PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBun ¢ mnyHktoM 8§ I[lpaBun rocynapcTBEHHOW perucTpanuv u
NEePEePEerucTpalii yCTaHABIMBAEMbIX TPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX IpenapaToB
MpelebHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B MEPEUYCHb
’KU3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IPEMapaToB, YTBEP>KICHHBIX
nocranoBienneM IIpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepasbHas aHTUMOHOMOJBHAS CIyXKO0a paccMOTpesia JOKYMEHTHI,
npeAcTaBieHHble mUcbMOM Mun3zapaBa Poccuu ot 26.09.2016 Ne 20-4-4023189-c, u
NPUHSIA pElIeHHe 00 OTKa3€ B COMIACOBAHUM NPEIEIbHOM OTIYCKHOW LIEHBI AepKaTels
WIM BJIAJENbla PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JEKAPCTBEHHOrO npenapara «Mukpo
Jla6c¢ JIumuren» (Muaus), npousBojctsa (Bce ctaauu) «Mukpo Jlade Jlumuren [Xocyp]»
(Muaust) Ha ciaenyromuii JIEKApCTBEHHBIN Mpenapar, BKIIOYEHHBIN B MepeYeHb KU3ZHEHHO
HEOOXOIUMBIX M BOXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

1. Mokcurpam (MHH — Mokcudmnoxkcanut), TabJeTKU MOKPBIThIE IIEHOUYHON
obonoukoit 400 mr, 5 mt. - Gnuctepsl (3) — mavyku KapToHHBIE, B pasmepe 1 777,35 pyo.

[IpenenpHass OTHyCKHasi Il€eHA Ha YKa3aHHBIM JIEKQpCTBEHHBIA IMpenapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBerctBuum ¢ mnucemom DI'BY «HIIDCMIID» MunsnpaBa Poccun ot
20.09.2016 Ne 14087, nampaBieHHoro MuHn3zapaBom Poccum B cocTraBe KOMILIEKTa
JIOKyMEHTOB,  COOOIIAeTCsl, 4YTO  BBHINICYKAa3aHHBIM  JIEKAPCTBEHHBIN  Mpemapar
COOTBETCTBYET TPEOOBAHUSIM, MPEIBSIBIIEMbIM K «BOCIPOU3BEICHHBIMY JIEKAPCTBEHHBIM
npenaparaM, a Takxke, uro npenapar Asenokc (MHH — Moxkcudnokcanun) B
JIEKapCTBEHHON (opMe «TalOleTKU TOKPBIThIE IUIEHOYHOM o6Oomoukoi, 400 wmr»
(npousBoautens - «baiiep ®apma Al», 'epmanus) sBisieTcss pepepeHTHBIM.

[Ipu npoBenenun »skoHoMuueckoro aHanuza @OAC Poccuu BBISIBIEHO, 4YTO
npenesabHas OTHYCKHasl 1€HAa Ha BbIIIEYKa3aHHBIM BOCHPOM3BEICHHBIN JEKapCTBEHHBIH
npenapar npesbiaer 60 TPOLEHTOB MAKCUMAIbHOW 3apEruCTPUPOBAHHON MpeebHOM
OTITyCKHOM IIeHbI Ha pe(pepeHTHBIN JIeKapCTBEHHBIN MIpenapar, YTo MPOTUBOPEUUT MTyHKTY
21 MeToguku pacyeTa  yCTAHABIMBAEMBIX  IPOU3BOJUTEISIMH  JIEKAPCTBEHHBIX
MpenapaToB MPeAeNIbHBIX OTITYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIFOUCHHbBIEC B
MEePEUYCHb KU3HEHHO HEOOXOAUMBIX M Ba)KHEWIIHNX JIEKAPCTBEHHBIX MpPENaparoB, MPU UX
rOCy/IapCTBEHHON PErucTpalvud U MEpPEepPerucTpanuu, YTBEPKICHHOW MOCTaHOBICHUEM
[IpaButenscTBa Poccuiickoit @enepaunu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOJIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TpEBBILIEHWE NPEACTABICHHOM JIsI TOCYJApCTBEHHOW PErucTpalvyd WIN
NepeperucTpaluy MpeAebHOM OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIM
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npcrapar Haxa HCHOfI, paCCIIHTaHHOﬁ B COOTBCTCTBHHN C MGTO,Z[I/IKOﬁ SABJIACTCA
OCHOBaHUCM JJIsI OTKa3a B COINIaCOBAHHNU I’OCYIIE[pCTBCHHOfI perucrpaiiunu HJIA

MEPEPETUCTPALIMN TIPEACITBHON OTIYCKHOW II€HBI IMPOU3BOJIMTENSA HaA JIEKAPCTBEHHBIN
npenapar.

A.b. Kamesapos
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