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PEIHIEHHE
00 OTKa3e B COIIaCOBaHHUHU IIpeaCNbHBIX OTITYCKHEIX IICH HpOPISBOIlHTCJTCﬁ
Ha JICKAPCTBCHHBIC MPCapaTkl, BKIIIOYCHHEIC B IIEPCYCHD )KU3HCHHO HEOOXOANUMBIX
H BOXXHCHINUX JICKaPCTBRCHHBIX NPECNaparos

B coorBercTBHM ¢ INYHKTOM 8 M TOAIYHKTOM «a» mnyHkTa 19 Ilparun
rOCyapCTBEHHOH perucTpanum 5 nepeperucTpanin YCTaHaB/IMBaeMBIX
NPOU3BOAUTENSAMH JIEKAPCTBEHHHIX IIPEeNaparoB INpelesIBHBIX OTIYCKHBIX LEH Ha
NeKapCTBEHHBIE MPENaparsl, BKIIOYEHHBIE B MEPEYCHb JKH3HEHHO HEOOXOAMMMBX W
BAXXKHEHIINX  JICKAPCTBEHHBIX  IpEenaparoB,  YTBEPKJAEHHBRIX  TMOCTAHOBNEHHEM
IIpaButensctBa Poccuiickor Pepepauum or 29.10.2010 Ne 865 (manee - [lpaBmia),
degepaibHas AHTHMOHONOIbHAA CIIy)K0a paccMOTpena IOKYMEHTHI, NpPEACTaBIICHHBIS
nucsMoM Mun3znpasa Poccun ot 16.02.2016 Ne 20-4-4004324-c, u nprHATa peleHue 06
OTKa3€ B COMIACOBAaHMM  TIPEAEIIbHOM  OTIYCKHOW  11eHBl, 3afBJIeHHOHM Ha
nepeperucrpanuro, OO0 «3aBox MeacHHTESY» Ha ClieAyOmMil TEKApCTBEHHBIA Npenapar,
BKJIIOYEHHBI B IEpeueHb XW3HEHHO HEOOXOHMMBIX W BaKHEHNIMX JEKAPCTBEHHBIX
IIPEeNaparoB:

POCHUHCYJIMH P (MHH — MUHCynHH pacTBOPUMHEIN [4esTOBEUECKMM TEHHO-
HHXCHepHBIR]), pacTBop 1A nawvekuui, 100 ME/Mn, 10 mn - ¢nakosn! (1) — mauxm
KapTOHHEIE, B pa3Mmepe 327,62 pyb.

ITpenenpHass OTHycKHAd I€HA HA YKa3aHHBIH JIeKapCTBEHHBIH IIpenapar He
COIVIACOBEIBAETCS IO CIEAYIOIIUM OCHOBAHUSAM.

B cooTBeTCTBHH ¢ MOANYHKTOM «a» mnyHKTa 19 IlpaBuim ans nekapcTBeHHBIX
MPEenaparToB HUKHECPEAHETO LEHOBOro cerMeHTa Ao 500 pyOne#t (BKmMIOUMTENLHO) - B
CIIydac yBENMYCHHUS LEH HA CHIPbE M MaTepHalibl, HCIONb3yeMble NPH TMPOUIBOACTBE
KOHKPETHOIO JICKAPCTBEHHOIO mMpernapara, a TaKkKe HaKIagHBIX PacXooB, KOTOpHIE
B PABHOM CTENCHH BIMAIOT HA YPOBEHB 3apETUCTPHUPOBAHHEIX L[EH Ha BCE JIEKRPCTBEHHEIS
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Ipenaparel, OTHECEHHBIE K  OJHOMY  MEXKIAYHapOAHOMY  HerNareHTOBAHHOMY
HAHMEHOBAHMIO, HO HE BhHIILIE YPOBHA (AKTHUECKOH HHIAUMM TpelieCTBYIONIEro
KaJIeHJapHOro rofia ¢ Y4YETOM NPOTHO3UPYEMOTO YPOBHS MHGOIALMH TEKYIero rojia,
YCTaHOBIIEHHOTO (efiepanbHBIM 3aKOHOM O (enepanbHOM OIo/KeTe Ha COOTBETCTBYIOILH
GUHAHCOBBIN roj ¥ MIAHOBEIN NEPUO.

B paMkax npoBeAeHHA 3KOHOMMYECKOro aHanu3a PeepansHoil aHTHMOHOMIONBHOM!
cmyx00fi HampaBleHBl 3alpOCHl BCEM MPOM3BOAUTENSM JIEKAPCTBEHHOIO IIperapara
(MHH — HHCcynuH pacTBOPHMEIN [4Ye/IOBEUECKU TeHHO-AH)KEHEPHEIH]) 0 HATHYMH WK
OTCYTCTBMM pOCTAa [E€H Ha Cbipbe, HEOOXOAUMOE IIPH MPOUIBOACTBE JAHHOTO
JIEKapCTBEHHOTO IIpenapara.

Ilpm ananmse npexacrasieHHelx B PAC Poccum OaHHBIX pOCT LEeH Ha CHIPbE,
UCNOAL3YeMOEe TpU IMPOU3BOACTBE BHIIEYKA3aHHOIO JIEKAPCTBEHHOTO IIpenapara,
KOTOpH B paBHOH CTCIEHH NOBIMAJ HA YPOBEHb 3aperMCTPHPOBAHHBIX IEH Ha BCE
NEKAPCTBEHHBIE Ipenaparel, OTHECEHHBIC K OXHOMY MEXIYHAPOTHOMY
HEenaTeHTOBaHHOMY HaUMEHOBAHUIO, HE BHIABIIEH.

B cBA3M ¢ BHIMICH3JIOKEHHBIM, B COOTBETCTBMM C NOAIYHKTOM «B» ITYHKTA 13
IlpaBun DOpeBBIIEHHE IIPEACTABICHHOM NI T[OCYNapCTBEHHOH pPEruMcTpaldyd  WIHA
nepeperucTpaldd NOpeAenbHON OTMyCKHON IEHBl MPOM3BOAMUTENA Ha JICKAPCTBEHHLIMH
Ipenapar Haj IEHOH, pAacCYUTAaHHOH B COOTBETCTBMH ¢ MeToaukol, sBrsercs
OCHOBAaHHEM I OTKa3a B COIJIaCOBAHMM TIOCYAAPCTBCHHOW pETHCTpaudM UM
NEepeperucTpaluri MPeIcibHON OTIYCKHOH LICHBI NPOUSBOJAWTENS Ha JIEKAPCTBEHHEBIH
openapar.
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