PEIIEHUE
00 OTKa3e B COMTACOBAHMHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOIUTEIIEH
Ha JICKApCTBEHHBIC MTPENaparhl, BKIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHWIIINX JIEKAPCTBEHHBIX MIPENApaToB

B coorBerctBum ¢ myHkroM &8 IIpaBun TrocymapCTBEHHOW pErMCTpalid M|
MIEPEPETUCTPALIMN  YCTAHABIMBAEMBIX NPOU3BOJUTEIISAMU JIEKAPCTBEHHBIX IIPENAapaToOB
MpeACIbHBIX OTIYCKHBIX LIEH Ha JIEKAapCTBEHHBIC IMpenaparbl, BKIIOYEHHBIE B NEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaXKHEWIIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranosiienreM [IpaButenscTBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHasi aHTUMOHONOJBHAS CIy>)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble mucbMoM MunszapaBa Poccun ot 13.06.2018 No 20-4-4072948-c, u
MPUHSUIA PElIeHHe 00 0TKa3e B COIIACOBAHUU 3asBJICHHBIX B BBINICYKAa3aHHOM MUChME Ha
peructpanmio 2 mnpeaenbHbIXx oTnyckHbiX 1eH OAO «HoBocubxumdpapm», Ha
nekapctBeHHbIN npenapar [Ipovann (MHH — DTunmMeTunruapokcunupuanta CyKIUHAT),
BKJIFOUCHHBI B TIEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BAXKHEWINNUX JIEKAPCTBEHHBIX
IIPENApaTos .

[IpenenbHple OTHYCKHBIE IIEHBI HA YKA3aHHBIA JIEKAPCTBEHHBIM IIperapar He
CONIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

B cootBerctBuu ¢ nucemom OI'BY «HIIDCMIID» Munzapasa Poccun ot 30.05.2018
No 8794, wanpaBneHHeiM MunzapaBoM Poccuum B cocTaBe KOMIUIEKTa JOKYMEHTOB,
coobO1aercs, YTO BBIIIECYKa3aHHBIN JIEKApCTBEHHBIN npemnapar SIBJISICTCS
BOCIIPOU3BEAEHHBIM JIEKAPCTBEHHBIM IIPENApaToM, a TAKKe, YTO JICKAPCTBEHHBIN Mpenapar
¢ MHH «3TtunmMeTuiaruipokCUnupuinHa CyKIMHaT» B JIEKAPCTBEHHOU (hOpMe «pacTBOP
JUIsl BHYTPUBEHHOTO W BHYTpuMbIIeuHOro BBeaeHus, 50 mr/mm» (P N002161/01 ot
14.03.2008 ) siBnsieTcs pedepeHTHBIM.

[Ipu mnpoBenenun s3koHOoMHuYeckoro anainmza OAC Poccun BBISIBICHO, 4YTO
npezesibHasl OTIYCKHasl 1I€HAa Ha 3asiBJICHHBIN JIEKAPCTBEHHBIN Mpernapar, pacCYuTaHHAsS
UCXOISl U3 CTOMMOCTHU OJIHOM JIeKapCTBEHHOU (opMbl, MpeBbimacT 80 MPOLIEHTOB CpeaHe
3apEeTUCTPUPOBAHHON MPENETbHON OTIMYCKHOW II€HBI MPOU3BOAMUTENSI Ha pedepeHTHBHIM
JIEKAPCTBEHHBIN IMpEnapar, pacCYUTaHHOW 3a MEpUoJ 3 JeT [0 MPEeACTaBICHHS
JiepKaTeneM WK BIaJesblieM PErHCTPAlMOHHOTO YIOCTOBEPEHHUS (YIOJTHOMOYEHHBIM UM
JUIOM) YKa3aHHOTO BOCHPOM3BEICHHOIO JIEKAPCTBEHHOIO Tpenapara MpeAebHON

Nnentuduxarop



2

OTITYCKHOW IE€HBI, PACCUUTAHHON HCXONd U3 CTOMMOCTH OJHOM JIEKApCTBEHHOH (HOPMBI,
YTO MPOTUBOPEUYUT MYyHKTYy 6 METOOMKM pacyeTa yCTaHABIMBAEMBIX IMPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENaparoB MPEAEIbHbIX OTIIYCKHBIX LIEH HA JICKAPCTBEHHBIE Ipenaparsl,
BKJIFOUCHHBIE B TMEpPEYCHb KU3HCHHO HEOOXOAMMBIX W BAXKHEUIIHUX JIEKAPCTBEHHBIX
IIPEIaparoB, MPU UX TOCYAAPCTBEHHOM PETUCTPALMU U NEPEPETUCTPALINU, YTBEPKICHHON
nocranoByieHueM IIpaButenbcTBa Poccuiickoit denepanuu ot 15.09.2015 Ne 979 (nanee
— Mertoauka).

B cBs3u ¢ BBINIEH3I0KEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» IyHKTa 13
[IpaBun mnpeBBIICHUE TMPEACTABISEMON ISl TOCYJApCTBEHHOW pETrUCTpaldd WIH
MEPEePETUCTPAllMA TPEACTBHON OTIYCKHOM WEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ [EHOW, PACCUYMTAHHOW B COOTBETCTBUM C METOOUKOW, SIBIAETCS
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOW PETUCTpPALUM TMPEACIbHOU
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.

A.JO.IlapukoBckuii
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