PEILIEHUE
00 OTKa3e B COIIACOBAaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JIEKapCTBEHHBIE MPeTaparhl, BKIIIOYCHHBIE B TIEPEUYCHDb KU3HEHHO HEOOXOUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBHM ¢ myHKkTamu 8 1 21 [IpaBun rocy1apCTBEHHON PETUCTPALIUU U
NepeperucTpaly yCTaHaBIMBAEMbIX TPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB
NpelebHbIX OTIYCKHBIX II€H Ha JEeKapCTBEHHbIE IMpenaparbl, BKJIIOYEHHbIE B
nepeyeHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpENaparos,
YTBEPXKJICHHBIX mnocTaHoBieHHEeM [IpaButensctBa Poccuiickont ®enepauuu OT
29.10.2010 Ne 865 (manee - IlpaBuna), denepanbHasi aHTUMOHONOJBHAS CITyK0a
paccMoTpena JOKYMEHTBI, IPEACTABICHHbIE INHCbMOM MuH3apaBa Poccun ot
24.05.2016 Ne 20-4-4012532-c, u mpuHssia pemieHne 00 OTKa3e B COIIACOBAaHUU
IPENETIbHBIX OTIYCKHBIX LI€H, 3asBJICHHBIX Ha NEPEPErHMCTPALMIO, AEPKATENS WU
Bhajenbia peructpanunonHoro ynocroepenus OO0 «IIPOTEK-CBM» (Poccus),
npou3BojacTBa (Bce crtamuu) «AHTHOMOTHYEe C.A.» (PymblHMS), Ha CleayrOIIUe
JIEKapCTBEHHbIE Ipenaparhbl, BKIIOYEHHBIE B MEPEUYECHb XU3HEHHO HEOOXOAMMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENaparoB:

1. buconponon-JIEKCBM (MHH-buconponon), TaOleTku MHOKpPHIThIE
MIeHOYHOU 00osoukoi S5 mr, 10 mT. - 6nucrepsl (3) - mauku KapTOHHBIE, B pa3Mepe
59,98 pyO®.

2.  bucomnponon-JIEKCBM (MHH-bucomnponon), TtabneTku MOKPBITHIC
rieHoyHou o0osioukoit 10 mr, 10 mT. - 6iucTeps! (3) - Mayku KapTOHHBIE, B pazMepe
127,13 py6.

[IpenenpHble OTIYCKHBIE LIEHBI HA YKa3aHHBIC JICKAPCTBEHHBIE MpEraparbl HE
COIIACOBBIBAIOTCA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

[Ipu npoBenenun »skoHoMuueckoro anammza OAC Poccun  BBIABICHO
CJIEIYIOIIIEE.

CpenHeB3BellIeHHass LI€HA BBO3a JIEKAPCTBEHHOTO IIpenapara 3a IEepUOl,
UCTEKIIMNA CO AHS TOCYIAapCTBEHHOHN perucrpauuu (MOCleqHEN MepeperucTpalnn)
MpeleabHON OTIYCKHOM LEHbI, ObUla HMXKE 3aperMCTPUPOBAHHOM HA TOT IMEPUOJ
LEeHbl OoJiee YeM Ha NPOTHO3UPYEMBIM ypOBEHb HH(MISALUMHK, YCTAaHOBJIEHHBIM Ha
TeKymuii  rox  QenepaidbHbIM  3aKOHOM O  (denepanbHOM  OO[KeTe  Ha
COOTBETCTBYIOIIUN (DMHAHCOBBIM TOJ W TUIAHOBBIA TIEPHUOJA, YTO MPOTUBOPEUUT
HOJIYHKTY «O» myHKTa 23 MeTouKu pacuera yCTaHABIMBAEMbIX ITPOU3BOAUTENAMU
JIEKaPCTBEHHBIX IPENaparoB NPENEIbHBIX OTIYCKHBIX L€H Ha JIEKapCTBEHHbBIC
npenaparbl, BKJIIOYEHHbIE B IMEPEYCHb MXU3HEHHO HEOOXOAMMBIX W Ba)KHEHIIMX
JIEKapCTBEHHBIX  IpEenaparoB, MpPH HUX TOCYJAapCTBEHHOW pErucTpalud U
IIEpEPErUCTPalii, YTBEPKICHHOW nocTaHoBieHneM [IpaBurenscTtBa Poccuiickont
®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsi3u C BBIIIEU3I0KEHHBIM, B COOTBETCTBUH C MOAIYHKTOM «B» IMyHKTa 13
IIpaBun mpeBblllIEHUE MPEACTABICHHOM Ui TOCYAAPCTBEHHON PEruCTpaluy HWiv
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MepEePErucCTpalii MNPEACIbHON OTIYCKHOM II€Hbl MPOU3BOJUTEINSI HA JIEKApPCTBEHHBIN
npenapar HajJ 1€HOM, pacCYMTaHHOM B COOTBETCTBUM C METOAMKOHN, ABISETCS
OCHOBaHMEM JUJII OTKa3a B CONNIACOBAHWUU TOCYNAPCTBCHHOW PETUCTPAllUM WU
MEPEPETUCTPALIMN TIPEACIBHON OTHYCKHOW I€HBI MPOU3BOJAWTENS HA JIEKAPCTBEHHBIN
npenapar.

A.b. Kamesapos
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