PELIEHUE
00 OTKa3e B COIIaCOBAHUH MMPpEACTIbHBIX OTITYCKHBIX LICH HpOI/ISBO)IPITeJIefl
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBerctBun ¢ mnyHkroM & IlpaBWiI roCyaapCTBEHHOM PErMCTpalvd H
NEPEPETUCTPAIIMM YCTAHABIMBAEMbIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IpENapaToB
MpelebHbIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHbIE Mpenaparbl, BKIIOUYEHHbBIE B NIEPEYEHb
KU3HEHHO HEOOXOJUMBIX M BAXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIECHHBIX
nocraHoBiieHreM [IpaBurensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepanbHasi AHTUMOHOIIOJBHAS CIy»X)0a paccMoTpena JTOKYMEHTHI,
npeacTaBieHHble mucbMoM MunznpaBa Poccun ot 28.10.2016 Ne 20-4-4025916-c, u
NpUHSJIA pelIeHne 00 OTKa3e B COIVIAaCOBAHUU MPEAETBbHOM OTIYCKHOM LEHBI JeprKaTess
WIM BIIaJeNblla PErMCTPALMOHHOIO YIOCTOBEPEHMs JieKapcTBeHHoro mnpemnapara OO0
«ITPOMOME/] PYC» (Poccus), mpousBonactBa (Bce crtaguu) OAO «buoxumux»
(Poccust) Ha cnepyrommii J€KapCTBEHHBIN Npenapar, BKIIFOUYEHHBII B IEPEYEHb KU3HEHHO
HEOOXOIUMBIX M BAKHEUILNX JIEKAPCTBEHHBIX MPENapaToB:

AmuHokarnponoBast kuciota (MHH - AmuHOKarpoHOBasi KMCIIOTa), pacTBOp JIsI
uH(py3uid 50 mr/mia, 100 mia - OyTeuiky (35) - SIIKMKK KapTOHHBIE (IUIsI CTAllMOHAPOB), B
pasmepe 1297.45 py6. (PY — Ne JIC-002292).

[IpenenvHass OTIyCKHas II€HAa Ha YKa3aHHbIM JIEKQPCTBEHHBIM IIpernapar He
COIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B cootrBercTBMM ¢ TyHKTOM S5 MeTOOuMKM pacyera yCTaHABIMBAEMbIX
MIPOU3BOAUTENSIMUA  JIEKAPCTBEHHBIX IPENAPATOB MPEAEIbHBIX OTIYCKHBIX LI€H Ha
JIeKapCTBEHHBIE IIperaparbl, BKJIIOYEHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MpPENaparoB, NMPU HUX TOCYJApCTBEHHOW pPETUCTPALMU H
MEpEePETUCTpalii, YTBEPXKAECHHOW mnocTaHoBieHueMm IlpaBurensctBa Pocculickoit
®enepanuu ot 15.09.2015 Ne 979 (manee — Meronuka), npu pacdere NpeAebHOU
OTIIyCKHOM IIEHbl Ha JEKAapCTBEHHBIM Ipenapar MNpPOU3BOACTBA TOCYJAapPCTB-UJIECHOB
EBpa3uiicKOro 3KOHOMHYECKOIO COI03a B paMKax OJHOIO PErMCTPAlMOHHOTO
YIOCTOBEPEHHUs  JIEKAPCTBEHHOIO  Mpemapara NpU  M3MEHEHWH  KOJIMYECTBA
JIEKApCTBEHHOTO Ipernapara BO BTOPUYHOU (OTPEeOUTENbCKON) YyIIAaKOBKE HE JIOMYCKAETCS
YBEJIMYEHHSI CTOUMOCTH OJJHOM JIEKApCTBEHHOMN (hOPMBI.

[Ipu npoBeIeHNN YKOHOMUYECKOTO aHAJIN3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIM
npenapar AmuHokarnpoHnoBas kuciora (MHH - AmuHokanmpoHoBasi KUCIIOTa), PacTBOP
st uHy3uin 50 mr/mu, 100 mn — Oyteuiku (1), 3aperucTpupoBaHa TpeneiabHas
OTITyCKHas 1leHa B pasmepe 34,84 pybmneit ¢ peructpannoHHbiM HOMepom JIC-002292
(mpuka3z Munszapasa Poccun ot 16.06.2015 Ne 529/20-15). Takum obpa3zom, 3asBIeHHAs
K PErucTpalyy IpeAesibHasl OTIYCKHAas ILIEHa B paMKaX OJHOI0 PETUCTPALMOHHOIO
YAOCTOBEPEHHUS MPEBBIIIAET PAHEE 3APETUCTPUPOBAHHYIO MPEACIbHYIO OTIYCKHYIO LIEHY
U3 pacuyeTa CTOMMOCTH OJHOMW JIEKAPCTBEHHOUN (POPMBI.
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B cBsI3M C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» HyHKTa 13
[IpaBuy1 TpEBBIIIEHME NPEACTABIAEMON JUIA TOCYIapCTBEHHOM PErucTpaluyd WU
MEePEePETUCTPALUA TIPEACTBHON OTIYCKHOM IIEHBI MPOW3BOJUTEINSI HA JIEKAPCTBEHHBIN
nmpenapar HajJ LEHOM, pPacCYATAaHHOM B COOTBETCTBMU C METOAUKOW, SBIAETCS
OCHOBAaHHUEM JJIsI OTKa3a B COIVIACOBAHUHU TOCYJAPCTBEHHOW PETHCTpALUM MPEACIbHOU
OTILyCKHOU LI€HBI IIPOM3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.

P.A. Ilerpocsan
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