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PEILIEHUE
00 0TKa3e B COTVIACOBAHWMM MPEACSTBHBIX OTIYCKHBIX 1I€H IIPOU3BOANTENECH
Ha JICKAPCTBEHHEIE MPEenaparsl, BKIOYEHHBIC B IIepeYeHb XU3HEHHO HEOOXOIMMEBIX
¥ BKHENITHX NEeKapCTBEHHBIX NPENaparoB

B cooTBeTcTBHM € IyHKTaMH 8 U MOANYHKTOM «a» IyHkta 19 I[lpaBun
roCy/lapCTBEHHOH perncTpanun %8 nepeperueTpatuu YCTaHABIMBACMBIX
MPOU3BOAUTENAMHE JICKAPCTBCHHBIX IIPEMNaparoB NpPEesIbHBIX OTIYCKHBIX LUEH Ha
JIEKapCTBEHHBIE MpPENnapaThl, BKJIIOYEHHBIE B MEPEYEHb >XM3HEHHO HEOOXOMUMBIX H
Ba)XHEHINMX  JICKAPCTBEHHBIX  IIpenapaToB,  YTBePXKAEHHBIX  [TOCTAHOBIICHHEM
[TpaButenscTBa Pocculickoii ®enepauuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
QenepansHas aHTEMOHOIIONBHA CIyx0a paccMoTpena NOKyMEHTHI, Npe/cTaBIeHHbIE
nuceMoM Mun3zgpasa Poccun ot 14.04.2016 Ne 20-4-4009193-c, u ipuHsana pemenne oo
OTKa3¢ B CONIACOBAHMM MpeAenbHBIX OTHYCKHEIX UeH OAO «buocurTe3» (Poccus),
3a4BJICHHBIX Ha I[EpeperucTpalulo, Ha ClIeQyoIune JeKAPCTBEHHBIE Mpenaparsl,
BKIIOYEHHEI® B MEPEYCHb JKM3HEHHO HEOOXOAUMBIX M BaXHEHIMIUX JIEKapCTBEHHBIX
npenapaTos:

1. AckopbunoBasi xucinora (MHH — AckopOuwHOBas KHCIOTa), pacTBOp Mid
BHYTPHUBEHHOIO M BHYTPHMBILIEYHOrO BBeACHMs, 50 Mr/mn, 2 ma, - ammynaa (5) —
KOHTypHasl syefikopas ynakoBka (2) — mayxa U3 KapToHa, B pasmepe 26,09 py6.

2. Ackopbunosas xucnora (MHH — AckopOuHoBas Kucinora), pacTBop s
BHYTPUBEHHOTO M BHYTpHMEIIIeYHoro BeeaeHus, 100 mr/mn, 2 mm, - amnyna (5) —
KOHTypHas AYeHKOBask yIakoBKa (2) — I1auka W3 KapToHa, B pazmepe 33,86 py6.

ITpenensHBle OTNYCKHBIE LEeHbBI HA YKa3aHHbIE JICKAPCTBEHHBIE INpenaparsl He
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COIIACOBBIBAIOTCS MO CIAEAYIOMUM OCHOBaHHUAM.,

ITpn nposenenuy sxkoHoMudeckoro anammsa MAC Poccun BHABIEHO, YTO poct
3aperMCTPUPOBAHHBIX [PEASIbHBX OTIYCKHBIX I[€H Ha BBINIEYKA3aHHBIE MPETIAPATHI
3asBICHBI IPOU3BOAUTENEM B pasMepe 17,52 % u 17,98% cooreetctBeHHO. [Ipu 3TOM, H3
pacyeToB BEJIMYHHBI YAOPOXKAHUA, NPEACTABICHHBIX IPOU3BOAUTEIEM B IPHIOKEHUH
Ne 5 k Mertoauke pacyera YCTaHABIMBAEMbIX IPOU3BOIUTEIIAMM JIEKAPCTBEHHEIX
[pernaparoB IPeAeIBHBIX OTITYCKHBIX 1I€H Ha JIeKapCTBeHHBIE [Ipenaparsl, BKIIOUYEHHLIE B
nepeyeHk XU3HEHHO HEOOXOMUMBIX M BAKHEHINUX JICKAPCTBEHHBIX MPENapaToB, HPH HX
roCyZapCTBEHHON PErucTpallMi M NEPEepervcTpalyy, YTBEPHKACHHOH MOCTAHOBICHAEM
IlpautensctBa Poccutickoit ®enepaumu ot 15 centsiops 2015 ©. Ne 979 (manee —
Metonuka), ciemyeT, 4To (QaKkTHYECKOe YBEeIHYEHHe LeH Ha CHIPhE M MAaTepuasbl,
HCIIONB3YEMBIE MPU MPOU3BOACTBE BBILICYKa3aHHBIX IPENapaTroB, a TaKkKe HaKIaTHBIX
pacxonos, coctasnset menee 17,52 % u 17,98%.

KpoMme Toro, comacHo IyHKTy 9 MeToAVMKH MpenensHas OTIYCKHAS IeHa Ha
JEKAapCTBEHHBI IIpenapar HIDKHECPEIHEro IeHoBoro cermenta o 500 pyOGneit
(BIIOYHMTEIBHO) MPH €€ NEepeperucTpaldy B ciAydae, YKa3aHHOM B ITOAIYHKTE «a»
nyHkTa 19 I1paBun, NOLTEKUT yBEITHIEHUIO:

a) B 4acTH LEH Ha CHIpbe U MaTepPUAIBI, MCIONB3YEMEBIE TIPH TPOU3BOICTBE
KOHKPETHOro JeKapCTBEHHOTO IIpENapara, - MPONOPUHOHAIIBHO BEIUYUHE YAOPOKAHHUA
CTOMMOCTH CHIPbS B MaT€pHajiOB B CTPYKTyp€ 3arpal Ha IPOU3BOACTBO M PeaTM3alliIo
JIEKapCTBEHHOTO IIpenapara;

0) B 4acTH HAKJIAJHBIX PacXoJ0B — IMPOINCPLUOHANBEHO BEeNUYHHE YBEIUYEHUS
yKa3aHHBIX Pacxo/0B B cllydyae YBeludeHHs Tapu(oB Ha IEKTPHUECKYIO IHEPTHIO,
TEIU10BOloCHaOXeHue, BoNocHabXeHe U I[EH Ha TOILIURO.

B pamkax mpoBemeHusa 3xoHoMmuueckoro ananuia @AC Poccuu BBISBIEHO, YTO B
ce0ECTOMMOCTH JIEKAPCTBEHHBIX IIPENApaToB, OpHU (OPMHUPOBAHHM TIPENENbHBIX
OTNYCKHBIX LIEH, YUHTHIBAETCA YBEIUYCHHUE HE TONBKO ChIPbs, MATEPHAJIOB U HAKAAJAHBIX
PAacXol0B, CBS3aHHBIX C IIPOM3BOACTBOM M peamu3alMedl AaHHOTO JIEKapCTBEHHOIO
npenapara, HO M yBeJM4YeHUE OOIICIPOM3BOACTBEHHBIX pAacxXoJOB, B TOM YHCIE
yBeINdeHHe aMOPTH3aLHOHHBIX OTYHCIIEHUH, YTO MPOTUBOPEYHT IMMYHKTY 9 Metoauku,

B cBs3M ¢ BBILEH3TOXKEHHBIM, B COOTBETCTBHM C IOAIIYHKTOM «B» MyHKTa 13
IIpagun mnpeBblllleHHe TPEACTABAAEMON s TIOCYAAPCTBEHHON pPerucTpalvi HWiIH
nepeperucTpalii MNpPeAeibHol OTIYCKHON LEeHB! NPOM3BOIUTENSI HA JIEKApPCTBEHHBIH
npenapar HajJ LEHOH, pPacCYMTAHHOW B COOTBETCTBMU ¢ MeTonuKoi, SBISETCS
OCHOBAHHEM U1 OTKa3a B CONIACOBAHMHM TOCYIAPCTBEHHOHW pernucTpandd TpeaeNbHON

OTIIyCKHOi'I LHEHbI NPOU3BOJUTENA HA nexapcmeﬂmﬂﬁ npernapar.

A.b. KameBapos
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