PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBMM ¢ myHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW pETUCTPALMU U
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOJAUTENSIMUA JIEKAPCTBEHHBIX IPenapaToB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEINapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocranosyienreM IIpaBurennbcTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nasnee
- IlpaBuna), denepasbHas aHTUMOHONOJBHAS CIyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBiIeHHble MUCbMOM Mun3apaBa Poccum ot 29.12.2016 Ne 20-4-4032924-c, u
OpUHsUIAa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETBHON OTIMYCKHOM I[E€HBI
(Bce cragun) OOO «®DapmarieBTHueckass KommaHus 310poBbe» (YKpawHa) Ha
CIIEIYIOUIMI  JIEKApCTBEHHBIM INpenapar, BKIIOYEHHBbIM B MEpPEYCHb KU3HEHHO
HEOOXOJMMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

Mezaron (MHH — ®enunmydpun), pactBop anas uHbekuuit 10 mr/mm, 1 miu —
amnyibsl (5) - / B KOMIUIEKTE CO CKapU(PUKATOPOM HIM JTUCKOM PEXYLIUM, €Cld
HEOOXO0IUM JIJIs1 aMITyJI JAaHHOTO TUIIA / TAYKW KapTOHHbIE, B pasmepe 32,10 pyO.

[IpenenbHass OTHYyCKHAas I1I€HAa HAa YKa3aHHBIM JICKAPCTBEHHBIA IIpemapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennu 3xoHomuyeckoro ananuza @AC Poccun BBISIBIEHO, YTO B paMKax
OJTHOTO PErHMCTPALMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOIO Ipernapara npu U3MEHEHUU
KOJTMYECTBA JIEKAPCTBEHHOTO IMpernapara BO BTOPUYHON (IMOTPEOUTENHCKOM) YIMaKOBKe
MIPOU30IIIO YBEIMYECHUE CTOMMOCTH OJHOM JIEKApCTBEHHOW (hOPMBI, YTO MPOTHBOPEUHT
nyHkTy 20 MeTonuku pacyeTa yCTaHABIMBAEMbBIX MPOU3BOJIUTENSMH JIEKAPCTBEHHBIX
IpenaparoB MpeleabHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE MpENaparbl, BKIIOUEHHBIE B
MepeuYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX
roCyJapCTBEHHOW PETrMCTpaluu U IMEpPEeperucTpauuu, YTBEPKIACHHOW MOCTAaHOBJICHHEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBIIEU3NIOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» NyHKTa 13
[IpaBrsI TpEBBILICHHE MPEICTABISIEMON Uil TOCYOAPCTBEHHOW PEruCTpalvd WU
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
rnpenapar HaJ I[I€HOW, PAacCYATAHHOM B COOTBETCTBHM C METOOUKOM, SBISETCA
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMU TMPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.
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