PEIIEHUE
00 OTKa3e B COIVIACOBAaHHH MMpCACIIbHBIX OTIIYCKHBIX ICH HpOI/ISBOI[I/ITeJ'ICI\/'I
Ha JICKaPCTBCHHLIC IIPCIIapaThl, BKIIFOYCHHBIC B IICPCUCHD ) KU3HCHHO HCO6XO,III/IMBIX
¥ BOKHEHIITHX JICKApCTBCHHBIX IMPCIIapaToOB

B cooTrBeTcTBUU € IyHKTamMH 8 U MOAMYHKTOM «a» ImyHKTa 19 IIpaBun rocynapcTBeHHON
pEerucTpaluu M MepeperucTpalud yCTaHaBIMBAEMbIX IMPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX
IpernapaToB MpeAeSbHBIX OTIYCKHBIX II€H Ha JIEKApCTBEHHbIE IMpernaparbl, BKJIIOYEHHbBIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIUX JIEKAPCTBEHHBIX MPEMapaToB, yTBEPKICHHBIX
nocrtaHoBieHueM IlpaButenscrBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna),  ®enepanpHasi  aHTUMOHOINOJNbHAs ~ CiIyk0a  paccMoTpena  JOKYMEHTHI,
npeacTaBieHHble nmucbkMoM Munzapasa Poccuun ot 19.10.2016 Ne 20-4-4023908-c, u npunsiia
pemieHne 00 OTKa3ze B COMIACOBAaHUU MpeleibHbIX OTHYckHBIX 1eH DI'VII «MockoBckuit
SHAOKPUHHBIN 3aBoa» (Poccusi), 3asBIEHHBIX HA IMEPEPETHCTPALMIO, HA CIEIYIOIIHE
JIEKapCTBEHHbIE TPENaparhl, BKJIOUEHHbIE B MIEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB:

1. Arporiun (MHH — Atponun), karu miasusie, 1%, 5 mi, - ¢prnakons! (1)/B koMIuiekTe ¢
KPBIIIKOM-KameIbHUIIEH/ — MavKu KapTOHHBIE, B pazmepe 43,55 pyo.

2. Arponun (MHH - Arponun), pactBop s uHbekuud, 1 wmr/mum, 1 wmi, -
ammynbl (5) /B KOMIUIEKTE C HOXXOM aMITYJIbHBIM WJIM CKapu(UKATOPOM, €CIIM HEOOXOAUM ISt
aMIyJl JaHHOTO THITa/ - YIAKOBKHU SIYEUKOBBIC KOHTYpHBIE(1)— mMayku KapTOHHBIC, B pa3Mepe
10,57 py®.

3. Hponepunon (MHH — [Ipomepumon), pactBop mias HMHBEKIMHA, 2.5 mr/mm, 2 M, -
amIyiiel (5) /B KOMIUIEKTE C HO)KOM aMITyJbHBIM WJIM CKapu(UKaTOPOM, €CIIH HEOOXOTUM ISt
amITyJl TaHHOTO TUTA/ - YIaKOBKH SYEHKOBBIE KOHTYpHBIE(l)— Mavyky KapTOHHEBIE, B pa3Mepe
58,38 py0.

4. ®enobapouran (MHH — ®denobapbutan), tabmetku, 100 mr, 10 mr, - ymakoBKH
SYEUKOBBIE KOHTYpHBIC (1) — mauku KapToHHBIE, B pazMepe 14,92 py0.

5. Meroxknonpamug (MHH — Metoknonpamun), tabnerku, 10 mr, 10 mT, - ynakoBku
STYEHKOBBIE KOHTYpHBIE (5) — MayKu KapTOHHBIE, B pazmepe 22,85 pyo.

[IpenenbHble OTHYCKHBbIE 1I€HBI Ha YKa3aHHbIE JIEKAPCTBEHHbIC Iperaparbl HE
COMIACOBBIBAIOTCS MO CIEIYIOUIUM OCHOBAHUSM.

[Ipu npoBenennn s3xkoHOMHUYecKoro aHanuza @AC Poccun BBISBIEHO, UTO 3asBJICHHBIN
POCT 3aperHCTPUPOBAHHBIX MPEIEIIBHBIX OTIYCKHBIX ILIEH Ha BBIIIEYKa3aHHbIE IpenapaTsl
IIPEBBIIIAET BEJIMYUHY YAOPOXKAHUS, MPEACTABICHHYIO IPOU3BOAUTENIEM B IpuUiiokeHUH Ne 5 K
Mertonuke pacdyeTa yCTaHaBIMBAE€MbBIX IPOU3BOAUTENSIMHM JIEKAPCTBEHHBIX IPENapaToB
MpEACNIbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIE IIpernapaThbl, BKIIOYEHHBIE B II€PEUYCHb
KU3HEHHO HEOOXOAMMBIX U BaYKHEWUIINX JIEKAPCTBEHHBIX MPEMapaToB, MPH UX TOCYAaPCTBEHHON
perucTpad W [EpeperucTpanuy, yTBEpKICHHOW mocTaHoBieHHeM [IpaBuTenbcTBa
Poccuiickoit @eneparuu ot 15 centsiops 2015 . Ne 979 (nanee — Metoauka).

Kpome TOro, comacHo mnyHKTy 9 Meroquku npenenbHas OTIYCKHas Ii€Ha Ha
JIEKapCTBEHHBIN MpenapaT HUKHECPEAHEro IeHOBOro cermenTa A0 500 py0ieil (BKIIOUUTENBHO)
IIPU €€ NIEPEPETUCTPALINY B CIIy4ae, yKa3aHHOM B NOJAITYHKTE «a» myHKTa 19 IlpaBun, nomiexur
YBEJIMUYEHUIO:
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a) B 4aCTH LIEH Ha ChIpb€ M MaTepuabl, UCIOIb3yEMbIE MIPU MPOU3BOJCTBE KOHKPETHOTO
JIEKapCTBEHHOIO IPEINapara, - TPONOPLUOHATIBHO BEIUYMHE YAOPOKAHUS CTOMMOCTHU CBIPbS U
MaTepraJIOB B CTPYKTYPE 3aTpaT Ha MPOU3BOJACTBO U PEATM3ALMIO JIEKAPCTBEHHOIO Mpenapara;

0) B 4YacTM HaKJIaJHBIX PACXOAOB — [MPOMOPIHOHAIBLHO BEJIWYUHE YBEIUYECHHUS
YKa3aHHBIX pAacXol0OB B Clly4ae YBEJIWYEHHUS Tapu(poB HA SIEKTPUUYECKYIO SHEPTHUIO,
TEIUIOBOJOCHA0KEHHE, BOJOCHAOKEHHE U IIeH Ha TOIUIMBO.

B pamkax mnpoenenust skoHomuueckoro ananmza DAC Poccun BBISBIEHO, 4TO B
ce0ecTOMMOCTH JIEKapCTBEHHBIX NpenaparoB Arponud u Jpomepumon, npu ¢GopMUPOBaHUU
MPEACNIbHBIX OTIYCKHBIX II€H, YUYUTHIBAETCS YBEIMYEHUE HE TOJBKO ChIPbsi, MaTre€puajlioB U
HAKJIAJIHBIX PACXOJ0B, CBA3aHHBIX C MPOU3BOJACTBOM M PEaIu3alMe AJaHHOTO JICKaPCTBEHHOTO
npenapara, HO U yBEJIMYEHHUE OOILENPOU3BOJCTBEHHBIX PAcXoJOB, B TOM YHUCIJIE YBEIUYECHHE
aMOPTU3ALMOHHBIX OTYUCIICHHU, YTO MPOTUBOPEUUT MyHKTY 9 MeTonuku.

Taxxxe ®AC Poccun BBISIBIEHO, YTO MO JIEKAPCTBEHHOMY Ipemnapary MeTokionpaMu
3asBIICHHAs pEeHTa0eabHOCTh mpeBblliaeT 30 MPOLIEHTOB, 4YTO MNPOTHUBOPEUUT IYHKTY 22
IIpaBuiL.

B cBsi3u C BBIIEU3I0XKEHHBIM, B COOTBETCTBUM C MOJAIMYHKTOM «B» nyHKTa 13 IlpaBun
IIPEBBIIICHUE IIPEACTABISIEMON Uil TOCYAAPCTBEHHOM PETUCTPAlUM WIN IIEpEePErucTpanuu
MPEAEIbHONW OTIIYCKHOM LEHBI INPOU3BOAUTENS HA JIEKAPCTBEHHBIM Mpenapar Haja LEHOM,
pacCUMTaHHOM B COOTBETCTBUM C METOAMKOW, SABISETCS OCHOBAaHMEM [IJisi OTKa3a B
COITIACOBAHUM TOCYAAPCTBEHHOW PETHCTPAUMU MNPEICIbHON OTIYCKHOW LIEHBI MTPOU3BOIUTEIIA
Ha JIEKapCTBECHHBIN Npenapar.

P.A. Ilerpocsu
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