PEHIEHUE
00 OTKa3e B COTNIAaCOBaHUH MPEAETbHBIX OTIMYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE MTPENaparhl, BKJIOYEHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBUM ¢ nyHKkToM & IIpaBun rocyaapCTBEHHOM pEerucTpalvv u
NEepPEeperucTpaluy yCTaHABIUBAEMbIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX IpPEnapaTroB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC IIPENaparbl, BKIOYEHHBIE B MEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaXKHEMIHX JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHBIX
nocranoBiieHreM [IpaButenbcTBa Poccuiickoit denepanmu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @PexepanbHas aHTUMOHOINOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble nucbkMoM MunznpaBa Poccun ot 08.09.2017 Ne 20-4-4051806-c, u
NpUHSIA penieHrue 00 OTKa3e B COMIACOBAHWH 3asBIICHHBIX B BBINICYKa3aHHOM IMHCHME
14 npenenbHbIX oTmyckHbIX 1eH 3AO «AktuBa» (Poccus), Ilp., Ileps.yn., Brop.ym.,
Beink. - 3AO «P@K» Ha neKkapCTBEHHBIN ITpenapar, BKIIOUEHHBIM B IEPEYEHD JKU3HEHHO
HEOOXOIMMBIX M BAKHEWILIMX JIEKAPCTBEHHBIX MpenaparoB, «CaauuuioBas KUCIOTa»
(MHH - CanumuioBasi KHCJIOTa), perucTpalmoHHOe yhaocToBepeHue (mainee — PY)
Ne JITI- 003138.

[IpenenpHble OTIYCKHBIE II€HBI HA YKa3aHHBIM JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAIOTCS O CJIETYIOIIUM OCHOBAHUSIM.

Ha ocHoBanum nysnkra 10 IIpaBun mpouU3BOAMTENIO YKAa3aHHOTO JIEKAPCTBEHHOTO
npenapara HampabiieH 3ampoc oT 27.09.2017 Ne PII/66616/17 B mensx yTOYHEHUS
CBEICHUI, COIEp)KAIIMXCS B MPEACTAaBICHHBIX JOKyMEHTax. Bmecre ¢ Tem OTBET
3A0 «AxtuBay, HanpaBiieHHBIH TUCEMOM OT 06.10.2017 Ne 104/17, conep>KUT HEMOIHYIO
uHbOpMAIMIO, a WMEHHO [POM3BOAMTEIEM HE TMPEACTABICHO JIOKyMEHTaJIbHOE
NOATBEPKACHHE MO cTaThe «CBIPbE», B CBSI3U C YEM MPOBECTH SKOHOMHUYECKUIN AHAIIN3
3asBJICHHBIX K PpErucTpalud LEeH B COOTBETCTBMM ¢ MeTogukoil pacuera
YCTAaHABIMBAEMbIX  MPOU3BOAMTENSIMH  JIEKAPCTBEHHBIX  MPENapaToB  MpeaeiabHBIX
OTIYCKHBIX I[IEH Ha JIEKAPCTBEHHbIE MpenapaTrhbl, BKIIOUYEHHbIE B IMEPEUYCHb >KU3HEHHO
HEOOXOIMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HMX TOCYIAPCTBEHHOM
perucTpald W TEepeperucTpalnu, yTBEPKIEHHON mocTtaHoBieHueM I[IpaBuTenscTBa
Poccuiickoit @eneparuu ot 15.09.2015 Ne 979, He npencraBisieTcsi BO3SMOKHBIM.

Kpome ToOro, mpou3BOAMTENEM MPEACTABICHbl Marepuajibl Mo NyHKTY 4, 5, 8
3arpoca ot 27.09.2017 Ne PI1/66616/17 He B moIHOM 0O0beMe.

[Ipu mnpoBeaeHun skoHOoMHueckoro ananu3za OAC Poccuu BBISIBIEHO, 4TO
NpeAeiibHbIE OTIYCKHBbIE II€Hbl HAa BOCHPOM3BEICHHBIM JIEKAPCTBEHHBIM Ipenapar
Camununosas kuciora (MHH - CanununoBas kuciora) B ¢hopMax BBITyCKa pacTBOP IS
HaApyKHOTO MpUMEHEHHUs [cnupToBoii] 1 %, 25 mi1 - GrakoHBI TEMHOTO CTEKJIa - KOpoOKa
KapTOHHas (U1 CTallMOHAPOB), PACTBOP AJI HAPYKHOIO NMpUMEHEHHUs [cnuptoBoil] 1 %,
25 Ma - (nakoHBl TEMHOro CTEKJIAa - KOpoOKa KapTOHHas (s IPOU3BOJCTBEHHBIX
OTIEJIOB alTeK), pacTBOp AJIA HApy>KHOro NpuMmeHeHus [crnuptoBoi]| 1 %, 40 mi -
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(G1akoHBI TEMHOTO CTEKJIa - KOpoOKa KapTOHHas (AJig CTallMOHApOB), PacTBOp A
HapyXHOTo puMeHeHus [criupToBoi] 1 %, 40 M1 - G1akoHBI TEMHOTO CTEKJIA - KOPOOKa
KapTOHHas (i1 TPOUW3BOJICTBEHHBIX OTJEJIIOB anTeK), pacCUUTaHHbIE HWCXOAd U3
CTOMMOCTHU OJIHOM JiIeKapCTBEHHOU (HOpmbl, TpeBhimaoT 80 MPOIEHTOB MaKCHMAaIbHOU
3apErUCTPUPOBAHHON MPEAECTbHON OTIYCKHOM II€HBI MPOU3BOAMUTEISI HA AHAJIOTHUYHBIN
JIEKApCTBEHHBIN Mpenapar (Mo MEXIyHapOJHOMY HEMATEeHTOBAHHOMY HAWMEHOBAHUIO
WA TPU €r0 OTCYTCTBUH - XHMHUYECKOMY WM TPYNIIHUPOBOYHOMY HAUMEHOBAHHIO,
JEeKapCcTBEHHON (opMe U J03UpPOBKE (KOHIIEHTpAllUM, AaKTUBHOCTH B E€IWHHUIIAX
JIEHCTBHUA), PACCUUTAHHON HUCXO/SI U3 MAKCUMAJIbHOW CTOMMOCTH OJIHOM JIEKaPCTBEHHOM
GbopMBI, YTO TMPOTHUBOPEUUT TMYyHKTY 6 MeTonuku pacuera YCTaHaBIMBAEMbIX
MPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX IMPENAPATOB MPEACIbHBIX OTHYCKHBIX IIEH Ha
JIEKapCTBEHHBIC TIpenaparbl, BKJIIOYEHHbIE B MEPEYEHb J>KU3HEHHO HEOOXOIUMBIX U
BOKHEWIINX JIEKAPCTBEHHBIX IMPENapaToB, MPU KX TOCYJAPCTBEHHOW PEruCTpalud U
MepEepPErucTpalvii, YTBEPKIACHHOM mnocraHoBieHueM IIpaBurenbctBa Poccuiickoi
®eneparuu ot 15.09.2015 Ne 979 (nanee — Mertonuka).

B cBs3u C BBIIEU3T0KEHHBIM, B COOTBETCTBUU C TMOAIYHKTOM «0» myHKTa 13
[IpaBun mpencTaBieHHE TOKYMEHTOB B HEMOJHOM o00beMe W (WJIM) HEMoJHOTa
COJIEPKAIIUXCSI B HUX CBEACHUMN, a TAKKE B COOTBETCTBUU C MOJAIYHKTOM «B» ITyHKTa 13
[IpaBry1 TpEBBIIEHWE NPEACTABICHHOM I TOCYAAPCTBEHHOM PErUCTpaluy WU
[IEPEPETUCTPALIMN TIPENEIBHON OTHYCKHOM IEHBI IPOW3BOAMUTENS Ha JIEKAPCTBEHHBIN
mpenapar HaJ I[E€HOM, pACCUMTAHHOWM B COOTBETCTBUM C METOIHUKON SIBIAETCA
OCHOBAaHHEM JJII OTKa3a B COIVIACOBAHWU TOCYHApPCTBEHHOW PErMCTpPaldM MPENEIIbHBIX
OTIYCKHBIX IIEH MTPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.B. Kameraposn
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