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00 OTKa3e B COIIaCOBAHMH MPEACIIbHBIX OTIYCKHBIX 1IEH MTPOU3BOIUTENCH Ha
JIEKapCTBEHHBIE MpeTnaparhl, BKIOYCHHBIC B IEPEUYCHD )KU3HEHHO HEOOXOAUMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBuum ¢ mnyHkroM 13 IIpaBun rocygapCTBEHHOM pETUCTpaludd U
NepeperucTpalum MNpelebHBIX OTHYCKHBIX II€H MPOU3BOAUTEIEH Ha JIEKapCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B MEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKApCTBEHHBIX  MpENaparoB, YTBEPXKJACHHBIX  MOCTaHOBIeHWEM [IpaBuTenbcTBa
Poccuiickoit ®Depeparuu otT 29.10.2010 Ne 865 (manee - IlpaBwma), denepanbHas
AHTUMOHOIIOJIbHASL CIIy’k0a paccMOTpesia JOKYMEHTBI, MPEACTaBICHHbIE MHChbMaMHU
Munzapasa Poccun ot 14.08.2020 Ne 20-4-4143340-c, u ot 01.10.2020 Ne 20-4-4149303-
C U TpUHsJIA pelieHue o0 OTKa3e  COMTACOBAHMM TMPENENbHBIX OTIYCKHBIX IIEH,
3asBieHHbIX  Ha  peructpammio OO0 «bOTI'PUD»  (Poccusi), Ha  ciemyromui
JICKapCTBEHHBIN TMpenapar, BKIIOYEHHBIM B TIEPEYEHb JKU3HEHHO HEOOXOMUMBIX U
Ba)KHEUIIINX JIEKAPCTBEHHBIX MPENAPaTOB:

1. «JToromsy (MHH - «Mop+[Kamust ftomua+Iunepon»], pactBop s
MECTHOTO TIpuMeHeHus, 50 Ml - (IakoHbI OpaHKeBOro crekia (1) - mauku KapTOHHBIE, B
pazmepe 75,36 pyOneit

2. «JIroromb» (MHH - <<I7101[+[Kaﬂ1/1>1 nomua+luuepon»]|, pactBop A
MECTHOTrO mnpuMeHeHus, 50 M - (¢uakoHbl OpaHXkeBoro crekia (1)/B KoMIUiekTe ¢
J103aTOPOM U PACHBUIUTENEM - TAYKU KapTOHHBIE, B pazMepe 75,36 pyOuiei.

[Ipu npoBenennn s3xoHoMuueckoro ananuza @AC Poccun BBISIBIEH pa3HbIil yPOBEHb
IIEH Ha JICKapCTBEHHBIN IMperapar ¢ OJAMHAKOBOM JICKAPCTBEHHOU (hOPMOM, T03UPOBKON U
0oOILIUM KOJMYECTBOM BO BTOPUYHON MOTPEOUTENIHCKOM YIAKOBKE, YTO MPOTUBOPEUUIIO
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TpeboBanusM myHkTa 24 [Ipasu.

B coorBerctBuu ¢ nyHkrom 14 IlpaBun ®AC Poccuu HampaBiieH 3ampoc OT
28.08.2020 NeTH/74446/20 o mnpenoCTaBICHHH YTOYHEHHBIX pPACYCTOB TPEIACTHHBIX
OTIYCKHEIX IIeH Ha JeKapCTBeHHhI mnpemapar «Jlroroms» (MHH - «Mon+[Kamns
Honun+lnuiepon»], B popMax BhIMYyCKa «pacTBOP JJIsl MECTHOTO MPUMEHEHUS, 25 MIDY U
«pacTBOpP sl MECTHOTO MpUMeHeHus, S0 Mim» ¢ yueToMm TpeboBanuii myHkra 24 [IpaBui.

Bmecre ¢ TeM, T[peACTaBICHHbIE HA  yKa3aHHbIA  3alpoc  IMHCbMOM
Munszapasa Poccun  oT 01.10.2020  Ne 20-4-41493003-c  yTOYHEHHBIE MpPEACIIbHBIE
OTITYCKHbIE II€HbI Ha 3asIBICHHBIN JIEKAPCTBEHHBIN Mpenapar B (hopMe BBIITYCKa «PacTBOP
I MECTHOro mnpuMeHeHHs, 50 Mi» NOpPEeBBIIAIOT LEHbI, PACCUATAHHBIE C YUYETOM
MAaKCHMAaJIbHOM 3apEruCTPUPOBAHHOM LIEHBI HA AHAJOTMYHBIM JIEKAPCTBEHHBIW INpenapar,
OTIPE/ICIICHHOM B COOTBETCTBUU C TpeOOBaHUSMHU MYHKTOB 34-35 Metoauku pacyera
MPEACIbHBIX OTIYCKHBIX I[I€H NPOU3BOJUTENIEM Ha JIEKapCTBEHHBbIE Mpemnaparsl,
BKJIFOUCHHBIE B TMEPEYCHb KU3HCHHO HEOOXOAMMBIX W BAKHEHUIINUX JIEKAPCTBEHHBIX
MPENaparoB, yTBEPKACHHOM mnocraHoBieHuem lIpaBurenscrBa Poccuiickonn depepannn
ot 15.09.2015 Ne 979 (manee — MeTtoauka).

B cBs3u ¢ BBIIIECHU3I0KEHHBIM, B COOTBETCTBUHM C MOANYHKTOM «r» HOyHKTa 19
[IpaBui1, mpeBBIIEHNE MTPEACTABICHHOM ISl TOCYIAPCTBEHHON PETMCTPAlMU NIPEACIBHON
OTILyCKHOM LI€HbI IPOU3BOAUTEIISI HA JICKAPCTBEHHBIN Mpenapar Hal LICHOM, pacCYUTaHHOU
B coorBercTBUM C IlpaBuiamum u Meronukoil, sBISETCS OCHOBAaHMEM I OTKa3a B
COMNIACOBAHMM  TOCYJApPCTBEHHOM  pPETUCTPAallMM  TPEACIbHOM  OTIMYCKHOW  LIEHBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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