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00 oTKa3€ B COITIACOBAHMH MPEACIEHAIX OTIyCKHEIX LIEH NPON3BoAUTeNeH
Ha JIEKapCTBEHHEIE NPENaparsl, BKIMIOYEHHEIE B IEPEYEHE XKU3HEHHO HEOOXOMUMBIX
U BROKXHEHIIMX JIEKapCTBEHHBIX NPEIapaToB

B cootBerctBMM ¢ mnyHkroM 8 IIpaBui rocyaapcTBEHHON pErucTpallud H
NEPEePerucTPaliuy YCTAHABIHBAEMEIX INPOM3BOAMTEIAMY JICKAPCTBCHHBIX HpENapaToB
IpeAENbHBIX OTIHYCKHBIX II€H Ha JICKapCTBEHHbIE NMPENapaThl, BIUIOYEHHEE B NEPEYCHD
XHM3HCHHO HEOOXOAMMBIX M BAXHEHINNX JEKApPCTBEHHEIX TNPENApaToB, YTBEPKICHHEIX
noctanosneHneM IlpasurensctBa Poccutickoit @enepanuu ot 29.10.2010 Ne 865 (manee
- Ilpapuna), @exmepansHas AHTHMOHONOABHaA cCiIyx0a paccMOTpena JOKYMEHTE,
NpeACTanicHHEie nMucEMoM Mumnsapasa Poccun or 18.02.2016 Ne 20-4-4003461-c, u
NpuHwIa pelleHne 00 OTKase B COMNIACOBAHMHM MNPENEIBHOM OTMYCKHOM 1LEHEI
«9BEP Heiipo ®apma I'm0X» (ABcTpus); np., mepB. yo., BTOp., yu. - « CEHEKCH»
(®pannun); BEm. K. - «IBEP Hefipo ®apma I'MOX» (ABcTpma) Ha cremysomwit
JIEKADCTBEHHRIH mNpemapat, BKIIOYEHHBIH B IIEpeYeHb >KU3HEHHO HEOOXONMMEIX H
BaXKHEHILINX JICKAPCTBEHHbIX NIPENAPATOB:

Taxuben (MHH — VYpanugwn), pacTBOp 14 BHYTPHBEHHOIO BBEJCHMA, 5 MI/Mi,
5 M — amiryisl (5) - nauka KapToHHas B pasmepe 576,79 pyo6.

IlpenencHas OTIYCKHAas NEHa Ha YKa3aHHHH JIGKapCTBEHHHIH fpenapar He
COITIaCOBBIBACTCA IO CISAYIOUTHM OCHOBAHUAM.

Ilpu nposeneHnm 3koHOMHYeckoro aHaimsa ®AC PoccMH BBISBIEHO, 4YTO
npefensHas OTIYCKHAd LEHa Ha BHINCYKa3saHHBI BOCTIPOM3BENCHHEIH JIEKAPCTBEHHBI
Npenapar, PpacCYMTaHHas WCXOAA M3 CTOMMOCTH OIHOM JIEKADCTBEHHOHN (OpMEL,
npeprimaeT 80 MPOLIEHTOR MakCHMaJIbHOM 32perHCTPHPOBAHHON MPEASIBHON 0TIy CKHOM
IeHbl TIPOM3BOAMTENA Ha AHANOPMYHEIN JIEKApCTBEHHBIN Ipenapar, YTO IPOTHBOPEYMT
nyHkTy 21 MerogukH pacuera ycTaHABIMBAGMEIX NPOU3BOAMTENAMH JIEKAPCTBEHHEIX
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NPENapaToB NPEASABHEIX OTIYCKHEIX 1I€H Ha JIEKapCTBEHHBIC NpENnaparkl, BKIIOYSHHBIE B
nepedeHb KUIBEHHO HEOOXONMMBIX M BaKHEHUIMX JIeKapCTBEHHBIX IIpenaparoB, MPH UX
TOCYJAapCTBEHHON DErMCIpald K NEPepETHCTPalM, YTBEPKACHHONW [MOCTAHOBICHUEM
Ipasutenscrea Poccuiickoli ®enmeparmum or 15 cenrabpa 2015 r Ne 979 (manee —
Meronuka).

B CBf3H C BHIIEH3NOXEHHEIM, B COOTBETCTBUH C IOAIYHKIOM «B» IyHKTa 13
IIpaBun fpeBHINCHNE TpeACTaRINeMON 2408 TIOCYJapCTBEHHOM pETHCTpaLdM WIH
NEPEPETUCTPAIIMM TPEACALHOM OTIYCKHOH IEHBI TPOM3BOAWTENA HA JCKAPCTBEHHBIH
npenapar Haj LEeHOM, pacCYBTaHHOH B COOTBETCTBMU ¢ MeToaukol, sABngercs
OCHOBAHMEM JUId OTKa3a B COMIACcOBAHMM TOCYNAPCTBEHHOM PErMCTpaltii HpeaenbHOM
OTIEY CKHOM 1ICHBI IPOM3BOMUTENS HA JIEKapCTBEHHEIN npenapar.
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