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| Pemienne 06 OTKase B COIACOBAHMH|
LIEHBI Ha JlozapTtan(AnKanoum)
WHICKCAIIHS

PEIIEHUE
00 OTKa3e B COMTACOBAHMHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MIPENaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToB

B coorBerctBun ¢ myHkrtamu 13 m 34 IlpaBun rocynapCTBEHHOW PETrMCTpPallAH U
NepeperucTpalul yCTAHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpeAeIbHBIX OTIYCKHBIX LIEH Ha JIEKAapCTBEHHBIC IMpenaparbl, BKIIOYEHHBIE B MEPEUCHb
JKU3HEHHO HEOOXOAMMBIX W BaKHEWINUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranoBiienreM [IpaButennscTBa Poccutickoit ®enepanun ot 29.10.2010 Ne 865 (nanee
— IlIpaBuna), denepaibHasi aHTUMOHOMOJBHAS CIyk0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mucbMoM MunznpaBa Poccun ot 24.10.2019 Ne 20-4-4113933-c, u
MpUHsJIA pelIeHue 00 0TKa3e B COIIACOBAHUM MPEISTbHBIX OTIYCKHBIX II€H, 3asSBJICHHBIX
Ha mnepepeructpanuto Ankamoua AO (Pecrybnuka Makenonus), Ha ClemyrOmUn
JEKapCTBEHHBIN mpemnapar, BKIOYCHHBIM B TEpPEYeHb JKU3HEHHO HEOOXOAUMBIX U
BOKHEHUIIINUX JIEKAPCTBEHHBIX MPEIapaToB;

1. Jlozapran (MHH — Jlo3apraHn), TaGiaeTKH, MOKPHITHIE IJIEHOYHOU OOOIOYKOA,
50 mr, 10 ., - 6mucrepsl (3) - Nauku KapTOHHBIE, B pazMepe 123,69 pyO.
2. Jlozapran (MHH — Jlo3apran), TabneTku, MOKPHITHIE IUICHOYHOM 0O0OJOUKOH,

100 mr, 15 mt., - 6;ucteps! (2) - mauku KapToHHBIE, B pazmepe 125,33 pyO.
IIpenenbHble OTIIYCKHBIE LIEHBI HAa YKa3aHHBIM JICKAPCTBEHHBIM IIperapar He
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COIIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennu s3xoHoMuyeckoro ananuza ®AC Poccun BBISIBIEHO, YTO COITIACHO
MPE/ICTABICHHBIM JOKYMEHTAM CPEIHEB3BEIICHHbIC (PaKTUUECKHE IICHBI BBO3a YKA3aHHOTO
JIEKapCTBEHHOTO Tperapara 3a OTYETHBIM Mepuoja ObUIM HUKE 3aperMCTPUPOBAHHBIX Ha
ATOT MIEPHOJ IIeH OoJiee YeM Ha MPOTHO3UPYEMbI yPOBEHb HH(IIAIINH, YCTAHOBICHHBIN Ha
TEeKyuii Toa ¢eaeparbHbBIM 3aKOHOM O (eaepalibHOM OOKeTe Ha COOTBETCTBYIOITUHN
¢buHaHCOBBIM rOoA W MIaHOBBIM miepuon (4,3 %), 4TO NPOTUBOPEUUT TPEOOBAHUAM
noamyHkra «0» myHkra 50 Mertoauku pacuera yCTaHABIMBAEMBIX MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX IMPEMApaToB MPEACTbHBIX OTIIYCKHBIX IIEH HA JICKAPCTBEHHBIE MpENaparsl,
BKJIIOYCHHBIE B TIEPEUCHb >KM3HEHHO HEOOXOIUMBIX M BaXXHEUINMX JIEKAPCTBEHHBIX
MpEenaparoB, MPU UX TOCYAAPCTBEHHON PETMCTPALMM U MEPEPETUCTPALINH, YTBEPKIACHHOMN
nocraHoBiieHreM [IpaButensctBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nanee
— MeTtoauka).

B cBA3M C BBIIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOANYHKTOM «I» IIyHKTa 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 CONIACOBAaHHWM T'OCYIAPCTBEHHOW PETHCTPALUMU NPEACIBHONW OTITYCKHOM LIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu
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