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00 OTKa3e B COITIaCOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH TPOU3BOUTENEH Ha
JIEKapCTBEHHBIE Mpenaparbl, BKIOYEHHBIE B IEPEUYECHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBun ¢ myHktamu 13 u 32 IIpaBun rocynapCTBEHHOW pPErMCTpaldMd U
MEePEPETUCTPALIMM TPENEIbHBIX OTHYCKHBIX LIEH MPOU3BOAUTEIEH Ha JIEKAPCTBEHHBIE
mpenaparbl, BKJIIOYEHHbIE B IME€PEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKAPCTBEHHBIX  IPENapaTroB, YTBEPXKICHHBIX  IOCTaHOBIeHWEM [IpaBurtenbcTBa
Poccuiickoit ®@enepanuu ot 29.10.2010 No 865 (manee — IlpaBuna), denepanbHas
AHTUMOHOIIOJIbHAS  CIy»0a paccMoTpena JOKYMEHTBHI, TPEICTaBICHHBIE MHUCHMOM
Munsnpasa Poccun ot 23.09.2020 Ne 20-4-4149346-c u ot 12.10.2020 Ne 20-4-4149346-
J0N ¥ IPUHSUIA pelieHrue 00 OTKa3e B COIIACOBAHUMU MPENEIbHON OTIIYCKHOW LIEHBI,
3asBiIeHHOM Ha mepepeructpanuio OAO «Ypandbuodapm» (Poccust), Ha cremyromuit
JIEKapCTBEHHBIM TMpenapar, BKIIOYEHHBIM B TEPEYEHb JKU3HEHHO HEOOXOAUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENaparoB:

«AunerwicanuuuioBas kucinorta-Yb®d» (MHH — «AnerwicanuuuiaoBasi KUCIOTay),
tabnetku, 500 mr, 10 mT, - ymakoBku siueiKoBbIe KOHTYpHBIE (1) - KOPOOKM KapTOHHEIE, B
pasmepe 5,72 pyo0.

IIpenenbHass OTIyCKHAsl 1I€HA HA BBIICYKAa3aHHbBIM JICKAPCTBEHHBIM Mpenapar He
COIIACOBBIBAETCS IO CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBuM ¢ myHkToM 24 IlpaBui, mpu TrocyqapCTBEHHOW pPETUCTpPALIMU
(mepepeructpanvi)  MOPEAEIbHOM  OTIYCKHOM  1IEHbl  HAa  BOCIPOMU3BEACHHBIM,
OroaHanoroBelil (OMONOAOOHBIN) JIEKapCTBEHHBIN NpenapaT IpOU3BOJUTEINS TOCYIapCTBa -
yieHa EBpa3uiicCKOro 3KOHOMHMYECKOTO COK03a JUISl BCEX YKAa3aHHBIX B PErMCTPALlMOHHOM
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YIOCTOBEPEHUHU JICKapCTBEHHOTO IMpernapara Mpou3BoauTened  (MpOM3BOACTBEHHBIX
IJIOIIAI0K MTPOU3BOAUTENS, YYACTBYIOIIMX B IMPOLECCE IMPOU3BOACTBA HAa TEPPUTOPUH
rocyaapcTa — ujieHa EBpa3uiickoro 3KOHOMHUYECKOTO COI03a) YCTAHABJIMBAETCS eMHAast
npenejbHasi OTIYCKHasi [e€HA Ha JIGKapCTBEHHbIM Impenapar M KaxKIoH
JIeKapcTBeHHOI (opMbl, 103MPOBKH (00beMa, MACChl, KOJIMYECTBA /103 B NEPBUYHOMI
YIAKOBKe) M 0011ero KoJu4ecTBa BO BTOPUYHOH (MOTPeOMTEIbCKOI) yIakoBKe 0e3
yuyera (popMbl BBINYCKA, 32 HCKIIOYEHUEM CIIy4acB, NMPEAYCMOTPEHHBIM ITyHKTOM 25
[IpaBuiL.

B coorBerctBunm ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBiieH 3ampoc
ot 30.09.2020 Ne TH/84826/20 o mpenctaBieHUHM YTOYHEHHBIX CBEJEHUM, B TOM 4YHCIE,
YTOUHEHHBIE PacCyeThl MPEACIbHOW OTIYCKHOM II€HBbl HA JICKAPCTBEHHBIA Mpenapar C
y4ETOM yKa3aHHbIX TpeboBaHuit [IpaBui.

B npenenax ycTaHOBIEHHOTO CPOKa YTOUHEHHBIE PACUETHI MPEACIBHON OTITYCKHOM
[IEHbl Ha BBIIICYKA3aHHBIA JICKAPCTBEHHBIA Mpernapar, COOTBETCTBYIOIINE TPEOOBAHUIM
[IpaBun, 3asBuTENIeM HE MpeACTaBiIeHBbI, B ToM yucie nucbMoM OAO «Ypanbuodapm»
ot 07.10.2020 Ne 4009, mnpencraBiI€HHBIM B OTBET Ha BBIINICYKAa3aHHBIA 3amlpocC
®OAC Poccum.

B cBs3u C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOMAIMYHKTOM «I» IyHKTa 19
[IpaBui, mNpeBBIICHWE NPEACTABIAEMON Ui TOCYJAPCTBEHHOW PETUCTPALMM WU
MEPEPETUCTPALUA TIPEACTbHON OTIIYCKHOM WEHBI IMPOU3BOAUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJl LEHOW, pPacCUYMTaHHOM B cooTBeTcTBMU C lIpaBunamu, sBiseTcs
OCHOBAaHHEM JUI1 OTKAa3a B CONIACOBAHMM TOCYIAapCTBEHHOM PETHUCTPALMHU IPEACIBHOU
OTIYCKHOU IIEHBI MPOU3BOAUTENSL HA JIEKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu

T.B. Huxeropoaues

Ucn.Cononosa Anna Jimutpuesna, Ten.8 (499)755-23-23 u. 088-471
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