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PEIIEHUE
00 OTKa3e B COIIACOBAHUM MPEJIETbHBIX OTITYCKHBIX 1IE€H MPOU3BOAUTENICH Ha
JIEKapCTBEHHBIE Mpenaparhl, BKIIOUCHHBIC B TIEPEUEHb )KU3HEHHO HEOOXOUMBIX U
BAKHEHUIIINX JIEKAPCTBEHHBIX MPENAapaToB

B coorBerctBUM ¢ mnyHKTOM 13 W mnoamyHKTOM «r» mnyHkra 32 IlpaBun
rOCy/IapCTBEHHON pErucTpalid W MNEPEeperucTpal MNPEAeiIbHbIX OTIYCKHBIX LIEH
MPOU3BOAUTENEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B NEPEUCHb KU3HEHHO
HEOOXONMUMBIX W  BaXHEWUIIMX  JIGKAPCTBEHHBIX  MPEMaparoB,  YTBEPIKICHHBIX
nocranoBiienrem IIpaButensctBa Poccuiickoit ®enepauun ot 29.10.2010 Ne 865
(manee — IlpaBuna), @enepanbHas aHTUMOHOIIONBHAS CIy>K0a paccMOTpelia JOKYMEHTHI,
npeacraBieHHble nmucbMoM Munszapasa Poccun ot 16.10.2020 Ne 20-4-4149409-c, u
MpUHsJIA pelieHue 00 OTKa3e B COIIACOBAHUM MPEETbHBIX OTIYCKHBIX IIE€H, 3asBICHHBIX
OO0 «ABekcuma Cubupb» (Poccusi), Ha creayoolue JEKapCTBEHHbIE Mpenaparsl,
BKJIIOYCHHBIE B TIEPEUCHb JKM3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX
npernaparosB:

1. «Punrep» (MHH — «~»), pactBop mis undys3uid, 200 mu, - xonreiinep (30) -
AIAKA KapTOHHBIE (7151 CTAIIMOHAPOB), B pasmepe 744,60 pyoO.

2. «Punrepy (MHH — «~»), pactBop mis uHdysmii, 250 mi, - xouteitHep (24) -
AIIUKY KapTOHHBIE (U151 CTAllMOHAPOB), B pazmepe 636,00 pyo.

[IpenenbHble OTIMYCKHBIE IIEHbI HAa YyKa3aHHBIE JIEKAPCTBEHHbIC IMpENaparbl HE
COMIACOBBIBAIOTCS 1O CJIEYIOIIUM OCHOBAHUSIM.

B cBf3u c TeM, 4YTO TMpeAeibHbIE OTIYCKHBIE II€HBl Ha BBIIIECYKA3aHHBIC
JIeKapCTBEHHBIE Tpemnaparhl OTHOCATCS K IIEHOBOMY cerMeHTy cBhime 500 pyOneit, Takue
IEHbl MOTYT OBITh MEPEPErUCTPUPOBAHBI TOJBKO B COOTBETCTBUU C MOAMYHKTOM «I»
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nyHkra 32 IlpaBu.

3asBICHHBIC BEJIMUYMHBI YBEIINUEHHUS 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTITY CKHBIX
ueH (6,07 % u 6,08 %) He yuuThiBatoT TpeOoBaHUs MyHKTOB 43-45 Metoauku pacuera
MPEACIbHBIX OTIYCKHBIX ILI€H NPOU3BOJUTEIIEM Ha JIEKapCTBEHHBbIE Mpemnaparsl,
BKJIIOYEHHBIE B IIE€PEUYCHb JKMU3HEHHO HEOOXOIUMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX
MIPEINaparoB, MPHU UX TOCYAAPCTBEHHOM PETMCTPALMU U MEPEPETUCTPALINU, YTBEPKICHHON
nocranoBiieHueM IIpaButensctBa Poccuiickoit @enepamuu ot 15.09.2015 Ne 979 (nmanee
— MeTtoauka), a Takxke TpOoTUBOpEYaT TPeOOBAHUAIM MOAMYHKTA «» yHKTa 32 [IpaBui.

B coorBerctBun ¢ nyHktom 14 IlpaBun, @AC Poccum HampaBieHbl 3ampoChl
ot 27.10.2020 Ne 113/93316/20 u ot 08.12.2020 Ne TH/107304/20 o mnpeacTaBieHUH
YTOYHEHHBIX CBEJICHUM, B TOM YHUCJIE C YUE€TOM BBIIIEYKa3aHHBIX TpeOOBaHUN METOMHKHY.

B mnpenenax yCTaHOBIEHHOTO CpPOKa B COOTBETCTBUM C YKa3aHHBIM 3allpoOCOM
OAC Poccun nndopmanus He MOCTYMHIIA.

B CBsI3u C BBILIEHU3I0KEHHBIM, B COOTBETCTBUH C MOJIMYHKTAMU «B» U «I» IIyHKTa
19 IIpaBun HenpeACTaBIEHUE CBEJICHU, IPEyCMOTPEHHBIX MyHKTOM 14 [IpaBuii, a Takxe
IIPEBBILICHUE TPEACTABIAEMON Il TOCYJAPCTBEHHOW IEPEPETUCTPALNU ITPEACIBbHOU
OTIYCKHOM LEHBI IPOU3BOJAUTEIIS HA JICKAPCTBEHHBIN Mpenapar HaJl [IEHOM, paCCUNTAaHHOU
B coorBercTBUM C IlpaBmiiamu u MeTroaukou, ABISIOTCS OCHOBAHUSAMH Ui OTKas3a B
COITIAaCOBAHUU TOCYJAPCTBEHHOW MEPEPErUCTPAlMM MPEACIbHON OTHYCKHOM LEHBI
MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu
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