PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTtBuM ¢ myHkTamMu 8 u 21 IIpaBui rocynapCTBEHHOW PETHCTPALUU U
NEePEePEerucTpaluy yCTaHABIMBAEMbIX MPOU3BOAUTENISIMHU JIEKAPCTBEHHBIX IPENapaTroB
MpeCIbHBIX OTMYCKHBIX II€H Ha JICKApCTBEHHBIC Mpernaparbl, BKIIOUCHHBIC B TMEPEUCHb
’KU3HEHHO HEOOXOJMMBIX U Ba)XXHEWIIMX JIEKAPCTBEHHBIX IMPEMApaTOB, YTBEPKICHHBIX
nocraHoBiieHreM [IpaButennscTBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHas aHTUMOHONONBHASA CIy>K0a paccMOTpelia  JTOKYMEHTHI,
npeacTaBieHHble TucbMoM Mun3zapaBa Poccun ot 30.05.2016 Ne 20-4-4011561-c, u
MPUHSIIA pellieHrne 00 0TKa3e B COTNIACOBAHUU MPEEITHHONU OTITYCKHOM 11€HBI, 3asBICHHON
Ha TMEPEPErucTPaLNIO JAepKATeIeM WM BIIAJIEIbLEM PErUCTPAMOHHOIO YIOCTOBEPEHHUS
nexapctBeHHOro npenapara AO «I'makcoCmutKisiin Xenckep» (Poccust), mpousBoacTea
(Bce craguun) «@apmakiep» (PpaHuus), Ha CHEIYIOIIMN JIEKAPCTBEHHBIN Mpenapar,
BKJIIOYCHHBIN B TMEpPEUYCHb KUBHEHHO HEOOXOAUMBIX M BAXKHEHIIUX JIEKAPCTBEHHBIX
penaparos:

Herckuii [Tanagon (MHH - Ilapaumeramon), cynmo3utopuu pekTaibHbie 125 wmr,
5 wrT. - cTpunsl (2) - nauku KapToOHHBIE, B pazMepe 46,86 pyo.

[IpenenbHass OTIyCKHAas II€HA HAa YKa3aHHbIA JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBeaeHun skoHoMHYeckoro aHanuza DPAC Poccum ycTaHOBIEHO, YTO
3asBJIE€HHAs Ha MEPEPETUCTPaAlMI0 MpeAesbHas OTIYCKHAsl II€HAa Ha BbIIICyKa3aHHBIN
JIEKApCTBEHHBIN Mpenapar BbIIIE PACCUUTAHHON B COOTBETCTBUHU C MYHKTOM 24 Metonuku
pacyeTa yCTaHABIMBAEMbIX MPOU3BOJUTENSMU JIEKAPCTBEHHBIX MpenaparoB MpeaesibHbIX
OTIIYCKHBIX II€H Ha JICKapCTBEHHbIC Mpernaparbl, BKIIOYEHHBIE B NEPEUCHb >XKU3HEHHO
HEOOXOJUMBIX W Ba)XXHEWIIUX JIEKAPCTBEHHBIX IMPENaparToB, MPU HX TOCYIapCTBEHHOU
perucTpalid W MepeperucTpanuuy, yTBEPKIEHHON mocTtaHoBieHueM lIpaBurenbcTBa
Poccuiickoit ®denepauuu ot 15.09.2015 Ne 979 (manee - Metoauka), DOMyCTUMOMN
BEJIMYMHBI YBEJIUYEHUSI 3apETUCTPUPOBAHHOW TPENEIbHOW OTIYCKHOM IIeHBl Ha
nekapcTBeHHbIM npemnapar «Jlerckuit  Ilanamom» (MHH - Ilapaneramorn), d4ro
MIPOTUBOPEYUT MYHKTY 23 MeToauKHU.

B CBsi3M C BBIIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» ITyHKTa 13
[IpaBun mnOpeBbIIEHUE NPEACTABICHHOM JUISI TOCYJApPCTBEHHOW PErUCTpallMU WU
MEepEPErUCTPALNM MPEAECIBHON OTIIYCKHOM II€HbI ITPOWU3BOJUTENS HA JIEKAPCTBEHHBIN
mpernapar HaJ L[EHOM, pAaCCUNTAHHOW B COOTBETCTBUM C METONHUKOW, SIBISETCS
OCHOBAaHHMEM JUIsl OTKa3a B CONNIACOBAHMM TOCYIAapCTBEHHOM pPErHCTpalluu WU
nepeperucTpanuu MpeaeaIbHON OTHYCKHOW II€Hbl MPOU3BOAMUTENS] HA JIEKAPCTBEHHBIN
npenapar.

Nnentuduxarop



P.A. Ilerpocsan
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