PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM C MyHKTamMM & W TOANYHKTOM «0» mnyHkta 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBJIUBAEMBbIX
MIPOU3BOJAUTESIMUA  JIEKAPCTBEHHBIX MPENapaToB TMPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrucbMoM MunsnpaBa Poccun ot 31.10.2016 Ne 20-4-4025259-c, u ipuHsia pemieHue oo
OTKa3e B COIVIACOBAHMM NPEAENIbHBIX OTHYCKHBIX LIEH JepKareis WIH Biajeliblia
PEruCTpalMOHHOrO yoctoBepenus jgekapcrBeHHoro npemnapara OO0 «I[TPOTEK-CBM»
(Poccus), npousBoactea OO0 «DapmKonnent» (Poccust) (Bce craaum), 3asBICHHBIX Ha
NEPEPETUCTPALIIO, HA CIEAYIOUME JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHBIE B
nepevYeHb KU3HEHHO HEOOXOAMMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

1. Hedorakcum-JIEKCBM (MHH — LledoTrakcum), mOpOIIOK AJisi IPUTOTOBIEHUS
pacTBopa Jijisi BHyTPUBEHHOTO U BHYTPUMBIIIEUHOTO BBeJieHUs, 1 T - ¢uakon (1) - mauku
KapTOHHBIE, B pazMepe 23,98 pyo.

2. Hedorakcum-JJEKCBM (MHH — lledorakcum), mopomiox AJist MpUroTOBICHUS
pacTBOpa JUisi BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBeaeHus, 1 r - ¢makon (50) -
KOpOOKHM KapTOHHEKIE, B pazmepe 998,34 pyo.

[IpenenbHble OTIYCKHBIE IIEHBI HA YKa3aHHbIE JIEKAPCTBEHHbIC IMpEraparbl HE
COIIACOBBIBAIOTCA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

[Tpn npoBenennn s3xoHomMuueckoro ananuza GAC Poccum BBIABIEHO, YTO POCT
3apETUCTPUPOBAHHBIX TMPEACIbHBIX OTIMYCKHBIX IIEH Ha BBIINIEYKa3aHHbIC Mpenaparbl
3asBJICH mOpou3BoautesieM B pasmepe 6,4%. Ilpu 3TOM, W3 pacyeToB BEJIUYHUHBI
YIOpPO’KaHUsI, MPEACTABICHHBIX MNPOU3BOAUTENEM B mnpuioxkeHuu Ne 5 k Meroauke
pacuera yCTaHaBIMBAEMbIX MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX MPEMApPaTOB MPEAEIbHbIX
OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIC Mperaparbl, BKIIOUEHHbIC B MEPEUYCHb >KU3HEHHO
HEOOXOIMMBIX U BaKHEWIIUX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX TOCYAapCTBEHHOU
perucTpalui M MEepeperucTpalvy, YTBEPKICHHOW mocTaHoBiieHHeM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 15 centsOps 2015 . Ne 979 (nanee — Mertonuka), ciemnyer,
47O (haKTHMUECKOE YBEIMYECHHE II€H Ha CBhIpbE M MaTepHalibl, HCIOJIb3yeMbIC MPHU
MPOU3BOJICTBE BBIIICYKAa3aHHOTO Ipernapara, a TakKe HaKJIaJHbIX pacXofO0B, COCTABIISAET
MeHee 6,2%.

B CBsI3M C BBIIICHU3I0KEHHBIM, B COOTBETCTBUM C IMOJIIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TIpeBBIIEHHE MPEACTABIAEMOW [UI1 TOCYJAPCTBEHHOW PETUMCTpauvyd WU
NEePEPETUCTpaLMU TPEACIbHON OTIYCKHOM LEHbl MPOU3BOAUTENS HA JIEKAPCTBEHHBIN
rnpenapar HajJ UEHOM, pPAacCCUMTAaHHOM B COOTBETCTBUM C METONUKOW, SIBIAETCS
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OCHOBaHUCM I OTKa3a B COITIaCOBAHUH I‘OCYI[&pCTBGHHOﬁ perucTpanmun HpeﬂGHBHOﬁ
OTHYCKHOﬁ IICHBI IIPONU3BOAUTCIIA HA JIGK&pCTBGHHBIfI IMpcCIiapar.

A.b. KameBaposn
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