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00 OTKa3e B COIIaCOBAHMHU MPEACIIbHBIX OTIYCKHBIX LIEH MTPOU3BOIUTENCH Ha
JIEKapCTBEHHBIE MpeEraparhl, BKIOYCHHBIEC B IEPEUYCHb KU3HEHHO HEOOXOAUMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBuu ¢ mnyHktoM 13 u moamyHkToM «r» nyHkTta 32 IlpaBun
rOCy/IapCTBEHHOM pErucTpalid W MNEPEeperucTpalvi MNPEAeabHbIX OTHYCKHBIX II€H
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIIHUX  JIGKAPCTBEHHBIX  MPENapaToB,  YTBEPKICHHBIX
nocranoBienneM IIpaButensctBa Poccuiickoit ®epepanuu ot  29.10.2010 Neo 865
(nanee — IlpaBuia), denepasibHasi aHTUMOHOMOJBHAS CIIyk0a paccMoTpena JOKYMEHTHI,
npeacraBieHuble nmucbMom Munsznapasa Poccun ot 24.09.2020 Ne 20-4-4147342-c, u
NpUHsUIA pelieHre 00 0TKa3e B COMTACOBAHMM MPENETbHON OTIYCKHOM IIEHBI, 3asiBICHHON
Ha TEPEPETUCTPALMIO JIEPHKATEIEM WIHM BIIAJIEIBLEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS
00O «®apmaropusi» (Poccust), mpousBoactBo (Bce craaun) OAO «KemepoBckas
dapmareBTuueckas kommnanus» (Poccust), Ha criemyromuid JIeKapCTBEHHBIN Ipenapar,
BKJIFOUCHHBIN B TEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BAKHEWINHUX JIEKAPCTBEHHBIX

Mpenaparos:
«Xnoprekcuaun» (MHH — «Xnoprekcuauny), pacTBop AJis HAPY>KHOTO MTPUMEHEHUS
[criupToBoit], 0.5 %, 100 mn — dQuakon-kanenbHubl (60) - KOPOOKH KapTOHHBIC (s

CTallMOHApOB), B pazmepe 852,84 pyo.

[IpenenbHass OTHYyCKHas II€HA Ha YKAa3aHHBIM JIEKAPCTBEHHBIM IMpenapar He
COITIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

B cBA3um ¢ TeMm, 4ro TpeAenbHas OTHYCKHAs I[I€HA Ha BbIIICYKa3aHHBIN
JICKapCTBEHHBIN TperapaT OTHOCUTCSA K IIEHOBOMY cermeHTty cBbime 500 pyOnei Takas
[[EHa MOXET OBbITh MEPEPEruCTPUPOBAHA TOJBKO B COOTBETCTBHUU C MOJIMYHKTOM «I»
nyHkra 32 [Ipasuir.
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CornacHO MNpeICTAaBICHHBIM JOKYMEHTAM MU CBEICHUSM MO mpuioxkeHuto Ne 1 k
Meronuke pacuera NpenesibHbIX OTHYCKHBIX LIEH MNPOWU3BOAMTENIECH Ha JIEKAPCTBEHHBIE
mpernaparbl, BKJIIOYEHHBIE B TMIEPEUCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKApCTBEHHBIX MpPEnaparoB, MPU UX rOCYAapCTBEHHON PErUCTPAllUU U IEPEPETUCTPALINH,
yTBepkJIeHHOM nocTaHoBiieHreM [IpaBurensctBa Poccuiickoit @enepanuu ot 15.09.2015
No 979 (manee - MeTtoauka) OTrpy3Ka BBIINIEYKAa3aHHOTO JIEKAPCTBEHHOIO Iperapara 3a
otuetHbi niepuon (¢ 13.08.2019 no 13.08.2020) He ocyiecTBIsIACS.

Kpome Toro, 3asBineHHast BEIMYMHA YBEJIIMUCHHS 3apErUCTPUPOBAHHOM MPENEIbHON
ornyckHOoM  meHsl (3 %) He  yuuThiBaeT  KOA(Q(UIMEHT UEHOBOW  IpyINIbI,
IIpeAYCMOTpEeHHbIN npuiokeHrem Ne 11 k Meronuke.

Takum o00pa3oM, 3asiBI€HHas TNpeleibHas OTIYCKHAas 1€Ha MPOTHUBOPEUUT
TpeOOBaHUSIM MOJITYHKTa «I» yHKTa 32 [TpaBuin u myHkToB 43-45 MeTonuku.

B cBs3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» IyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI  TOCYAAPCTBEHHOM IEpEpPEruCcTpalu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccunTtaHHOU B coOTBEeTCTBHM C [IpaBuimamu u MeTOOUKOMU, SIBIISIETCSI OCHOBAHUEM IS
OTKa3a B CONIACOBAHUM TOCYHAPCTBEHHOM NEPEPErMCTPALMU NPEACIBHOM OTITyCKHOU
LCHBI POU3BOAUTEIIS HA JIEKAPCTBEHHBIN IIpemnapar.
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