PEILIEHUE
00 OTKa3e B COMIACOBAHUHU IPEIEIbHBIX OTIYCKHBIX LIEH MPON3BOIUTENEH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaToOB

B coorBercTBUM C TIyHKTOM &, TIOANYHKTOM «B» nyHKTa 13 IlpaBun
rOCy/IapCTBEHHOM PETUCTPALMK U TIEPEPETUCTPAIIUN YCTAHABIUBAEMbIX MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX MPEnaparoB MPeaesIbHBIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHbBIC Mpernaparsl,
BKJIIOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEMIIHUX JIEKAPCTBEHHBIX
MpenapaToB, YTBEPKACHHBIX mnoctaHoBieHueM lIpaBurenbcrBa Poccuiickoit @enepanuun
ot 29.10.2010 Ne 865 (manee — IlpaBuia), denepanbHasi aHTUMOHOIIOJIbHAS CITyK0a
paccMoTpena JOKYMEHTHI, IIpeAcTaBieHHble mucbMoM Mun3zapaBa Poccun ot 09.06.2016
No 20-4-4013632-c, m mpuHsUTa pelnieHHe 00 OTKa3e B COIVIAaCOBAHMH, 3asBIICHHBIX B
BBHINIICYKAa3aHHOM THChME, 28 mpeaenbHbX OTImycKHbIX IeH OAO «Yconbe-Cubupckuit
xumpapmsaBoa» (Poccusi) Ha nekapcTBeHHBIH mpemnapar «PeHobapbutam»y (MHH —
®enobapOHTaNl), BKIIOYECHHBIA B IEPEYCHb >KU3HEHHO HEOOXOJUMBIX M BAKHEUILNX
JIEKApCTBEHHBIX MPEMapaToB.

[IpenenbHble OTHMYCKHBIC IIEHBI Ha YKa3aHHBIA JIEKAPCTBEHHBIM IMpernapar He
COIIACOBBIBAIOTCS IO CJIETYIOUIUM OCHOBAHUSIM.

[Ipu mnpoBeneHun »skoHOMHMUeckoro aHaimmza OAC Poccun BBISBICHO, 4YTO
MIPEACIIbHBIE OTITYCKHBIE IIEHBI HA BBIIICYKAa3aHHBIE BOCIPOU3BEIACHHBIE JIEKAPCTBEHHBIC
npenaparbl, PacCUUTAHHBIE HCXONS W3 CTOMMOCTH OJHOM JIEKAPCTBEHHOM (HOPMBI,
npeBbimaoT 80 NPOLIEHTOB MAKCUMAJIbHON 3apErUCTPUPOBAHHON MPEIEIbHON OTITYCKHOM
LEHbl TPOU3BOAUTENS HA AHAJIOTHMYHBINA JIEKAPCTBEHHBIN Mpenapar (Mo MeKIyHapOJIHOMY
HEMAaTEeHTOBAHHOMY HAWMEHOBAHUIO WM MPU €ro OTCYTCTBUHU - XUMHUYECKOMY WIH
rpyNIUPOBOYHOMY HAaWUMEHOBAHHUIO, JIEKAPCTBEHHOUW (pOopMe U TO3UPOBKE (KOHIICHTPAIIUH,
AKTUBHOCTHU B €IMHUIAX JICUCTBUS), PACCYHUTAHHOW UCXOAS U3 MAaKCUMAJIbHOW CTOMMOCTH
OJHOM JIEKapCTBEHHON (OpPMBI, YTO MPOTUBOPEUUT NYHKTY 6 Meronuku pacuera
YCTAHABJIMBAEMbIX  MPOU3BOAUTENISIMUA  JIGKAPCTBEHHBIX  IPENaparoB  MPeIesIbHBIX
OTIYCKHBIX II€H Ha JIGKQpCTBEHHBIC Mpemnaparbl, BKIIOUEHHbIC B TMEPEYEHb KUZHEHHO
HEOOXOJUMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX IMpENapaTroB, MPU HUX TOCYAAPCTBEHHOU
perucTpalui W TEPEeperucTpaiviv, YTBEP)KISHHOW TmocTaHoBiieHueM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B CBA3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C MOIAIYHKTOM «B» IIyHKTa 13
[IpaBun, TmpeBbIIEHUE TMPEACTABICHHOW [UJI TOCYJApCTBEHHOM PErucTpaluyd Win
MEPEPETUCTPALIMN TIPEACIBbHON OTITYCKHOM II€HbI IMPOW3BOAMUTEINSI HA JIEKAPCTBEHHBIN
Ipernapar HaJl LEHOM, PACCUNTAHHOM B COOTBETCTBUU ¢ METOIHUKON SIBISETCS OCHOBAHUEM
JUIsi OTKa3a B COIVIaCOBAaHMU TOCYJAAPCTBEHHOM PETrHCTpallid WU [epeperucTpanuu
IIPEAEIIBHON OTITYCKHOM LIEHBI POU3BOAUTEIIS HA JICKAPCTBEHHBIN MIpEIapar.
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