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PEIHNIEHHUE
00 OTKa3e B cOTIACcOBAHUM NPEISNBHEIX OTIYCKHBIX eH MPON3BOaUTeNeH
HA JIEKaPCTBEHHBIE MMPENaparsl, BKIFOUEHHBIE B IEPEICHD KMU3HEHHO HEOOXOMMMBIX
Y BaXHEUILIMX TCeKaPCTBCHHBIX [IPENapaToB

B coorsercrBum ¢ nmynkramu 8 w 21 IlpaBua rocyaapcTBeHHOU perucrpanyu u
[EpEepErHCTPalui YCTaHABIMBAEMBEIX IIPOU3BOAUTEINIMA JEKAPCTBCHHBIX IIPENaparoB
NPEAEIBHBIX OTIIYCKHEIX II€H Ha JIEKaPCTBEHHBIE IIPENaparsl, BKIIOYEHHBIE B IIEpEYEHb
JKU3HCHHO HEOOXOAMMBIX U BaXXHEHMINUX JEKAapPCTBEHHBIX IIPENApaToOB, YTBEPXKJIEHHBIX
nocranosieHueM IlpasurcascrBa Poccuiickoit ®egepannu ot 29.10.2010 Ne 865 (nanee
- Ilparuna), @eaepanpHas aHTUMOHONIONBHAA CNyxba paccMmoTpena HIOKYMEHTHI,
npeacrasieHHsle mucbMomM MunsapaBa Poccun ot 22.03.2016 Ne 20-4-4005896-¢, u
UpHHLIa pemeHue o0 OTKase B COMMACOBAHMM TPEACTHGHON OTIYCKHOM 1IEHBI,
MpeAcTaBieHHoN nnsa nepepeructpanuu, «Tera @apmanesrudeckue» (ABCTpus); mp.,
neps. yI., BTOp., yIL, BB K. - «Mepxne I'mOX» (I'epManmnda) Ha chemgyronmi
JEKApCTBEHHBIA TIpernapar, BKIOYEHHBIH B IEpeYeHb JKU3HEHHO HEOOXOMUMBIX M
BaXHEHIUX NEKAPCTBEHHLIX MIPEIaparos:

Am6pobene (MHH — AmGpoxcon), Tabnerku 30 mr, 10 mT - Omuctepsr (2) -
[Taykd KapToHHEIE B pazmepe 110,94 py6.

IIpenenbHas OTHyCKHas II€HA HA YyKa3aHHb JeKapCcTBEeHHBI Iipenapar He
COIIaCOBBIBAETCH MO CIEAYIOMMM OCHOBAHUAM.

OAC Poccum B X0me 3KOHOMHYECKOIO aHanp3a ObUIa NpOBeAeHA TNPOBEPKaA I10
ONPEACICHUIO 3apeTUCTPUPOBAHHON IeHH Ha mpenapar AmOpobeHe B cTpaHax B
COOTBETCTBMM ¢ unpmioxeHnemM Ne4 K Meroguke pacdera yCTaHABIMBAEMBIX
NPOU3BOMUTENIAMHM JICKADCTBEHHBIX HpPENapaToB IPEeAENbHBIX OTIYCKHBX II€H Ha
JTEKapCTBEHHBIE [PEnaparbl, BKAKUEHHHIE B TEPEY€Hb KUZHEHHO HEOOXOMUMBIX M
BAXKHEHINNX JIEKAPCTBEHHEIX MNPENaparoB, MPH WX TOCYJAPCTBEHHON PErucTpanmy |
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nepeperucTpanuy, yTBepxAeHHOH mocranopieHueM [IpaBurenscrea Poccuiickon
Oenepanu oT 15 ceHTIOpa 2015 . Ne 979. Ha ocHOBaHMM JaHHBIX, COZEP/KALINXCS B
OopHIHANEHOM HHTEPHET-UCTOUHHKE www.oep.hu ycranorneHo, 9ro MHUHHMManbHasd
OTIyCKHas IleHa Ha JaHHBIA TIpenapar B Benrpuu HmKe 3agBIeHHOH Ha
NEPEPerUCTPALIMIO NPEACHBHON OTIYCKHOH IEHBl 0€3 yyeTa pacXoloB, CBA3AHHEIX C
TAMOKEHHBIM O(GOPMIICHUEM.

Ha ocuoranuu nyskra 10 [Ipasun ®AC Poccun Hanpasuia 3anpoc ot 29.03.2016
Ne AK/20171/16 B nensx yTOYHEHHS CBEJAEHUH, COJAEpKAmUXCis B IPEACTaBICHHBIX
3agBATENIEM JOKYMEHTaX. B rmpemenax YCTaHOBISHHOTO CpoKa  3alpolleHHas
rHpopManys B Pexepalpliylo aHTHMOHOIIOABHYO Coyx0y He NOCTYIMIA, B CBA3U C 4eM
NPOBECTH HSKOHOMHMYECKMHM aHallU3 3asBJICHHONM Ha [IEPEeperucTpanuid LeHH He
NIPEACTABIACTCS BOZMOKHLIM.

B cooreerctBum ¢ nyHKrom 10 IlpaBunl HemocTymieHME B IpeAenax
YCTAHORJICHHOTO CpOKa 3alpOIICHHON AOKYMEHTaIbHO OdOpMICHHON HMHQOpMalAN
SBIAIETCA OCHOBAaHMEM JUIA OTKaza B CONNIACOBAHHMM TPOCYNAPCTBEHHON pPErucTpamnuu
IIpeAENBHOM OTIY CKHOH LICHEI IIPOM3BOAMTEIIS HA JIEKAPCTBEHHBIHA Iperapar.

A Kamegapog
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