PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBeTrcTBMM € MNYyHKTOM & M TOANYHKTOM «a» myHKra 19 IlpaBun
roCyJ1apCTBEHHOM perucrpanuu u MepeperucTpauum YCTaHABIIMBAEMbIX
MIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MpPENapaTtoB MPEAEIbHBIX OTIHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 16.08.2016 Ne 20-4-4019944-c, n npunsia pemieHue oo
OTKa3e B COMIAaCOBAaHUU MpeaenbHor oTnyckHO# 1eHbl OAO «Tarxumbapmmpenapars»
(Poccust), 3adBiIeHHON Ha MepeperucTpanuio, Ha CIeAYOIUN JIeKapCTBEHHBIN Mpernapar,
BKJIIOYEHHBIN B TEPEUYCHb >KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
IIPENapaTos:

M3onnazun (MHH — W3onumasupa), tabnetku, 300 mr, 10 mr., - ynakoBKH
sueiKoBbie KOHTYpHBIE (10) — mauku KapTOHHBIE, B pazmepe 65,63 pyo.

[IpenenbHasi OTHyCKHAas II€HAa Ha YKa3aHHBIM JICGKAPCTBEHHBIA Mpemnapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B paMKax IIPOBEACHUS HKOHOMHYECKOTO aHanu3a DenepabHOM
AHTUMOHOIIOJIBHOW ~ CIY>KOOM  HampaBlIeHbl  3allpOChl  BCEM  MPOU3BOIUTEISM
nekapcTBeHHoro npenapara ¢ MHH M3oHna3zun o Hanuuuy Wi OTCYTCTBUM POCTa LIEH
HAa CBIpbE M Marepuayibl, HEOOXOIWMBIE TIPH TPOU3BOJCTBE COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Ipenapara.

N3 ananuza npencrasieHHbIX B @AC Poccun JaHHBIX O POCTE LEH Ha ChIpbE U
MaTepuaiabl, HEOOXOAMMBIE TMPU MPOU3BOJCTBE BBHIIICYKA3aHHOTO JIEKAPCTBEHHOTO
npernapara, CJIEIyeT, 4TO COOTBETCTBYIOIIAs BEIMYMHA pPOCTA ILIEH IOATBEP)KJICHA B
MEHBIIIEM pa3MepPE MO CPABHEHUIO C BEIUYMHOMN POCTA IIEH, 3asBJICHHON B pacyeTax Mpu
dbopMUpOBaHUM  TPOEKTAa  MPENETbHOW  OTIYCKHOM  II€HBI, 3asBJICHHONW  Ha
nepepeructpaiuo OAO «Tarxumdapmnpenapars».

B cBsI3u ¢ BBIIIEU3IIOKEHHBIM, B COOTBETCTBUU C IOAIYHKTOM «B» IyHKTa 13
[IpaBus1 TIpeBBINIEHHWE MPEACTABISAEMON [JIs TOCYJApCTBEHHOW pErucTpauuyd Wiu
IIEPEPETUCTPALN TIPEACIbHON OTIIYCKHOM LEHbI ITPOM3BOAMUTENS Ha JIEKAPCTBEHHBIN
Ipernapar Haja L[EHOM, pPAacCUYMTaHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHUEM ISl OTKa3a B COIVIACOBAHUM TOCYJApPCTBEHHOW PETUCTpALMM MPEAEIIbHOM
OTITYCKHOM IIEHbI TPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.
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