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Ha Ne o1

PEIIEHHE
00 OTKa3e B COIIACOBAHMUH NPE/ICNbHBIX OTITYCKHbBIX LI€H MPOU3BOUTENCH
Ha JIEKapCTBEHHBIE NPENapaThl, BKIIOYEHHBIE B IEPEYEHb JKH3HEHHO HEOOXOAMMBIX
¥ Ba)KHEHIINX JIEKapCTBEHHBIX NpenapaToB

B coorBercTBHH ¢ MNYHKTOM 8, mOANYHKTOM «B» nyHKra 13 IlpaBun
rocyJapCTBEHHOM perucTpanuu %} nepeperucTpaLnuu yCTAHABJIUBAEMBIX
[IPOU3BOJUTEISIMH  JICKAPCTBEHHBIX IIPENApaToB IPENENbHBIX OTIYCKHBIX LI€H Ha
JIEKAPCTBEHHBIE TMIpPernaparbl, BKJIIOYEHHbIE B IIEPEYEHb JKU3HEHHO HEOOXOJMMBIX H
BaKHEHIIMX  JIGKADCTBEHHBIX  MpEenapatoB,  YTBEPKIAEHHBIX  [OCTAHOBJICHHUEM
IMpasurensctBa Poccuiickoit ®enepanun or 29.10.2010 Ne 865 (nmanee - Ilpasuia),
QenepaipHas aHTUMOHOIONBHAA CIIy’K0a paccMoOTpena JOKyMEHTbl, MNpEJCTABIEHHBIC
nucbMoMm Munszapasa Poccuu ot 07.09.2015 Ne 20-4-490806-c, u npunsia penienue 06
OTKa3e B COIVIACOBAHMM TIpedenbHOH ormyckHoi neHel 3A0  «MockoBekas
dapmanesruyeckas ¢abpuka» (Poccus) Ha cleAylolui JIEKapCTBEHHBIH IIpenapar,
BKJIIOYEHHbI B IMEPEYeHb >KH3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIeKapCTBEHHBIX
npenaparos:

Jlrorosnst pacteop ¢ ruuepudom (MHH - Won+Kanus iioaua+luneporn), pacTBOp
JUI MECTHOTO npumeHeHus 25 1, praakons! (1) — mauku kaproHHsle B pazmepe 24,90 py0.

[IpenenbHas OTIMyCKHAs LEHa HAa YKa3aHHbI JIEKADCTBEHHBIM Iperapar He
COIVIACOBBIBACTCS 10 CISAYIOIIMM OCHOBAHHIM.

IIpu npoBeseHWHM aHAIM3a YCTAHOBIEHO, YTO HA JICKAPCTBEHHBIH Ipenapar
Jlrorons pactBop ¢ muuepusom (MHH - Won+Kanus itomum+Iimunepon), pacTsop s
MECTHOTO  NpHMeHeHus 251,  (uakoHBl  TEMHOro  CTeKjia,  IPOM3BOJACTBA
3A0 «MockoBckas ¢apmaneBTudeckas (abpuka», 3aperucTpHpOBaHa Mpe/ebHas
ormyckHas nena B pasmepe 10,26 py0. (mpukxaz MmunsgpaBa Poccum ot 19.08.2010
Ne 8385-I1p/10). Takum oOpa3oM, 3asBiIEHHAs K PErUCTPAaLMM MpPEeAe/ibHAsA OTIIYCKHasA
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[[EHa [PEBbHIILACT 3aPErMCTPHPOBAHHYIO IPEIEIbHYI0 OTIIYCKHYIO LEHY TOI0 IKe
IPOM3BOIUTENIA Ha TAKOM ke JIEKapCTBEHHBIH npenapar bonee yem Ha 140 %.

YyuThiBasg BBIICH3I0KEHHOE, TNpEAe/IbHAs OTIYCKHAs LEHAa Ha YKa3aHHbIN
JIEKAPCTBEHHBIH Iperapar He COINIAaCOBBIBACTCSA, B CBA3M C DKOHOMMYECKHU
HEOOOCHOBAHHBIM POCTOM LIEHBI.

B COOTBETCTBMH C TMOAMYHKTOM «B» mnyHkra 13 IlpaBun mnpeBblieHue
MpeACTaBIsIeMON Ul rOCYJapCTBEHHOH DPErHCTpPalud IPeAe/]bHOH OTIYCKHOHM LIeHBbI
IPOM3BOAMUTENS HA JIEKAPCTBEHHBIH Mpenapar HaJl LIeHOH, pacCYUTaHHOH B COOTBETCTBHH
¢ Merogukoii  YCTAHOBJEHHS  IMPOHM3BOAMTE/ISIMH  JIGKADCTBEHHBIX  IIPErapaTroB
[pe/Ie/IbHBIX OTIIYCKHBIX LIEH Ha JIEKapCTBEHHbIE NPENaparbl, BKIIOYEHHBIE B IEPEYCHD
JKHBIJIII, yreepxaeHHo#t mpukazom Munsapascoupaseutus Poccun m ©CT Poccnu
or 03.11.2010 Ne 961n/527-a, aelcTBYIOIIEH Ha MOMEHT IIO/Ia4M 3aABIEHHA O
perucTpalui/IepeperucTpali  LEeHbl, ABIAETCA OCHOBaHMEM [Uld OTKasa B
COITIACOBAHHHM  IOCYJAPCTBEHHOH  pErucTpanuy  IpeeIbHOW  OTIYCKHOH  IIEHBbI
IPOU3BOJUTES HA JIEKAPCTBEHHBIH IIpPEnapar.
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