PEIIIEHUE
00 OTKa3e B COMIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH TPOU3BOAUTENCH
Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIOYCHHBIE B IIEPEUEHb KUZHEHHO HEOOXOIMMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBeTcTBUM € MNYyHKTOM &8 W TOANYHKTOM «B» IyHKTa 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu u nepeperucTpaium YCTaHABIMBAEMbIX
MPOU3BOJUTEISAMU JICKAPCTBEHHBIX MPENapaToB IMpeNeibHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYCHHBbIE B IEPEUYCHb >KU3HEHHO HEOOXOAMMBIX H
BAXHEWIINX  JICKAPDCTBEHHBIX  IPENApPaTOB,  YTBEPKIAECHHBIX  ITOCTAHOBICHHEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJBHAS CIy)K0a paccMoTpena JOKYMEHTHI, MpeJCTaBICHHbBIC
nrucbMoM MunsnpaBa Poccun ot 02.06.2017 Ne 20-4-4044052-c, u nnpuHsa pemeHue 0o
OTKa3€ B CONIACOBAHHUM MPEACIBHON OTITYCKHOM LIEHBI, 3aBJICHHON HA IEPEPETrUCTPALIUIO
AO «Bepreke» (Poccusi), Ha crienyrolmuil JIEKapCTBEHHBIA Ipenapar, BKJIIOYEHHBIN B
NEPEYEHb KU3ZHEHHO HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

«Acnukop» (MHH «AunerwicanuiuioBass KHUCJIOTa»), TaOJETKH, TMOKPHITHIC
KHUILIEYHOPACTBOpUMON 000soukoil, 100 mr, 10 mT., - yHakoBKU SYEUKOBbIE KOHTYPHbBIE
(3), mauku kapToHHBIE, B pazmepe 41,05 pyo.

[IpenenvHass OTMyCKHas II€HA Ha YKa3aHHbIM JIEKQpPCTBEHHBIA Mpernapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

Ha ocnoBanum mnynkra 10 IIpaBun @OAC Poccum HampaBieH 3ampoc
MIPOU3BOJIUTENIO YKa3aHHOTO JIeKapCTBEHHOTO npenapara oT 19.06.2017 Ne AK/41022/17
B LEISAX YTOYHEHHS CBEJCHUMN, COAEPKAIMXCA B MPEJICTABICHHBIX JOKYMEHTax, a
MMEHHO KOMHUHM TOBAapHBIX HAKIIAJIHBIX HAa JICKAPCTBEHHbIA mpenapar «Acnukop» (MHH
«AlleTHIICATULIMIIOBAsT KUCTIOTaY).

B npenenax ycTaHOBIEHHOTO Cpoka 3ampolneHHas nHpopmanus B denepanpHyro
AHTUMOHOIIOJIBHYIO CIIy’kOy HE MOCTYIWJIAa, B CBSI3U C YE€M MPOBECTH 3KOHOMHUYECKUUI
aHaJIN3 3asBJICHHOM HAa TEPEPEruCTPALMI0O TPEACIbHOW OTIIYCKHOW II€HBl HE
MPEICTABIISAETCS BO3MOXHBIM.

B coorBerctBum ¢ nyHkrom 10 IlpaBun HemocTymieHue B - IIpeAeiax
YCTAaHOBJICHHOTO CpPOKa 3alpoOUIEHHOW JIOKyMEHTalIbHO O(GOpMIEHHON HHGOpMaluu
ABJISIETCS. OCHOBAaHMEM JUIA OTKa3a B COIIACOBAHMM TOCYIAapCTBEHHOM PETHCTPALIUU
MPEAEIIbHON OTITYCKHOM 1LIEHBI MPOW3BOIUTEIIS HA JICKAPCTBEHHBIN MIpenapar.
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