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PEILIEHUE

00 OTKa3e B COIIACOBAHMM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHBIE B IEPEUEHDb )KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPaTOB

B coorBerctBUM ¢ mnyHKTOM 13 u momnmyHkrom «0» myHkra 32 IlpaBun
rOCy/IapCTBEHHOM PErucTpald W MNEPEepEerucTpal MNPEAeiIbHbIX OTIYCKHBIX LIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIC MpeNaparbl, BKIIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOMUMBIX W BaXHEWUIIUX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEP)KICHHBIX
nocranoBiieHneM IIpaBurtennctBa Poccuiickoit denepannu ot 29.10.2010 Ne865 (manee
— IIpaBuna), denepasbHas aHTUMOHOIONBHAS CIYXK0a paccMoTpena JOKYMEHTHI,
npeacrasiaeHHble nucbMoM Munsnpasa Poccnn ot 30.03.2020 Ne 20-4-4132435-c, n
NpUHsIA pelieHne 00 OTKa3e B COMIACOBAHMM MPENEIbHON OTIYCKHOM LIEHBI, 3asIBICHHON
Ha nepepeructpannio [TAO «Kpacdhapma» (Poccus), Ha clienytomuii JeKapCTBEHHBIM
mpenapar, BKJIIOYEHHBIM B TMEpEeYEHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB:

«Amokcuniiua -+ KinaBymanoBas kucnmoray (MHH -  «Amokcunminun  +
KnaBynaHoBasi KucioTay), MOPOIIOK JJIsi IPUTOTOBJICHUS] pacTBOpa JJii BHYTPUBEHHOI'O
BBeaeHwus, 0,5 r+0,1 1, - pmakons! (10) - kopoOka kapToHHas, B pazmepe 289,45 pyo.

IlpenenbHass oOTHyCKHas LE€HA HA YKA3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B pamkax npoBeneHust s3koHomuueckoro anainuza ®AC Poccuun HampaBieH 3ampoc o
HaJMYuU WM OTCYTCTBHM pPOCTa ILIEH Ha ChIpb€ M MaTepuajbl, HCIOJb3yeMbIC MpPH
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MIPOU3BOJCTBE JIEKAPCTBEHHBIX MpenaparoB, oTHeceHHbIXx K MHH «AMokcuimmme +
KiiaBynanoBasi KHCIOTa» W UMEKOMIMX OJWHAKOBBIM IyTh BBEICHHS, MPOU3BOIUTEISAM
TAKOI'0 JIEKAPCTBEHHOI'O IIperapara.

ITo pe3ynpraram aHanusa JaHHBIX, IPEACTABICHHBIX TPOU3BOIUTENSIMU, YBEINUCHUE
LEH Ha CBIPb€ M MATEPHUANIbI, WCIIOJb3YEMBIE TIPU IPOU3BOACTBE 3asIBJICHHOIO
JIEKapCTBEHHOT'O Ipenapara, KOTOpPbIE B PpAaBHOW CTENEHH BIUSAIOT HAa YPOBEHb
3apETUCTPUPOBAHHBIX IIEH HAa BCE JICKAPCTBEHHBIE mpemnaparsl, oTHeceHHble Kk MHH
«AMokcunwuvH + KitaBynaHoBasi KUCI0Ta» U UMEIOIIME OJUHAKOBBIN IyTh BBEACHUS, HE
MOJATBEPKIACTCS, UTO MPOTUBOPEUUT TPEeOOBAHUSIM MOAMYyHKTa «O» myHkTa 32 IlpaBun, a
Takke TpeOoBaHusiM myHkTa 40 MeToauku pacuera MPeAesbHBIX OTIYCKHBIX II€H
MPOU3BOAUTENEH Ha JICKAPCTBEHHBIC MPENaparhl, BKIIOUCHHBIE B IMEPEUYCHb YKU3HEHHO
HEOOXOJMMBIX M BaXKHEHUIIUX JIEKAPCTBEHHBIX IMPENapaTroB, MPU HUX TOCYAAPCTBEHHOU
perucTpalui W NEPEPETrUCTpPalvM, YTBEPKIAECHHONM mnocTaHoBIeHUMEM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne979 (nanee — Mertoauka).

B cBsi3M C BBINIEU3T0KEHHBIM, B COOTBETCTBUM C MOIIYHKTOM «I» MyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI  TOCYAAPCTBEHHOM IEpEpPEruCcCTpalu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccuuTaHHOW B cOOTBEeTCTBHM C [IpaBumamu u MeTOOUKOMW, SIBISIETCSI OCHOBAHMEM ISl
OTKa3a B CONNIACOBAHMM TOCYIAapCTBEHHOM IIEPEPErucTpaluy NPENEIbHON OTITyCKHOU
LICHBI POU3BOAUTEIIS HA JIEKAPCTBEHHBIN Ipemnapar.

Mecmo dns nodnucu

A.B. JlonieHko
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