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00 OTKa3e B COIIaCOBAHMHU MPEACIIbHBIX OTIYCKHBIX LIEH MTPOU3BOIUTENEH Ha
JICKapCTBEHHBIE Mpernaparhl, BKIIOYCHHBIEC B IEPEUYCHD )KU3HEHHO HEOOXOAUMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBun ¢ mynktamu 13 u 32 IIpaBun rocynapCTBEHHOW PErMCTpaldd U
NepPEeperucTpaluy MpeaebHbIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha JIEKApCTBEHHbIE
npenaparbl, BKJIIOYEHHbIE B IME€PEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKAPCTBEHHBIX  IPENaparoB, YTBEPKACHHBIX IOCTaHOBIEHWEM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee — IlpaBuna), denepanbHas
AaHTUMOHOIIOJIbHAS  CIy»0a paccMoTpena JAOKYMEHTBHI, TPEICTaBIEHHbIE MHUChMOM
Mun3npasa Poccun ot 02.10.2020 Ne 20-4-4149512-c u ot 09.11.2020
Ne 20-4-4149512-non v mpuHsAna penieHWe 00 OTKa3e B COMIACOBAHWU MPEACIbHOU
OTITyCKHOM 1eHbl, 3asBlIeHHON Ha nepepeructpanuio AO «I1IOK Obnosnenue» (Poccus),
Ha CJEIYIOIMH JIeKapCTBEHHBIM Mpernapar, BKJIIOYEHHBIM B IMEpEeYEHb KUZHEHHO
HEOOXOJMMBIX U BaXKHEUIIUX JICKAPCTBEHHBIX MPENapaToB:

«/lexcamerazon» (MHH — «Jlekcamerazony), Tabnetku, 0,5 mr, 14 mrt. - ynakoBku
STUEUKOBBIC KOHTYpPHBIC (4) - MaYKu KapTOHHBIE, B pazMepe 34,69 pyo.

[IpenenpHas OTIMyCKHasl IleHa HA BbIIIEYKAa3aHHBIM JIEKAPCTBEHHBIN Mpernapar He
COIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBerctBUM ¢ myHKTOM 39 MeToauku pacuera NpeleibHbIX OTIYCKHBIX IIEH
MIPOU3BOAUTENIEH HA JICKAPCTBEHHbIE MpENaparbl, BKIIOYEHHBIE B NEPEUCHb KUZHEHHO
HEOOXOMUMBIX W BKHEHIIMX  JIGKAPCTBEHHBIX  MPENaparoB,  YTBEPKICHHOU
nocranoBiieHneM IIpaButennbctBa Poccuiickoit @eaepanuu ot 15.09.2015 Ne 979 (nanee
—Meronuka), npenenabHas OTIYCKHasi LIEHAa Ha JICKAPCTBEHHBIA Mpenapar MOMJIECKUT
YBEIIMYEHUIO HAa BEJIMYMHY YIOPOKaHUS ChIPbSl U MAaT€pUAJIOB U HA BEJIMUUHY U3MEHEHUS
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HAaKJIAIHBIX PACXOJIOB.

B coorBerctBun ¢ mnyHkrom 14 IlpaBun, ®AC Poccum HampaBiieH 3ampoc
ot 22.10.2020 Ne TH/92022/20 o mpeacTaBieHMH YyTOYHEHHBIX CBEJCHUM, B TOM YHCIIE C
y4ETOM yKa3aHHBIX TpeOoBaHU MeToauKy.

CornacHO JOKyMEHTaM W CBEJICHUSIM, MPEACTABICHHBIM B OTBET HAa YKa3aHHBIN
3anpoc, 3asBJIEHHAs BEJIMYMHA YBEJIHMYCHHS NPeNesibHOW OTHyCKHOW I1eHbl (6,09 %)
npeBelmaeT gonyctumyro (2,02 %) ¢ yderoM BEIUYMHBI YIOPOXKAHHUS CBIPbS U
MaTepuajgoB MpPU OTCYTCTBUM HW3MEHEHUSI HAKJIAJHBIX PaCXOAOB, 4YTO IPOTUBOPEUUT
TpeboBaHUsIM TyHKTa 39 MeToauku.

B cBs3u ¢ BBINIEU3IOKEHHBIM, B COOTBETCTBUU C TMOJAMYHKTOM «I» IyHKTa 19
[IpaBuy, mpPEBBILIEHUE TMPEACTABIAEMON JJISI TOCYHAPCTBEHHOM PETUCTPALMU WU
MEPEepPEerucTpali MpeaeTIbHON OTIYCKHOM IE€Hbl IMPOU3BOAMUTENSL HA JICKAPCTBEHHBIN
npenapar HaJl IEHOM, pacCUMTAaHHOW B COOTBETCTBUM ¢ IIpaBmiamu u Meroaukon,
ABJISIETCS. OCHOBAaHWMEM [UJIsi OTKa3a B CONNIACOBAHMM TOCYIAapCTBEHHOW pETUCTPALMU
IIPEAEIBbHON OTITYCKHOW LIEHBI IIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.
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