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
IPEIEIIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIC MpEnapaThl, BKIIOUEHHBIE B IEPEUEHb
’KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP KIEHHBIX
nocranosyienreM IIpaBurennbcTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nasnee
- IlpaBuna), ®exnepanbHas aHTUMOHONOJbHas CHyxk0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble mucbMoM Mun3zapaBa Poccum ot 03.07.2017 Ne 20-4-4047412-c, u
OpUHSAJA pelieHne 00 OTKa3e B CONIACOBAaHUM MPEICIBbHON OTIYCKHOM IIE€HBI
Hokrop ®@anpk @apma I'M6X (I'epmanus); np., neps. yi., BTop. yi. - Jlozan @apma ['m6X
(I'epmanus); Boin. k. - Jlokrop Panbk ®Papma I'MOX (I'epmanusi) Ha cremyrolmui
JIEKapCTBEHHBIN Mpernapar, BKJIIOYEHHBbIH B IME€PEYECHb >KU3HEHHO HEOOXOAMMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENaparoB:

Ypcobansk (MHH — VYpcoaeszokcuxoneBas KUCIOTa), TaOJETKH, MOKPBITHIC
ieHouHou obonoukoi, 500 mr, 25 mit., - 6muctephl (2) — Mavykyd KapTOHHBIC, B pa3mMepe
1628,01 py®.

[IpenenbHass OTIyCKHAsT LI€HA Ha YKa3aHHbIA JICKAPCTBEHHBIM IIpenapar He
COITIACOBBIBAETCS IO CIEAYIOIIUM OCHOBAHUSM.

®AC Poccum B X0Je PKOHOMHYECKOTO aHajiu3a Obla MpOBEJEHA MpOBEpKa IO
OTIPEICIICHUIO 3apETHCTPUPOBAHHBIX I1I€H Ha Tmpemnapar YpcodaldbK B CTpaHax B
cooTBeTCTBUM ¢ TmpuioxkeHuem Ne4 k Meroguke pacdyeTa YCTaHABIMBAEMBIX
MIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MPENAPATOB MPEACIBbHBIX OTHYCKHBIX I1I€H Ha
JIEKApCTBEHHBIE Tpenaparbl, BKJIIOYEHHbIE B MEPEYEHb JKU3HEHHO HEOOXOIUMBIX U
BAKHEHUIINUX JIEKAPCTBEHHBIX MPENapaTroB, MPU HX TOCYAAPCTBEHHOM PErMCTpalvu |
MEpEPETUCTPALlMN, YTBEPKIAECHHOM mnocraHoBieHueM [IpaButenscTBa Pocculiickon
Oenepanuu ot 15.09.2015 Ne 979 (nmanee — Metonuka). Ha ocHOBaHMM JaHHBIX,
COZIEpIKAIMXCS B Marepuayiax, MPEACTABICHHBIX MPOU3BOAUTEIEM, YCTAHOBIIEHO, YTO
MUHHMaJlbHasl OTIYCKHasl IleHa Ha JaHHbIA mpenapar B Yemickoil PecryOnmke Huxke
3asiBJICHHOM Ha PEruCTpPAlMIO TMPEeTbHOM OTIYCKHOW IIeHbl 03 ydeTra pacxojloB,
CBSI3aHHBIX C TAMOXKEHHBIM O(DOPMIICHHEM.

B cBsi3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun TmpeBBIIEHWE NPEACTABIIEMONM I TOCYJApCTBEHHOW PETUCTpAlUU WU
MEPEPETUCTPALIUA MPEACIIBHON OTIHYCKHOM WEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN
mpenapar HajJ UEHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHUEM JUJIsl OTKa3a B CONIACOBAHUM TOCYJAPCTBEHHOMW PETHCTPALMM TMPEACIIbHON
OTIYCKHOM II€HBI MPOU3BOAUTENSL HA JIEKAPCTBEHHBIN Mpenapar.
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