MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENIEH
Ha JICKapCTBEHHbIE MIPENaparhl, BKIOYEHHbIE B IEPEUYEHb )KU3HEHHO HEOOXOANMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuu ¢ mnynktoM 8§ I[lpaBun rocynapcTBEHHOW perucTpaluv u
NEPEePEerucTpali yCTaHABIMBAEMbIX TPOU3BOJAUTENSIMUA JIEKAPCTBEHHBIX IPenapaToB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpENapaThl, BKIOYEHHBIE B IEPEYEHb
KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIUX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIX
nocranoByieHueM IIpaBurtennscTBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865 (nmanee
- IlpaBuna), denepasbHas aHTUMOHOMNOJBHAS CIYXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTtasieHHble mucbMoM MunsnapaBa Poccum ot 01.08.2018 Ne 20-4-4076859-c, n
NPUHsIIA petieHrue 00 OTKa3e B COIVIACOBAHUM MPENEIbHOM OTITYCKHOW LIEHBI, 3asBJIECHHON
Ha PETUCTpALMI0 JAEprKaTelieM WM BIIAJEIbIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS
nekapctBeHHoro mnpemnapata OOO «Jlxogac Oxcrioum» (Poccust), mpousBojacTBa (Bce
cragun) FOuumxync Jlad Caitence3 Jlumuren (Muaus), Ha cieayronye JeKapCTBEHHbIS
npenaparbl, BKJIIOUCHHBIE B TIEPEUCHb IKU3HEHHO HEOOXOIMMBIX U BaKHEUIIIHUX
JIEKapCTBEHHBIX MPENaparos:

1. Huockan (MHH — Horekcon), pactBop mis uubexuuii, 300 mr itoxa/ mi, 50
M1, - (himakoHsl (1) - mayku KapToHHBIE, B pazmepe 536,50 pyo.

2. Huockan (MHH — WMorexkcon), pactBop mnst MHbeKuuit, 350 mr ifoma/ mi, 50
M1, - (hakoHslI (1) - mauku KapToHHBIE, B pazmepe 665,60 pyo.

[IpenenpHas OTIyCKHas L€HA Ha YKa3aHHbIA JIEKAPCTBEHHBIM Mpenapar He
COIJIACOBBIBAETCS IO CIEAYIONIMM OCHOBAHUSIM.

B coorBerctBun ¢ uHdopmamnmeit ®I'bBY «HIDCMID» MunszapaBa Poccun,
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HarpaBJleHHOM Mun3npaBoM Poccuu B coctaBe KOMIUIEKTa IOKYMEHTOB, JIEKAPCTBEHHBIN
npenapar «Huockan» (MHH — ﬁoreKcon) B JICKAPCTBEHHOU (OpMe «pacTBOp IS
UHBEKIMI» B go3upoBkax «300 wmr woma/mm» u «350 Mr #Homa/Mm» sBIsSETCS
BOCIIPOM3BEJICHHBIM JICKAPCTBEHHBIM IIpENaparoM, MU B KadyecTBE pPePEpEeHTHOTO
JIEKApCTBEHHOTO IIpernapara paccMaTpUBAETCsl JIEKAPCTBEHHBIM mpenapar «OMHUIIAK
(MHH — Horekcom» B JeKapcTBEHHOH GopMe «pacTBOp JUI HHBEKIHI» B TO3MPOBKAX
«300 mr ioma/mm» u «350 mr Homa/mm» (mpousBoactBo — Jxull Xoanckea Mpnangus
JIumuren, Upnanaus) (ITNO015799/01 ot 14.05.2009).

[Ipu npoBeneHum skoHOMHUeckoro ananmu3za OAC Poccum BBISBIECHO, 4TO
NpeaeabHasl OTIYCKHAs [I€HA Ha BBIIICYKa3aHHBIA BOCIPOU3BEICHHBIN JIEKAPCTBEHHbIN
npenapar B Jo3upoBke «350 Mr Moma/Mi», paccUMTaHHAsT UCXOAS U3 CTOMMOCTH OJHOMU
JIeKapCcTBEHHON (opMbl, mpeBbimaeT 80 MNPOIEHTOB CPEIHEH 3aperucTPUPOBAHHOMN
NpelebHON  OTIMYCKHOM IIeHBbl NPOU3BOAUTENS HAa pedepeHTHBIM JEeKapCTBEHHBIM
npenapar, pacCUMTaHHbIA HMCXOJs M3 CPEIHEW 3aperucTPUPOBAHHONM CTOMMOCTH OJIHOW
JIEKapCTBEHHON  (OpMBI, YTO MNpPOTHBOpEYUT MyHKTY 21 Meroauku pacuera
YCTAHABIIMBAEMbBIX  IPOU3BOAUTENSIMH  JIEKAPCTBEHHBIX  IPENaparoB  MPEAEIIbHBIX
OTIYCKHBIX I[IEH HA JICKAPCTBECHHBIE IPEIApAThl, BKIIOUCHHBIE B MEPEUYECHb JKU3HEHHO
HEOOXOMMMBIX M BaXKHEHITMX JIEKAPCTBEHHBIX NPEMApaToB, MPU HMX TOCYAAPCTBEHHOM
pErucTpalii W NEPEPErUCTPALIMM, YTBEPKACHHOW MOCTaHOBIeHUEM [IpaBurenscrBa
Poccuiickoit ®enepanuu ot 15 centsiopst 2015 . Ne 979 (nanee — Metoauka).

B coorBerctBUu ¢ ab3aneM 2 nyHkta 16 IlpaBun nepkareib WM Blajienel
PETUCTPAIlMOHHOTO  YAOCTOBEpPEHUs  (YNMOJTHOMOYEHHOE UM JIMII0) BTOPOTO U
MOCJIEIYIONIUX  BOCIPOU3BEACHHBIX  JIEKAPCTBEHHBIX  MpenaparoB  MHOCTPAHHOIO
MIPOU3BOICTBA, HE HAXOJAIIUXCS B oOpanieHuu B Poccuiickoit denepanuu, nmpeacTapiseT
JUISl TOCYIapCTBEHHOM PETHCTPAIlMU MPEAECIbHYIO0 OTIYCKHYIO LIEHY IMPOU3BOJIWTENS HA
JIEKApCTBEHHBIN Mpenapar HUWKE Ha S5 NPOLEHTOB MOCIEIHEN 3aperuCTPUPOBAHHOM
MPEICIIBHOW OTIMYCKHOW II€HBI TMPOU3BOJMTENSA HAa AHAJOTHUYHBIA BOCIPOU3BEICHHBIN
JIEKapCTBEHHBIN mpemnapar (10 MEeXIyHapOJHOMY HEMaTEHTOBAHHOMY HAMMEHOBAHHIO
WIA TPU €ro OTCYTCTBHM - XUMHYECKOMY WIM TPYNIIMPOBOYHOMY HAUMEHOBAHHIO,
JICKapCTBEHHOU (opme, T03UpOBKEe (KOHIICHTPAIIMU, aKTUBHOCTH B €IMHHIIAX JCHCTBUSA),
pPacCCUUTAHHOW UCXOS U3 MAKCUMAIbHOM CTOMMOCTH OJHOM JIEKAPCTBEHHON (POPMBI.

[Ipnu npoBeneHum 3koHOMHUeckoro anamusza POAC Poccum BBISBIEHO, 4TO
MPEJCTABIEHHAS NPEAeibHAs OTITyCKasl IIEHA HE CHUXKEHA Ha 5 MPOILIEHTOB OT MOCIEIHE!
3apETUCTPUPOBAHHON TPEAEITBHON OTIYCKHOW ILIEHBI MPOU3BOJUTENS HA AHAJIOTUYHBIN
BOCIIPOW3BEICHHBIN JIEKapCTBEHHBIN Ipenapar (1o MeXIyHapoJHOMY HENaTEeHTOBAHHOMY
HAMMEHOBAHUIO WJIM TIPU €ro OTCYTCTBHM - XHMHUYECKOMY WIM TPYHNIHUPOBOYHOMY
HAaMMEHOBAHUIO, JIEKAPCTBEHHOW QopMe, A03UpOBKE (KOHIIEHTPALIUM, AKTUBHOCTH B
€IUHUIIAX JICUCTBUS)), PACCUUTAHHOM HCXON M3 MAKCUMAaJIbHOM CTOMMOCTH OJHOU
JIEKapCTBEHHOM (POPMBI, YTO MPOTUBOPEUUT MyHKTY 21 Metonuku.

B CBs3u C BBINIEU3JI0KEHHBIM B COOTBETCTBUM C MOJIMYHKTOM «B» IyHKTa 13
[IpaBun mpeBbIIEHHE MPEACTABISEMON Uil TOCYJAapCTBEHHOW PETUCTPALMU WIIA
MEPEPETUCTPALUA TPEACIBHON OTIIYCKHOM IIEHbl IPOU3BOAMTENS HA JIEKAPCTBEHHBIN



mmpernapar HajJ LEHOW, pPacCYMTaHHOM B COOTBETCTBUM C METOAUKOU, SIBIsAETCA
OCHOBAaHMEM [UIs OTKa3a B COIVIACOBAHMU TI'OCYAAPCTBEHHOM DPETMCTPALMU IPEACIbHOU
OTIIyCKHOM LI€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.TO. [lapukoBckuit



