PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBun rocynapcTBEHHOW pEruUCTpaluud |
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoyiennueM IIpaBurennscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mUcbMOM Mun3zapaBa Poccum ot 21.04.2017 Ne 20-4-4041489-c, u
NpUHSUIA pelieHne 00 OTKa3e B COIVIAaCOBAHWM MPEAENTbHON OTIYCKHOW IICHBI,
3asBiaeHHod Ha peructpaiuio  AO «BEPTEKC» (Poccus), Ha cruenyromuii
JICKapCTBEHHBIN Tperapar, BKIIOYCHHBIH B TEPEUYCHb JKU3HEHHO HEOOXOAWMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENApaToB:

Mowmetazon (MHH — MowmeTtason), ma3b juist HapyxHoro npumeHenus, 0,1 %, 15
T, - TyOBI (1) - mauku kapToHHBIE, B pazmepe 221,20 pyoO.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSIM.

B xome mpoBeneHHs HPKOHOMHYECKOTO aHaju3a B COOTBETCTBUU C ITyHKTOM 10
[IpaBun DAC Poccum Obu1 HampasieH 3ampoc ot 05.05.2017 AK/30819/17 o
MPEACTABICHUH JOKYMEHTAJIbHOTO IOATBEPKACHUS M PAcueT BEIUYUHBI yIOpOXKAHUS
3asBJICHHOM MPENEIIbHOM OTIIYCKHOW I1I€Hbl HA BBILNICYKA3aHHBIN JIEKAPCTBEHHBIN
[pernapar Mo CpPaBHEHUIO C 3apPErMCTPUPOBAHHOM NPEACIBHOM OTIYCKHOM ILIEHOM Ha
nekapcTBeHHbIN npenapar «Mometazon» (MHH — Momerta3oH), kpeM Uisl Hapy>KHOTO
npumenenus, 0.1 %, 15 r - TyOb1 antomunueBsie (1) - Mauku KapTOHHBIE, JEPIKATEIS UITH
BJaJENblla  PETUCTPAMOHHOTO  YAOCTOBEpPEHUS  JIEKAPCTBEHHOIO  Mperapara
3A0 «Beprekc» (Poccusi) mpousBonctBa (Bce crtamuu) 3A0  «AnTalBUTaMUHBD)
(Poccus), JITT-000073 ot 13.03.2014.

[IpencraBnennbiii 3asButesnieM otBeT Ha 3anpoc PAC Poccum (ot 16.05.2017
Ne 400/01) He coaep>KUT TOKyMEHTAIBLHOTO MOJATBEPKACHUS U TOAPOOHBIX pa3bsICHEHU
YIOPOXKAaHUs  3asBJICHHOW TMPENEIbHOM OTIMYCKHOM I1IEHBl Ha  BbIIICyKa3aHHBIN
JIEKapCTBEHHBIN IIpenapar.

B cBsi3u ¢ BBIIEU3TI0KEHHBIM B COOTBETCTBUM C IOAIMYHKTOM «O» myHKTa 13
[IpaBun mnpencTaBieHHE JTOKYMEHTOB B HEMOJHOM o00beMe W (WJIM) HEMoJIHOTa
COJIepKAIIUXCSI B HUX CBEJCHUM, SIBISETCS OCHOBAaHUEM [IJIsi OTKa3a B COIVIACOBAaHUU
rOCYAapCTBEHHOM pETUCTpalHd NPEACIbHOW OTIIYCKHOW LEHbl NPOU3BOJAWTEIS Ha
JIEKapCTBEHHBIN IIpenapar.
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