PEILIEHUE
00 OTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHBIE MPEnaparhl, BKIOYCHHbIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHWIIINX JIEKaPCTBEHHBIX IIPENApPaTOB

B coorBerctBun ¢ mnyHkroM 8§ IIpaBun TrocynapCTBEHHOW perucTpalud U
MepepPerucTpaluu yCTAHABIMBAEMBIX MPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX MpernaparoB
MpeACNIbHBIX OTIYCKHBIX LIEH Ha JIEKAapCTBEHHBIE Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX W BaXXKHEWIIUX JICKAPCTBEHHBIX MPEMapaToB, YTBEPKICHHBIX
nocranoienreM [IpaButensctBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHASA CIy>)k0a paccMoTpena  JIOKyMEHTHI,
npeacTaBileHHble ucbMoM MunsnpaBa Poccum ot 15.03.2017 Ne 20-4-4037775-c, n
OpUHsUIa peuieHue 00 OTKa3e B COMIACOBAHMM MPENCIbHOW OTIMYCKHOM II€HBI
OO0 «O30n» (Poccusi), Ha criemyrouuil JeKapCTBEHHBIM Nperapar, BKIIOYEHHBIH B
nepeyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Onpancerpon (MHH - OwngancerpoH), pacTBop JUisi BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOTO BBeAeHUS 2 Mr/Mi, 4 Mi - ammyiabl (5) - yHakoBKH SYEHKOBBHIC
koHTYpHBIC (1) - mauku kapToHHBIE, B pazmepe 2004,20 pyo.

[IpenenbHass OTHyCKHas II€HA HAa YKA3aHHBIM JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

N3 ananuza npencrasienHot B @DAC Poccun mHpopManuu o crnocode OTHECEHUS
OOIIETPON3BOJICTBEHHBIX M OOIEXO3SAMCTBEHHBIX pPACXOJOB Ha  Cce0ECTOMMOCTH
KOHKPETHOTO JIEKAPCTBEHHOTO Tpernapara CiaeayeT, UTO B pacyeTe MPeaesIbHbIX OTIMYCKHBIX
IIEH Ha JIEKApCTBEHHBbIE Mpernaparbl MPOU3BOJCTBA TrOCyIapcTB-4ieHOB EBpasuiickoro
PKOHOMHYECKOTO coro3a (rpader 8 - 15 mpunoxenus Ne 2 k Meronuke pacyera
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YCTaHABIMBAEMBIX  INPOU3BOAUTEISAMU  JICKAPCTBEHHBIX  IPENaparoB  IPEIEIbHBIX
OTIIyCKHBIX II€H Ha JICKAPCTBEHHBIC IpEIaparbl, BKIIOYEHHBIE B IIEPEYEHb JKU3HEHHO
HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPH HX TOCYAApCTBEHHOU
pErucTpallii M INEPEPETrUCTpalvM, YTBEPKICHHOW mocTaHoBieHHEeM [IpaBurenbcTBa
Poccuiickoit @eaepanuu ot 15.09.2015 Ne 979) orpakeHbl HEKOPPEKTHBIE YHCIOBBHIE
3HayeHus. Takum oOpaszoMm, cBeneHus, conepxkammecs B AokyMeHTax OOO «O3on»
(Poccust), mnpencraBieHHblE [ PErMCTPAlMM  MPEAEIbHOM OTIYCKHOM LEHBI Ha
nekapcTBeHHbI  mpenapar  Ounpancetpon (MHH - OwnpanceTpoH),  SIBISIOTCS
HEJOCTOBEPHBIMHU.

B cBA3M C BBIIEU3I0KEHHBIM, B COOTBETCTBUU C NOIIIYHKTOM «a» IyHKTa 13
[IpaBui penoCcTaBIeHUE HEAOCTOBEPHBIX CBEICHUM SIBISETCS OCHOBAHHUEM JJISI OTKAa3a B
COITIACOBAHUM  TOCYJAPCTBEHHOM  PETUCTpPAllUM  IPEIEIbHOM  OTIIYyCKHOW  LIEHBI
IIPOU3BOJMUTEINS HA JIECKAPCTBEHHBIN IIpenapar.

A.B. JlonieHko
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