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| Pemienne 06 OTKase B COIACOBAHMH|
[EHbl Ha JICKapCTBEHHBIM mpemnapar
"Ammummumaa" (ITAO "Kpacdapma™)

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

B coorBerctBum ¢ mnyHkroM 13 u moxamyHkToM «0» myHkta 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,
npeacrasieHHble mucbMoM MunsnpaBa Poccunm ot 10.03.2020 Ne20-4-4129863-c, un
NpUHsIA pelieHne 00 0TKa3e B COMIACOBAHUM MPENETbHON OTIYCKHOM LIEHBI, 3asBICHHOM
Ha nepepeructpannio [TAO «Kpacdhapma» (Poccus), Ha cremyromuil JeKapCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B TMEpEeYEHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MIPENaparoB:

«Avmunwimua»y  (MHH - «AMOUOWwinuH»), TOPOILIOK JUIsi  MPUTOTOBJICHUS
pacTBopa Uil BHYTPUBEHHOTO U BHYTpHUMBIIeYHOTro BBeAeHUs, S00 mr - ¢uakon (50) -
KOpoOKa KapTOHHas (IIJ1s1 CcTaliMoHapoB), B pazmepe 291,60 pyoO.

IlpenenbHass OTHyCKHAs I[I€HA HA YKa3aHHBIM JICKAPCTBEHHBIM IIperapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B pamkax npoBenenus skonomuueckoro ananuza @AC Poccun HampasiieH 3amnpoc o
HaJMYuU WM OTCYTCTBHM pPOCTa ILIEH Ha ChIpb€ M MaTepuajbl, HCIOJb3yeMbIC MpPH
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MIPOU3BOJACTBE JIEKAPCTBEHHBIX IpenaparoB, oTHeceHHbIX Kk MHH «AMnumumuivie» u
MMEIONIUX OJMHAKOBBIM ITyTh BBEICHHUS, ITPOU3BOAUTENSIM TaKOrO0 JEKAPCTBEHHOTO
npermnapara.

IIo pesympraram aHanu3a JAHHBIX, [PEACTABICHHBIX IPOU3BOAUTEISMH,
YBEJIMYEHUE LIEH HA ChIPhE U MAaTepHUaibl, HCIOJIb3yEMBIE IIPU IPOU3BOJCTBE 3asIBJICHHOTO
JIEKapCTBEHHOT'O Ipenapara, KOTOpPbIE B PpAaBHOW CTENEHH BIUSAIOT HAa YPOBEHb
3apPETUCTPUPOBAHHBIX I1IEH HAa BCE€ JICKAPCTBEHHBIC Mpenaparbl, OTHECEHHBIE K
MHH «AMOUOWUIAHY» U UMEIOIIAE OJMHAKOBBIN IyTh BBEICHUS, HE OATBEPKIACTCS, YTO
MPOTUBOPEUYUT TpeOOBaHUAM MOANYHKTa «O» myHkTa 32 IlpaBwi, a Takxke TpeOOBaHUSM
nyHkrta 40 Meronuku pacuera NOpPenesbHBIX OTIYCKHBIX II€H MPOU3BOJAUTENICH Ha
JIEKapCTBEHHBIE Mpenaparbl, BKIIOUCHHbIC B IME€PEYCHb KU3HEHHO HEOOXOAMMBIX U
BAKHEHUIIIUX JICKAPCTBEHHBIX MPENApPATOB, MPU HUX TOCYJAPCTBEHHOW PErUCTpALlMU U
MepEPETUCTPALINM, YTBEPKIACHHOM TocTaHoBieHueM [IpaButensctBa Poccuiickon
®denepanuu ot 15.09.2015 Ne979 (nanee — Metoauka).

B cB3u C BBIIIEU3I0KEHHBIM, B COOTBETCTBUU 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

Hcn.boraueBa Mapuna AsekcaHapoBHA
1e1.8(499)755-23-23

Nnentuduxarop


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

