PEHIEHUE
00 OTKa3e B COITIaCOBaHHUH MMPCACIbHBIX OTITYCKHBIX IICH HpOHSBOHHTCHGﬁ
Ha JICKaAPCTBCHHBLIC IIPCTIapaThbl, BKIIFOYCHHBIC B IICPCUYCHD JKU3HCHHO HCO6XO,Z[I/IMI)IX
1 BaXKHEHUIIINX JICKApCTBCHHLIX IIPCITIaparoB

B coorBerctBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpAallMM U
MEPEePETUCTPALUN YCTAHABIMBAEMbBIX MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX IPEINApaToB
MpEETbHBIX OTHYCKHBIX LIEH Ha JICKAPCTBEHHBIC Ipenaparbl, BKIIOYECHHBIE B MEPEUYCHb
JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IPEMaparoB, YTBEPKICHHBIX
nocraHoBiieHneM IIpaButensctBa Poccuiickoit ®@eneparuu ot 29.10.2010 Ne 863,
denepanbHas aHTUMOHOINOJNBHAS CIIy>)k0a paccMoOTpelsia JIOKyMEHTBI, MpEeICTaBICHHbIC
MMHUCHbMOM Mun3apaBa Poccun oT 23.08.2016 No 20-4-4019156-c,
U TpUHSTIA pemieHne o0 OTKa3e B COMIACOBAHUU TMPEICIbHOW OTIYCKHOW IEHBI
00O «BAJIEAHT»; np., niepB. yIL., BTOp. yI., Bl K. - [Ip. I'epxapn Mann, Xumuko-
dapmarnestuaeckoe npeanpustTae ['MOX (I'epmanus) Ha Clemyronuil JeKapCTBEHHBIN
mpernapar, BKJIIOYCHHBIH B TIEPEUEHb JKU3HEHHO HEOOXOMUMBIX ¥ BaXHEHIITNX
JIEKapPCTBEHHBIX MPENApPaTOB:

O®nokcan (MHH — Odnokcauun), Ma3p maszHasi, 3 wmr/r, 3 1, - TyObl u3
KOMOMHUPOBaAHHOTO MaTtepuaia (1) — mayku kapToHHbIE, B pasmepe 131,36 pyo.

IIpenenbHas OTIIyCKHAs L€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIperapar He
COTIJIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

[Ipn npoBenenun sxoHoMuueckoro ananmuza @AC Poccun BBISIBIEHO, YTO POCT
Kypca HallMOHAJIbHON BAJIFOTHI TOCYIApPCTBA-IIPOU3BOAUTENS JIEKAPCTBEHHOIO Ipenapara
K pyOnro 3a mepuoAg Cco  JIHA TOCYIapCTBEHHOW peructpanuu  (MOCienaHen
MepeperucTpanun) MpeAeTbHON OTITYCKHOM IIeHBI MPOU3BOIUTENS Ha JICKApPCTBEHHBIN
mmpenapar a0 Jarbl NOoJa4d JOKYMEHTOB HAa €€ OYEPEAHYI0 NEPEPErucTpaluio He
MPEBBINIACT TPOTHO3UPYEMBIM YpPOBEHb HWHQUISIIMM TEKYIIETO TO/Aa, YCTaHOBJICHHBIN
denepanbHBIM 3aKOHOM O (emepanbHOM OIOKEeTe Ha COOTBETCTBYIOIMINN (DHHAHCOBBIN
rol W IUIAHOBBIM IIEPHOA, YTO MPOTUBOPEYNT MNyHKTY 23 Meronukn pacuera
YCTAHABIIMBAEMbBIX  MPOU3BOJAUTEIISIMUA  JICKAPCTBEHHBIX  IPENApaToB  MPEEIbHBIX
OTIYCKHBIX IIEH HAa JICKAPCTBEHHBIC Ipenaparbl, BKIIOYEHHBIC B MEPEYEHb >KU3HEHHO
HEOOXOJUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX IIpPEnaparoB, MpH MX TOCYIapCTBEHHOU
perucTpalii MU MEePEeperucTpaluu, YTBEPKICHHOW MocTaHoBieHueM IIpaBurennbcrBa
Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBfi3M C BBIIEU3T0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun 1peBBIlIEHUME NPEACTABISIEMONM U TOCYJapCTBEHHOM pPETUCTpPALMU WU
MEPEPETUCTPALINN TIPEICIIbHOW OTHYCKHOM IIEHBI MPOW3BOAMUTEIS Ha JICKAPCTBCHHBIN
mpenapar HajJ UEHOW, pPACCUMTAHHOW B COOTBETCTBUM C METOOUKOW, SBIAETCA
OCHOBAaHMEM JUIsl OTKa3a B CONIACOBAHUM TOCYJAPCTBEHHOW PETHCTPALMM IPEACIIbHON
OTIYCKHOU IEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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