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00 OTKa3e B COITIaCOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH TPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIE MpEMNaparbl, BKIOYEHHBIE B IEPEUYCHb )KU3HEHHO HEOOXOAUMBIX U
BaKHEWILINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBUM ¢ mnyHKTamMu 13 W noanmyHKTOM «a» myHkta 32 IlpaBun
rOCyJapCTBEHHOW PETUCTpAllMd U TEPEePerucTpalvi MpeleIbHbIX OTIMYCKHBIX II€H
MPOU3BOJIUTENICH Ha JIEKAPCTBEHHBIE MpENapaThl, BKIIOUYCHHbIE B MEPEYCHb KU3ZHEHHO
HEOOXOMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBiieHrueM IIpaButennbcTBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865 (nmanee
— IIpaBuna), denepasbHas aHTUMOHOIONBHAS CIYXK0a paccMoTpena JOKYMEHTHI,
npeacrasileHHble nmucbMoM MunsapaBa Poccun o1 09.09.2020 Ne 20-4-4145748-c n
oT 19.10.2020 Ne 20-4-4145748-pon1, 1 npuHsia pemieHue o0 OTKa3e B COIIACOBAHUU
MpeAeIbHOM OTHYCKHOM IIeHBI, 3asiBieHHON Ha mnepepeructpainuio 3A0 «3KOmnabd», na
CICNYIOIIMI  JIGKapCTBEHHBIM Tpenapar, BKJIIOYEHHBIH B TEepeYeHb KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIIIHX JICKAPCTBEHHBIX MPENapaToB:

«Amb6pokcom» (MHH — «AmOpoxkcon»), cupor, 15|5 M, 100 mn, - dmakonst 19T
(1) - / B KOMILIEKTe C MEPHOM JIOXKKOM / Mayku KapToHHbIe, B pa3zmepe 33,30 pyo.

[IpenenvHass OTIyCKHAs I1I€Ha Ha YKa3aHHBIM JIEKapCTBEHHBIM Mpenapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBercTBUM ¢ myHKTOM 39 MeToauku pacuera OpelelbHbIX OTIYCKHBIX IIEH
MPOU3BOAUTENEH HA JICKAPCTBEHHbIE Mpenaparbl, BKIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOMUMBIX W  BWKHEWINIUX  JIEKAPCTBEHHBIM  MpEenaparoB,  YTBEPKICHHOU
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noctaHoBiieHreM [IpaBurenbctBa Poccuiickoit ®deaeparuu ot 15.09.2015 Ne 979 (nmanee
— Meronuka), TmpenenbHas OTHYCKHAs II€HAa MPOW3BOAUTENSI TOCyIapcTBa - YieHa
EBpa3uiickoro SKOHOMHYECKOTO COK3a Ha JIEKAPCTBEHHBIM Ipemapar IpH €€
MIEPEPETUCTPALN, TMIOJIEKUT YBEIUUYCHUIO HAa BEIWYMHY VYIOPOKAHUSA CBHIPbS U
MaTepHuajoB, a TAK)KE Ha BEJIMYMHY U3MEHEHHS HAKJIaIHbIX PACXOJ0B.

B coorBerctBun ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBlieH 3ampoc
ot 02.10.2020 Ne TH/85768/20 o mpexncraBieHnr YTOYHECHHBIX CBEJCHUH, B TOM YHCIIE,
JIOKYMEHTAJIbHOTO MOATBEPKACHUS (DAKTUUECKUX 3aTpaT Ha ChIPhE M Marepualibl Ha JICHb
NPUHATHUS PEUIEHUsS] O TOCYAApCTBEHHOM peructpanuu (MociaeaHed MNepeperucTpaim)
MPEAETBbHON OTITYCKHOW IIEHBI Ha 3asBJICHHBIN JIEKAPCTBEHHBIN MpENapar.

B cooTBeTCTBHMH C TaHHBIMH, IPEACTABIECHHBIMU B OTBET Ha 3anpoc PAC Poccun,
YCTAHOBJIEHO, YTO BEJIMYMHA YBEJIWYCHHUS Ha 3asBJICHHBIN JICKAPCTBEHHBIM IIpernapar
coctaBiseT -1,23%, 4yTo mpoTuBOpeuuT TpeOoBaHUAM MyHKTa 39 MeTonuku.

B cBs3u C BBIIEU3II0KEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» ITyHKTa 19
IIpaBun, mpeBBIIIEHUE MPEACTABISEMON Uil TOCYJapCTBEHHOW PErUCTpalMU WU
MEPEPETUCTPALIMM TIPEACIBbHON OTITYCKHOM II€HbI IMPOW3BOAMUTEISI HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOM, pacCuuTaHHOW B coorBeTcTBUU C [IpaBumamum u Meronukoi,
ABJISICTCS. OCHOBAaHHMEM JUJI OTKa3a B COIVIACOBAHMU TOCYJApCTBEHHOW PpPETHCTPALNU
IIPEAEIIBHON OTITYCKHOM LIEHBI MPOU3BOAUTEIIS HA JICKAPCTBEHHBIN MIpEIapar.

Mecmo dns nodnucu

[1.B. 3abopiinkoB

Hcmn.CononoBa AuHa JIMuUTpHeBHA
Ten.8 (499) 755-23-23 BH. 088-471

2020-144776(1)


file://13d845a8-0d3d-4225-9092-3fb609a06ee8/

