PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBeTrcTBMM € MNYyHKTOM & M TOANYHKTOM «a» myHKra 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE IIpENaparbl, BKJIIOUCHHBIE B II€PEUEHb J>KU3HEHHO HEOOXOIMMBIX WU
BOXHEHIIMX  JIEKAPCTBEHHBIX  IIPENaparoB,  yTBEP)KICHHBIX  IIOCTAaHOBJIECHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®enepanbHas aHTUMOHOIOJIbHAS CIykK0a paccMoOTpena JOKYMEHThI, MpPEICTaBICHHBIE
nrcbMoM MunsnpaBa Poccun ot 17.06.2016 Ne 20-4-4013327-c, u ipuHsia pemieHue oo
OTKa3€ B COIIaCOBaHUU MpeaesibHOM oTnyckHOM 1eHbl OO0 «Anxkepo-CyKeHCKUul
XUMUKO — (papmarieBTrueckuii 3aBon» (Poccust), 3asiBIeHHON Ha TIEpEepErucTpaInio, Ha
CIIEAYIOUIMI  JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHbII B TMEpeYeHb KU3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

[Tankpeatun (MHH — Ilankpearun), TaOleTKH MOKPBITHIE KUILIEYHOPACTBOPUMOMU
oboinoukoit, 25 E/I, 10 wrT., - ynakoBKu si4€HKOBbIE KOHTYpHbIE (6) — MauKu KapTOHHBIE,
B pazmepe 50,08 pyO.

IIpenenpHass OTIyCKHas II€HA HA YKa3aHHBIM JICKQpCTBEHHBIM IIpemnapar He
COIIACOBBIBAETCS IO CIEAYIOIIMM OCHOBAaHHUSM.

CormmacHo nyHKTY 9 Meronuku pacyera yCTaHaBIMBAEMbBIX IPOU3BOAMTEISMHU
JIEKapCTBEHHBIX IIPENaparoB MPEIENbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOUYEHHbIE B IME€PEYCHb JKU3HEHHO HEOOXOAMMBIX W Ba)KHEMIIUX
JIEKapCTBEHHBIX  IpeNaparoB, MpPU  HUX  TOCYJAPCTBEHHOM  pErucTpauvv H
IIEpEPETUCTPalii, YTBEPKACHHOM mnocTtaHoBiueHueM [IpaBurenscTtBa Poccuiickon
Oenepanun ot 15 centsiops 2015 . Ne 979 (manee — Meronuka), mnpenenbHas
OTITyCKHAsl LI€HAa Ha JIEKAPCTBEHHBIN Mpenapar HUKHECPEAHEro LIEHOBOTO CErMEHTa J10
500 pyOneilt (BKJIIOUMTEIBHO) MpPU €€ TNEPEeperucTpalvy B clydyae, YKa3aHHOM B
NOJMYHKTE «a» myHKTa 19 [IpaBui, moANekuT yBEIUYEHUIO:

a) B 4YaCTU LIEH HA CBhIpb€ M MarepHalyibl, MCIOJb3YEMBbIE INPU MPOU3BOJICTBE
KOHKPETHOTO JIEKAPCTBEHHOTO IIpernapara, - NPONOPLUOHAIBHO BEJINYUHE YIOPOXKaAHUA
CTOMMOCTH CBIPbSl U MAaTr€puajoB B CTPYKType 3aTpaTr Ha IPOM3BOACTBO U PEATU3ALUIO
JIEKapCTBEHHOTO Iperapara;

0) B 4acTU HaKJIAIHBIX PACXO0B — MPOMNOPIHOHAIBHO BEIUYMHE YBEIUYEHUS
yKa3aHHBIX pacxXoflOB B CIyyae yBEJIWYEHHsS Tapu(OB Ha SIIEKTPUUYECKYIO SHEPIHIO,
TEIUIOBOJI0OCHAOXKEeHNE, BOJOCHAOKEHNE | 1IEH Ha TOIUIMBO.

B pamkax npoenenusi s3koHomudeckoro ananuza @AC Poccuu BBISIBICHO, YTO B
ce0eCTOMMOCTH  JIEKapCTBEHHOIo Ipenapara, 0Opu  (OPMUPOBAHMHM  MPEAEIbHON
OTIYCKHOM II€Hbl, YYUTBHIBAETCS YBEJIWYEHUE HE TOJBKO CBhIpbsi, MaTEpHAIOB U
HAKJIQJHBIX PACXOJOB, CBSI3aHHBIX C [MPOM3BOJACTBOM U pealu3alMedl JTaHHOIO
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JIEKapCTBEHHOTO Mperapara, HO U yBeJIMYEHHE 00IEeITPOU3BOICTBEHHBIX PACX0/I0B, B TOM
YUCJ€ YBEIMYEHUE aMOPTU3ALMOHHBIX OTYHMCIECHUH, YTO MPOTUBOPEUUT IIYHKTY 9
Meroauku.

KpoMe TOro pocTt 3aperucTpupOBaHHOM NPEACIBHOM OTIIYCKHOW LIEHBI Ha
BBIIIEYKA3aHHBIN Ipenapar 3asiBieH npousBoguteneM B pazmepe 20,1 %. Ilpu stom, u3
PacyeTOB BEJIMYMHBI yIOPOKAHUS, MPEICTABICHHBIX MPOU3BOAUTEIEM B IPUIOKECHUU
Ne 5 x Meronuke, crneayert, yTo (aKTUIECKOE yBEIMYCHHE LIEH Ha ChIPbE U MaTEpHUAaIbI,
WCIIOJIB3YEMBIE TPU IMPOU3BOJCTBE BBIIICYKAa3aHHOTO Npemnapara, a TaKKe HaKJIaJIHbIX
pacxonoB, coctapigeT Mmenee 20,1%.

B cBsI3u C BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C NOIIIYHKTOM «B» ITyHKTa 13
IIpaBun mnpeBbIIEHUE NPEACTABISIEMON Ui TOCYAAPCTBEHHOM pPETUCTPALMU  WIU
MEPEPETUCTPALIMU MPEIETBbHON OTIIYCKHOM LEHBI NPOU3BOJIUTEINSA HA JIEKAPCTBEHHBIN
mpenapar HaJ LEHOM, pacCUMTAHHOM B COOTBETCTBUM C METONMKOW, SIBISETCS
OCHOBAaHHUEM JJI OTKa3a B COMIACOBAHUU TOCYAAPCTBEHHOM PETHCTPAllMU MPEAEIbHOMN
OTIIyCKHOM LIE€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

P.A. IlerpocsH
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