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

B coorBercTBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpALMM U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBieHHble nmUcbMOM Mun3zapaBa Poccum ot 23.10.2017 Ne 20-4-4053630-c, u
NpUHSUIA pelieHne 00 OTKa3e B COMVIACOBAHWM TIPEJEIbHOM OTIYCKHOW IIEHBI,
npeAcTaBIeHHON M nepepeructpauuu, Anmena Apunaimurrens ['MOX (I'epmanus);
np., MepB. yI., BTOp. ym., BbIN. K. - Xaynt ®apma Bronppuar I'mOX (I'epmanus) Ha
CIENYIOIIMI  JICKAPCTBEHHBIM Mpenapar, BKIOYEHHbIH B TMEpEYEHb IKU3HEHHO
HEOOXOJMMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

Hobyramun Aamena (MHH — JloGytamun), pactBop st uHdy3uii, 250 mr/50 mui,
50 mi, - amnyna (1) — nmauka kapToHHas, B pazmepe 156,97 pyo0.

[IpenenpHass OTHyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIM TMperapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHoMuueckoro ananuza ©OAC Poccun BBIBIEHO, YTO
BEJIMYMHA YBEJIWYCHHUS 3apETUCTPUPOBAHHOW IMPEIEIbHOM OTIIYyCKHOM LI€Hbl Ha
BBIILICYKA3aHHbIN JIEKAPCTBEHHBIM IIPENApPAT BBIIIE PACCUUTAHHOM B COOTBETCTBUU C
NyHKTOM 24 MeToquKu pacueTra yCTaHABIMBAEMBIX MPOU3BOJIUTEISAMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENaparhl, BKIOYEHHBIE B
MEePEUYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEWIIHNX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
rOCy/IapCTBEHHOM PErucTpalyu U MEpPeperucTpaluu, yTBEPKACHHON MOCTaHOBICHUEM
[IpaButennbctBa Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (manee — Metoauka),
JIOMYCTUMOM BEIWMYUHBI YBEJIWYEHUS] 3apETHUCTPUPOBAHHON MPEAETbHON OTITYCKHOM
LIEHBI, YTO ITPOTUBOPEYUT MYHKTY 23 MeToauku.

B cBsi3M ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUHM C TMOJNYHKTOM «B» ITyHKTa 13
[IpaBrs1 TpEBBIICHHE NPEACTABICHHOM MJIsI TOCYJApCTBEHHOW PErucTpaluyd WId
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
npenapar HaJ 1EHOM, pAacCYATAaHHOM B COOTBETCTBUU C METOIUKON SIBIISIETCS
OCHOBAaHHMEM i1 OTKa3a B COIVIACOBAHUM TOCYAAPCTBEHHOM PETrHCTpaluy WU
MEPEPETUCTPALINN TIPEICIIbHOW OTHYCKHOW IIEHBI MPOW3BOAMUTEIS HaA JICKAPCTBEHHBIN
npemnapar.

A.b. Kamesapos
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