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PEHIEHUE
00 0TKa3e B COMMACOBaHUU MPEAeNbHBIX OTIYCKHBIX IEH IIPOH3BOIUTENEH
HA JEKApCTBEHHBIE NPENAaparkl, BKITIOYEHHHE B IIEpeUeHb XU3HEHHO HEOOXOANMBIX
M Ba)KHEHIINX JIEKapCTBEHHBIX TIPETIAPATOB

B coorseTcTBHMM ¢ NyHKTaMd 8 M TOANYHKTOM «a» IyHkTa 19 Ilpamun
rOCYAapcTBeHHOH perucTpauuu U epeperucTpanun YCTaHABIMBACMbIX
POU3BOAUTENSIMU JIEKAPCTBEHHEIX [MPEIapaToB MpeAeibHHX OTIYCKHBIX IEH Ha
NEKapCTBEHHBIC IIpenapatsl, BKIIOYEHHBIE B TEPEYEHB JKM3HEHHO HEOoOXOAMMBIX WH
BAXKHEMIIMX  JIEKAPCTBEHHBIX  TIPENAparoB,  YTBEPXKASHHBIX  TIOCTAHOBICHHEM
IIpaButenscrBa Poccuiickoli ®@egepanuu ot 29.10.2010 Ne 865 (manee - Ilpasmia),
DenepanpHad aHTUMOHONONBHAA CIyk0a paccMOTpena HOKYMEHTEI, MPelCTABNEHHEIE
nucsMoM Munsapasa Poccun ot 09.03.2016 Ne 20-4-4004554-c, u ipuHsia pemenue o6
OTKa3€¢ B COIIACOBAHUM IPEIJENBHEIX OTIYCKHMIX LEH BIAAENblA HIH AepKareld
perucTpaunoHHoro yaocrosepeua OAO «Asexcuma» (Poccus), mpoussoputens OAQO
«Upbutckuid  xumbapmzason»  (Bce  craguu) (PoccusA),  3adBIEHHBIX  Ha
NepeperucTpanmio, Ha CICAYIOMUEe JICKapCTBEHHBIE IIpenaparsl, BKIIOYEHHLIE B
[epeYeHb XKU3HEHHO HEOOXOAMMBIX 1 BaXKHEHIIUX MeKApCTBEHHEBIX TIPenaparos:

1. Tanomepumon (MHH - I'anonepunon), tabnerku 5 mr, 10 mT - KoHTYpHAas
sTUEHKOBasl YIIaKOBKa (5) — Imayka KapToHHas, B pasMepe 30,78 py0.

2. Tanonepugon (MHH — T'anonepunon), tabnerku 1.5 mr, 10 wr - KOHTYpHAs
AueilkoBas ynakoBKa (5) — nayka KapToHHas, B pasMepe 19,26 pyo.

IIpenensHple OTIYCKHBIE LEHBl Ha yKa3aHHBIE JIEKApCTBEHHEIE Npenaparhl He
COITIACOBBIBAIOTCS MO CHEAYIONIUM OCHOBAHUAM,
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CornacHo nyHKTY 9 Meroaukm pacdera yCTaHABIMBAEMBIX MPOU3BOAUTEIAMH
JIEKapCTBEHHBIX IIPENapaToB IPeJelbHBIX OTMYCKHBIX LEH Ha JIeKapCTBEHHbIE
Npenaparsl, BKIIOYEHHBIE B IEpPEYeHb JKM3HEHHO HEOOXOAMMBIX M BaXHEHIINX
JEKapCTBEHHBIX  IIPENapaTtoB, MNpPH WX  IOCYJAPCTBEHHOW  perucTpauud W
nepeperucTpanyy, YyTBEep)KAeHHON nocraHoBneHueM [lpaButenbctBa Poccmiickoi
Denepanun ot 15.09.2015 Ne 979 (nanee — MeTonuka) mpeaensHas OTITYCKHAS [eHA Ha
JIEKapCTBEHHEIM IIpernapar HMXHECPeOHEro IeHOBOro cermMeHra Ao 500 pyOneit
(BKJIFOUMTENBHO) NPH €€ NepeperucTpalluil B Cioydae, YKa3aHHOM B MOAMYHKTE «ay
nyHKTa 19 IlpaBui noQJIeKUT YBETHYEHHUIO:

a) B 4acTH L€H Ha CHpPbE H MaTepuajbl, WCMONb3yeMbie MNPH NPOU3BOACTEE
KOHKPETHOrO JIEKAPCTBEHHOrO NpEenapara, - INpONOPLIUOHATILHO BEAUYUHE YAOPOKAHHA
CTOUMOCTH CHIPbSl U MaTEPUAJIOB B CTPYKType 3aTpaTr Ha IPOM3BONCTBO H PEATU3AINI0
JIEKaPCTBEHHOT'O Ipelapara;

0) B 4acTU HAKIAOHBIX PACXONOB — TMPOMOPIHOHAJIEHO BEJIMYMHE YBEIHYCHUS
yKa3aHHBIX PacxoloB B Cly4ae yBeIHYEHHS TApU(POB Ha ICKTPUUYECKYIO IHEPTHIO,
TEIUIOBOAOCHAOKEHUE, BOJOCHAOKEHHE M I[EH HA TOTIIHEO.,

IIpn npopeneHun skoHOMuYecKoro aHanuza GAC Poccuu BHIABIEHO, 4YTO B
cebeCTOMMOCTH  JIEKAPCTBEHHOTO IIpenapara, TMpu (GOPMHPOBAHUM  IIpelebHOM
OTIIyCKHOH HEHBI, YYMTHIBAETCS YBEIUYEHHE HE TONBKO CHIPBSA, MaTEepPHAIOB U
HaKIaMHBIX pPacxoloB, CBH3aHHBIX ¢ IIPOM3BOACTBOM U peanusanued JaHHOTO
JEKapCTBEHHOIO  IIpernapara, HO H  YBelIWYeHHe OOLIENpOM3BOACTBEHHEIX H
00I1eX034AHCTBEHHEIX PAcX0/l0B, TAKUX Kak: 3apaboTHAas Tu1aTa oGIEnPON3BOACTBEHHOTO
U BCHOMOraTeJIbHOro IMepcoHala, aMOPTHU3aUUs OCHOBHBIX CPEACTR, MCIIOJIb3YEMEIX B
NIPOM3BOACTBE, 3aTparhl Ha pa3paboTKy, 3aTpaTel HAa pealu3aldio, a TaKkKe MpOouHe
00LIEX03AUCTBEHHBIE U OOIIEMPOU3BOJCTBEHHBIE PACXOABI, YTO IIPOTHBOPEYHT MyHKTY 9
MeTtoanku.

B ¢BsA3U ¢ BBINEHU3NOXKEHHBIM, B COOTBETCTBHHM ¢ IOAMYHKTOM «B» IyHKTa 13
IlpaBunl mnpeBHINSHHE MPEACTABIAECMOR IUIsi TOCYJAPCTBEHHON pErucTpalvi HiId
NEPEPETHCTPALMM TIPEACIIBHONA OTIIYCKHOM LEHBI TPOM3BOAMUTENA Ha JIEKAPCTBEHHBIH
npenapar Hajg HEHOM, pacCYMTAaHHOM B COOTBETCTBHM ¢ MeTOIMKOM, SABISETCS
OCHOBAHMEM IUIA OTKasa B COINIACOBAHMH TOCYJNApCTBEHHONW PEruCTpalldy NpeaenbHOU
OTITYCKHOH LIEHBI IIPOU3BOAMTENIS Ha JIEKAPCTREHHBIN Mpenapar.
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