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PEILIEHHE
00 OTKa3ze B COIIACOBAHMM MPEACNbHBIX OTIYCKHBIX LEH MPOM3BOAUTEIEH
Ha JIEKAPCTBEHHBIE MPeTaparkl, BKIIOUEHHbIE B NIepeYeHb XKU3HEHHO HE0OX0AUMBIX
¥ BKHEULIHUX JIEKAPCTBEHHBIX [IPeNaparoB

B coorBeTcTBHM ¢ IyHKTaMH 8 M TOANYHKTOM «a» IIyHKTa 19 IlpaBun
rocyJapcTBeHHOH perucrpauuu u nepeperucTpaunn YCTaHaBINBAEMBIX
NPOM3BOANTEISMH JIEKAPCTBEHHbLIX IPernaparoB IMPEAEIbHbIX OTIMYCKHBIX LEH Ha
JIeKApCTBEHHbIE Tperaparsl, BIJIIOYEHHBIE B IlepeueHb JKU3HEHHO HEOOXOAWMEBIX H
BaKHEHIIMX  JICKAPCTBEHHBIX  MPENapaToB,  YTBEPXKIEHHBIX  IMOCTAHOBIEHUHEM
[IpaButensctBa Poccniickoit @enepaunn ot 29.10.2010 Ne 865 (manee - Ilpasuna),
denepanbHad aHTHUMOHONOMbHAS COyk0a paccMOTpena JOKyMEHTHI, NpeICTABIeHHEIE
nuceMoMm Munsapasa Poccun ot 08.04.2016 Ne 20-4-4008700-c, u npuHsna peureHue oo
OTKa3e B COMIACOBaHHH MpenenbHoll oTmyckHOM uenkl OAO «buocuHTe3» (Poccus),
3aj4BIEHHOH Ha IepeperucTpanyio, Ha CIeNyoWMii JIeKapCTBCHHBIN mpenapar,
BKJIIOYCHHBI B IEepeveHb JKM3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX NeKapcTBEHHBIX
penaparos:

[Mupunoxcus (MHH — Ilupuaokcun), pacTeop uid uHbekuuid, 50 mr/mm, 1 mn —
amiyna (5) — KOHTYpHble SUeHKOBBIe YNAKOBKM (2) — fauka KapTOHHafA, B pasMepe
26,99 pyo.

IpenenbHas OTNYyCKHad LeHA Ha YKAa3aHHBIA IIeKapCTBEHHBIH TMpernapar He
COITIACOBBIBACTCS 11O CIEAYIOIIHM OCHOBAHHAM.

CornacHo MyHKTY 9 MeTOAMKH pacdera YCTaHABIUBAEMbIX NPOU3BOAHTEIAMHU
JNEKApCTBEHHBIX [PEnaparoB MNpeAeNbHHEX OTHYCKHEIX LEH HA JIEeKAPCTBEHHBIE
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Npenaparbl, BKIIOYEHHEIE B IIE€PEYEHBb JKM3HEHHO HEOOXOMUMBIX ¥ BAXKHEHIIUX
JEKapCTBEHHBIX  NpPenaparos, IpPH  UX  TOCYNApCTBEHHON  perucTpanuvid |
MEPePErUCTpalul, YTBEPKACHHON nocradoBieHueM IlpaBurtenscrsa Poccuiickoi
GOepepatn or 15 cenradps 2015 . Ne 979 (manee — Meroauka), npeaenvHas
OTITyCKHAas! [IleHa Ha JIEKApCTBEHHBIN Opernapar HUKHEeCPEAHEero LEeHOBOrO CerMeHTa Jo
500 pyOneit (BKIIOUUTENBHO) TIPH €€ TEPEPerucTpallid B Ciydae, YKa3aHHOM B
noATIYHKTe «a» nyHkra 19 [IpaBun, noanexuT yRenuueHuo:

a) B YaCTH LEH Ha CBIPbE& M MAaTCpHaJIbl, UCHOIb3yeMbie NpPH IIPOU3BOACTEE
KOHKPETHOrO JIEKAPCTBEHHOTO ApPENapara, - MPONOPLUOHANEHO BeNHYWHE YIOPOKAHUA
CTOMMOCTH CBIpBS ¥ MaTepHajlOB B CTPYKTYpPe 3aTPaT Ha IPOU3BOJICTBO U PeaslU3arUi0
NeKapCTBEHHOTO Ipenapara;

0) B 4acTH HAKIAQJHBLIX PAacXCJOB ~— NPONOPLMOHANBLHO BEIWYHHE YBETHYSHHS
YKa3aHHBIX DPACXOHOB B CJy4Yac YBEIUYCHUA Tapu(OB HA 2MEKTPHUECKYI SHEPTHIO,
TEIIOBOAOCHAOKEHNE, BOJOCHAOKEHHE U UEH Ha TOILIUBO.

B pamxax npoeeneHus skonomudeckoro ananmiza ®AC Poccuy BBEIABAEHO, YTO B
cebecTOUMOCTH  JICKApCTBEHHOTO IIpemapara, Ipu  (QOPMHUPOBAHUH  TPEHeTbHON
OTILyCKHOW ILICHBI, Y4YMTHIBAETCH YBEJIWYEHHE HE TOJBKO ChIpbi, MATEpPHANIOB H
HAKNaJHbIX pPacXodoB, CBA3AHHBIX C [POU3BOJCTBOM U pealnn3alped AaHHOIO
TeKapCTBEHHOTO Mperiapara, HO U YBeIHYeHUue OOMEenpon3BOICTREHHBIX PAaCX0I0B, B TOM
YlClie YBEIHYCHHE aMOPTU3ALHOHHBIX OTYHC/ICHHH, UTC MPOTHBOPEUUT TMYHKTY 9
Meroguk. POoCT  3aperucTpUpoOBaHHOM  IpelelbHOH  OTOYCKHOH  IEHBl  Ha
BBIIIEYKA3aHHBIN [Ipenapar 3asB/eH Npou3BoauTeneM B pasmepe 20,12 %. Ipu stoM, U3
pacyeToB BENUYMHBI YAOPOXKAHMS, NPEACTABICHHBIX IPOM3BOAUTEIEM B MPUIOKEHHH
Ne 5 x Meronuke, cnenyer, 4To akTHYECKOe YBENUYESHHE LIEH Ha CHIPHE U MaTEPUaIsl,
WCIIONB3YEMBIE NPH IIPOU3BOJACTBE BHILMICYKA3aHHOrO Nperapara, a TakKe HaKIaJHBIX
pacxoloB, cocTasisieT MmeHee 20,12%.

B cB3M ¢ BBHILUEH3NOXKEHHBIM, B COOTBETCTBHHM ¢ IIOANYHKTOM «B» IYHKTa 13
IlpaBun npeBHIIEHHE TIPEACTABIAEMON JUIA TOCYAApCTBEHHOH pPEerucTpaudy WM
MepePErucTpaliy IpeAeibHOH OTIHYCKHOR UECHBI IPOU3BOAMTENA HA JICKAPCTBEHHBIM
npenapar Haj, UEHOH, pPacCYUTAHHOH B COOTBETCTBUU ¢ MeTOMUKON, ABIsgeTCS
OCHOBaHMEM JUIS OTKA3a B COIVIACOBAHMM TI'OCYJAAPCTBEHHOH PETHCTPALMH NpeAenbHOU
OTIYCKHOH LEenHI IPOU3BOINTEIS Ha JICKAPCTBEHHEBIN Npernapar.
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