILINX JIEKAPCTBEHHBIX MPEMApPaTOB.

IlpenenbHass OTHyCKHaAs LI€HA Ha YKAa3aHHBIM JIEKAPCTBEHHBIM I[penapar He
COIIIACOBBIBAETCS I10 CIEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBeneHnn skoHOMHUYeckoro ananmza OAC Poccum BBISBICHO, 4YTO
npeAesibHasl OTIyCKHasl LI€HAa Ha 3asiBIEHHBIN JIEKAPCTBEHHBIN Mpernapar, pacCYuTaHHAS
UCXOJI U3 CTOMMOCTH OJTHOM JIEKapCTBEHHOU (hOpMBI, MpeBbIiiaeT 80 MPOIEHTOB CpeHEN
3aperuCTPUPOBAHHON TIPENEIbHON OTIYCKHON II€HBI MPOU3BOAUTENS Ha peepeHTHHIN
JIEKapCTBEHHBI I@pernapar, pPacCUMTaHHOM 3a mnepuoA 3 JIeT [0 NPeACTaBICHUS
JIEpKaTEeNeM WM BIaJENbLIEM PETHCTPALMOHHOIO YIOCTOBEPEHHUS (YIOJTHOMOYEHHBIM UM
JUIOM) YKa3aHHOTO BOCHPOM3BENECHHOIO JIEKAPCTBEHHOIO Ipernapara MpeAebHON
OTIIyCKHOW LEHBI, PACCUMUTAHHON HCXOJA U3 CTOMMOCTH OJHOM JIEKAPCTBEHHOH (hOPMBI,
YTO MPOTHUBOPEYHUT MYHKTY 6 MeToIMKH pacuera yCTaHaBIMBAEMbIX MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX MPENapaToB NPeaebHbIX OTHYCKHBIX LIEH Ha JIEKapCTBEHHbIE Mpenaparsl,
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BKJIIOYCHHBIE B TIEPEUCHb JKM3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX
MpenaparoB, MPU UX TOCYAAPCTBEHHON PErMCTPaLMU U MEPEPETUCTPALINHU, YTBEPKICHHOMN
nocraHoBiieHreM [IpaBurenscTBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nmanee
— Mertoauka).

B cBs3u ¢ BBINIEH3I0KEHHBIM, B COOTBETCTBHH C IOAMYHKTOM «B» ITyHKTa 13
[IpaBun npeBBILICHUE MPEACTABISEMON JUIsI TOCYJAapCTBEHHOW pETrUCTpalvyd WIIH
MEePEPErUCTPaALIM TPEACIbHON OTITYCKHOM II€HBI MPOW3BOAMUTEISI HaA JIEKAPCTBEHHBIN
npenapar HaJa I[€HOW, pPACCYMTAHHOM B COOTBETCTBUM C METOOUKOM, SIBISAETCS
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOW PETUCTPALMM MPEACIbHOU
OTIYCKHOM IIEHBI MPOU3BOAUTENSL HA JICKAPCTBEHHBIN Mpenapar.
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