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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 mnoamyHKToM «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 nucbMoM Munsnpasa Poccnn ot 19.05.2020 Ne 20-4-4136766-c, n
NpUHsIA pelieHne 00 OTKa3e B COMIACOBAHMM MPENEIbHON OTIYCKHOM LIEHBI, 3asIBICHHON
Ha nepepeructpannio [TAO «Kpacdhapma» (Poccus), Ha cremyromuil JeKapCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B TMEpEeYEHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MIPENaparoB:

«Iedypoxcum» (MHH — «lledypokxcum»), mopomiok ajis IpUTrOTOBICHHS pacTBOpa
JUIsi BHYTPUBEHHOTO W  BHYTpUMBIIIEYHOro BBeAeHus, 1.5 1, d¢umakon (1)
- Mayka KapToHHas, B pazmepe 152,37 pyO.

IIpenenbHass oOTHyCKHas 1I€HA HAa YKa3aHHbIM JICKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B pamkax npoBenenust s3koHomuueckoro ananuza ®AC Poccun HampaBlieH 3ampoc O
HaJMYuU WM OTCYTCTBHM pPOCTa ILIEH Ha ChIpb€ M MaTepuajbl, HCIOJb3yeMbIC MpPH
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MIPOU3BOJICTBE JIEKAPCTBEHHBIX MpemnaparoB, oTHeceHHbIXx k MHH «lledypokcum» u
MMEIONIUX OJMHAKOBBIM ITyTh BBEICHHUS, ITPOU3BOAUTENSIM TaKOrO0 JEKAPCTBEHHOTO
npermnapara.

ITo pe3ynpraram aHanu3a JaHHBIX, IPEACTABICHHBIX POU3BOAUTEIAMU, YBEIUUCHUE
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
«lledypokcum» U UMEIOIIUE OJWHAKOBBIM IyTh BBEJEHHUS, HE MOIATBEPKIACTCS, UTO
MPOTUBOPEUYUT TpeOOBaHUAM MOANYHKTa «O» myHkTa 32 IlpaBwi, a Takxke TpeOOBaHUSM
nyHkrta 40 Meronuku pacuera NOpPenesbHBIX OTIYCKHBIX II€H MPOU3BOJAUTENICH Ha
JIEKapCTBEHHBIE Mpemnaparbl, BKIIOUCHHbICE B IMEpPEYCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHUIIIUX JICKAPCTBEHHBIX IPENApPATOB, MPU HMX TOCYJAPCTBEHHOW PETUCTpalU U
MepEPETUCTPALINM, YTBEPKIACHHOM TocTaHoBieHueM [IpaButensctBa Poccuiickon
®denepanuu ot 15.09.2015 Ne 979 (manee — MeToauka).

B cBsi3U C BBIIEN3II0KEHHBIM, B COOTBETCTBUH C MOJAITYHKTOM «I» IyHKTa 19 [IpaBui
IIPEBBILICHUE MPEACTABIAEMON Il TOCYJAPCTBEHHOW IEPEPETUCTPALNU ITPEACIBbHOU
OTIIyCKHOM LIEHbI IPOU3BOJAUTEIIS HA JICKAPCTBEHHBIN Mpenapar HaJl LIEHOM, paCCUUTAaHHOU
B coorBerctBun C [lpaBmwiiamm u Meronukou, sBISETCS OCHOBAaHHMEM Ui OTKas3a B
COITIAaCOBAHMU TOCYJAPCTBEHHOW MEPEPErUCTPALMU MPEACIbHONM OTIHYCKHOM LEHBI
MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu
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