PEIIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKJIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBun ¢ myHktoM & IIpaBun rocynapCTBEHHOW pErMCTpalvdd H
MEePEePETrUCTPallii yCTAHABIMBAEMBIX MPOWU3BOAUTEIAMU JICKAPCTBEHHBIX IpPEenapaToB
MPEJETbHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MpEnapaThl, BKIIOUYCHHBIE B MEPEUECHb
’KU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM [IpaBurenscrBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepanbHas aHTUMOHONOJBHASA CIyk0a paccMOTpelia JIOKYMEHTHI,
npeacTaBieHHble mucbMoM MunznpaBa Poccum ot 13.04.2017 Ne 20-4-4039829-c, u
NpUHSUIA pelieHne 00 OTKa3e B COMIACOBAaHUHU TMPEAEITbHON OTIYCKHOW IICHBI
«Xwrens Uuk.», (Pecmybnmuka Kopes) Ha crnemyromuii JIeKapCTBEHHBIA Mpemapar,
BKJIIOYEHHBI B MEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEUIHMX JIEKAPCTBEHHBIX
IIPENapaToB:

«borynakc» (MHH «borynuHuyeckuii TOKCHMH Tuna A — TeMarmIlOTUHUH
KOMIUIEKCY»), JUO(PUIN3AT MJisi TPUTOTOBJICHUS PAacTBOpa Uil BHYTPHUMBIIICYHOTO
BBenenud, 50 EJI, 5 mu, - ¢nakons! (1), mauku kapToHHble, B pazmepe 5357,26 pyO.
(peructpanroHHoe ynocroepenue (nanee — PY) — JII1-003978).

[IpenenbHass OTHyCKHas II€HA HAa YKAa3aHHBIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHOMHUYeckoro aHainmza DOAC Poccum BBISBICHO, YTO
npenenabHas OTIYCKHAs II€HA Ha BBINMICyKAa3aHHBIA OWOAHAJIOTOBBINA JIEKAPCTBEHHBIN
npenapar npesbimaeT 60 NpoLeHTOB MAaKCUMAJIbHON 3aperuCTPUPOBAHHON MPENEIbHON
OTITYCKHOW TIeHBI Ha pedEepeHTHBIA JIEKAPCTBEHHBIM Mpernapar, 4To MPOTUBOPEUUT
nyHKTY 22 MeToauKu pacyeTa yCTaHABIMBAEMBIX MPOU3BOJIUTEIAMH JICKAPCTBEHHBIX
MPENApaToOB NPEAEIbHBIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHBIE Mpenaparhl, BKIIFOYCHHBIE B
MepevYeHb )XKM3HEHHO HEOOXOIUMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENaparoB, MPU UX
rOCYyJIJapCTBEHHOM PETHCTPALMU U NEPEPETUCTPALNM, YTBEPKIACHHON NMOCTAHOBICHHEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

Kpome Toro, npu ananuse npeacrtasieHHbIX AaHHbIX @AC Poccum ycTaHOBIIEHO,
YTO Ha JieKapcTBeHHBIN npemnapatr «borymnakcy (MHH «botynmuHudeckuit TokcuH tumna A
— TEeMarnilOTUHUH KOMIUIEKC»), JMOGUIN3aT [Js MPUTOTOBJICHHS pacTBOpa IS
BHyTpuUMBIIIe4HOTrO BBeneHus, 100 EJI, 5 mn, - dmnakons! (1), mauku xkaproHusie, PY —
JITT-003978, 3apeructpupoBaHa mpeeiabHas OTIyCKHas 1ieHa B pazmepe 9956,86 pyoOineit
(mpukaz MunzapaBa ot 13.02.2017 Ne 55/20-17). Takum oOpa3om, 3asBICHHas K
perucTpauuy TmpeAelibHash OTIYCKHAs II€Ha B paMKax OJHOTO PErucTpaldoOHHOIO
YIOCTOBEPEHNS IIPEBBIIIAET PAHEE 3aPETUCTPUPOBAHHYIO MPEIEIBHYIO OTIIYCKHYIO LIEHY
U3 pacyera CTOMMOCTH OJHOW €IMHUIIBI IEUCTBYIOIIETO BEIECTBA.

B cBsi3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C TOJITYHKTOM «B» IMyHKTa 13
IIpaBun mnpeBbIICEHUE NPEACTABIIEMON Ui TOCYNAPCTBEHHOM PETUCTpALlUd WIIU
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NMEePCPCrucTpanumu HpG,Z[CJII:HOﬁ OTHYCKHOfI ICHBI IIPOU3BOJIUTCIIA Ha HGKapCTBeHHBIﬁ
npcrapar Haxa HGHOﬁ, paCC‘{HTaHHOﬁ B COOTBCTCTBHH C MGTOIIHKOI}JI, SABIIACTCA

OCHOBAaHMEM JUIsI OTKa3a B COIVIACOBAHMHU T'OCYJAPCTBEHHOW PETUCTPALUU ITPEACIBbHOU
OTIIyCKHOM LE€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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