MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii nep., 1. 3/25,
. Mockaa, I'CI1-4,127994

PEILIEHUE
00 OTKa3e B COIIACOBAHMM MPEAEIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEEH
Ha JIEKapCTBEHHbIE MTPENapaThl, BKJIOUEHHbIE B IEPEUEHDb KU3HEHHO HEOOXOAUMBIX
Y B&KHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBum ¢ mnyHkroM 13 u moxamyHkToM «O0» myHkTa 32 IlpaBun
rOCy/IapCTBEHHOU PETUCTPALIMM U IEPEPETUCTPALIMU YCTAHABIUBAEMbIX IPOU3BOIUTEIISIMU
JIEKAPCTBEHHBIX IIPenaparoB MPeAesbHbIX OTIYCKHBIX 1IEH Ha JICKAPCTBEHHbBIE MPENaparsl,
BKJIIOYEHHBIE B IIE€PEUYCHb IKMU3HEHHO HEOOXOIMMBIX M BaXKHEUMIIMX JIEKAPCTBEHHBIX
MpEIaparoB, yTBEPKIACHHBIX NocTtaHoBieHueM [IpaBurenscrBa Poccuiickonn ®enepannu
oT 29.10.2010 Ne 865 (manmee — IlpaBuna), dexepanpbHas aHTUMOHOIOJNbHASA CIyXk0a
paccmoTpena JOKYMEHThI, IpeACcTaBlIeHHbIe mucbkMoM Mun3apasa Poccun ot 20.09.2019
No 20-4-4112292-c, u mnpuHsna pemieHMEe 00 OTKa3e B COIVIACOBAHUM MPEAETbHOMN
OTITYCKHOM I1IeHbI, 3asiBieHHOM Ha mepepeructparuio [TAO «Kpachapmay» (Poccus), Ha
CICNYIOIIMI  JIGKApCTBEHHBIM  Tpenapar, BKJIIOYEHHBIH B TepedYeHb KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX MPENapaToB:

«Kanamuumn» (MHH - «Kanamuiun»), mopomox Jjisi MPUTOTOBIEHUSI pacTBOpa
s uabekiui, 1 1, gmakon (50) - kopoOka kapTOoHHas (1T CTAllMOHAPOB), B pasMepe
519,27 py®.

IIpenenbHass OTHyCKHas I[I€HA HaA YKa3aHHBIM JICKAPCTBEHHBIM IIperapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B pamkax mnpoBeaeHus skoHomMuueckoro anamuza DPAC Poccum HampaBiieHBI
3aMpochl O HAJTUYUU WM OTCYTCTBUU POCTA ILIEH HA ChIPhE U MaTepHUalibl, UCIOJIb3yEeMbIC
IPY MPOU3BOACTBE JIEKAPCTBEHHBIX mpenaparoB, oTHeceHHbIX kK MHH «Kanamuuun» un
MMEIOIIUX OJMHAKOBBIM MyTh BBEACHUS, BCEM IMPOU3BOJUTEISAM TaKUX JIEKAPCTBEHHBIX
penaparosB.

[lo pesynbratam aHaiau3a JaHHBIX, MPEACTABICHHBIX  IPOU3BOAUTEISIMU,



YBEJIIMYEHUE LIEH HA ChIPhE U MaTepHUalbl, UCIOJIb3yEMBIE IIPU IIPOU3BOJCTBE 3asIBJICHHOTO
JIEKapCTBEHHOT'O Ipenapara, KOTOpblE B pAaBHOW CTENEHH BIUSAKOT HAa YPOBEHb
3apPETUCTPUPOBAHHBIX LIEH HAa BCE JIEKAPCTBECHHBIE Ipernaparbl, oTHeceHHble k MHH
«KaHaMHIIMH» W WMEIOIIHUE OJWHAKOBBIM IIyTh BBEIACHHS, HE IOATBEPKIAACTCS, UYTO
MPOTUBOPEUYUT TPeOOBaHUAM MOANYHKTa «O» myHkTa 32 IlpaBui, a Takxke TpeOOBaHUSAIM
nyHkrta 40 MeTtoauky pacuera yCTAHABIMBAEMbBIX MPOU3BOAUTEIAMU JIEKAPCTBEHHBIX
MPENapaToB NPEACIIbHBIX OTITYCKHBIX II€H Ha JIEKAPCTBEHHBIC MPENapaThl, BKIOYCHHBIC B
NepeveHb )KM3HEHHO HEOOXOIUMMBIX M BAXKHEHIIUX JIEKAPCTBEHHBIX IMperapaToB, MPU HUX
rOCYapCTBEHHON PETUCTpPAMM U MEPEPErUCTPaLK, YTBEPKIACHHOW IMOCTAHOBICHUEM
[TpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nmanee — Metoauka).

B cBA3u C BBIIEU3I0KEHHBIM, B COOTBETCTBUU C MOIIYHKTOM «I» MyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI  TOCYAAPCTBEHHOM IEpEPEruCcCTpalun
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccuuTaHHOU B cOOTBEeTCTBHM C [IpaBuimamu u MeTOOUKOM, SIBIISIETCSI OCHOBAHHEM IS
OTKa3a B CONIACOBAHUM TOCYHAPCTBEHHOM NEPEPErMCTPALMU NPEACIBHOM OTILyCKHOU
LCHBI POU3BOAUTEIIS HA JIEKAPCTBEHHBIN IIpemnapar.
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