PEILIEHUE
00 OTKa3e B COIIaCOBAaHUM MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JIEKapCTBEHHBIE MPeTaparhl, BKIIOYCHHbIE B TIEPEUCHb KUZHEHHO HEOOXOTUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBum ¢ mnyHkroM &8 IIpaBun rocymapCTBEHHOW pErucTpalud H
NepeperucTpalul yCTaHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpeACIbHBIX OTIYCKHBIX ILIEH Ha JIEKapCTBEHHBIC Ipenaparbl, BKIIOYEHHbBIE B MEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaXHEWIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranoiienreM [IpaButenscTBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHasi aHTUMOHONOJBHAS CIy)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble mucbMoM MunszapaBa Poccun ot 05.07.2018 Ne 20-4-4074838-c, u
MpUHSIIA pellieHrne 00 OTKa3e B COMIACOBAHUU MPEEIHHOM OTITYCKHOM ILIEHBI JepKaTels
WM  BIAJEiblla PErUCTPALMOHHOIO  YIOCTOBEPEHHMSI JIEKApCTBEHHOrO Ipemnapara
OOQO «Texnonorust nexkapcB» (Poccus), mpousBoactBo (Bce craauu) OI'YIT HIILL
«Dapmzanuray ®MBA Poccuu (Poccus), Ha cienyromuii JeKapCTBEHHBIM Mpenapar,
BKJIIOYEHHBI B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
penaparos:

Honpomun-TJI (MHH — WMonpomu), pacTBop Ui MHBeKMii, 370 Mr foma/mi,
30 mi, - gutakonsl (10) — mayku kapToOHHBIE, B pazmepe 5570,58 pyo.

[IpenenpHass OTMYyCKHAasl II€HA Ha YKa3aHHBIA JICKApCTBEHHBIM Mpemapar He
COIIACOBBIBAETCS MO CIAEAYIOLIIUM OCHOBAHUSIM.

[Ipu mnpoBeneHun skoHOMHUYeckoro anainmza OAC Poccun BBISIBICHO, 4YTO
npezelibHasl OTIYCKHAas 1IeHa Ha BBINIEYKA3aHHbIA BOCHPOW3BEICHHBIN JIEKAPCTBEHHBIM
mpernapar, paccUhTaHHash MCXOAS W3 CTOMMOCTH OJIHOM JIEKapCTBEHHOH (OpMBI,
npeBbimaeT 80 MPOIEHTOB CpeHEN 3apEerUCTPUPOBAHHOMN MPEAEIbHON OTIYCKHOW IIE€HBI
MIPOU3BOIUTENS HA pedepeHTHBINA JIEKAPCTBEHHBIN TIpemnapar, pacCUYMTaHHON 3a Tepuop 3
JIET A0 MPEACTABICHUS JepKaTEIEM WU BIAAENbIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS
(YIOJTHOMOYEHHBIM MM JIMIIOM) YKa3aHHOTO BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTO
mpenapara, 4To MPOTUBOPEUYUT NYHKTY 6 MeTonuKuM pacuera YCTaHaBIMBAEMbIX
MPOU3BOAUTEISIMA  JIGKAPCTBEHHBIX MPEMaparoB TMPEACIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpenaparbl, BKIIOUCHHbICE B IMEpPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX MPEMapaToB, MPU HX TOCYIAPCTBEHHOW pErucTpanud u
MEpEPETUCTPALINM, YTBEPKIACHHOM TocTaHoBiIeHWEM [IpaButenscrBa Poccuiickon
®denepanuu ot 15 centsadps 2015 . Ne 979 (nanee — Metoauka).

Nnentuduxarop



B CBA3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOIAIYHKTOM «B» IIyHKTa 13
[IpaBus1 TIpeBBIIEHWE MPEACTABISAEMOW JUIsi TOCYAApCTBEHHOW PETUCTPALMU WM
[IEPEPETUCTPALNA TPEACIbHON OTIIYCKHOM LEHBI ITPOM3BOAMUTENS HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEeHOW, pAacCUUTAaHHOM B COOTBETCTBUM C METOOUKOM, SBIAETCA
OCHOBAaHMEM JJIsI OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOW PETUCTPALMU IPEAEIbHOU
OTIIYCKHOM LEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.1O. IlapukoBckuii

Nnentuduxarop



