PEILIEHUE
00 OTKa3e B COITACOBAHMM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEEH
Ha JICKapCTBEHHbIE MTpenaparhl, BKJIOYCHHbIE B IEPEUCHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEUIINX JIEKAPCTBEHHBIX IIPENApaToOB

B coorBerctBun ¢ nyHkroM 8 IIpaBun TrocynapCTBEHHOW pErucTpalud H
MEepEPEruCcTpallii yCTAHABIUBAEMbIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB
MpEACNIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHBIE B NEPEUYCHb
KU3HEHHO HEOOXOJMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKICHHBIX
noctaHoBienneM [IpaBurenscTBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), enepanbHas aHTUMOHONOJBHAs Cly>)k0a paccMoTpena  JTIOKyMEHTHI,
npeacrasileHHble mucbMoM Munsnpasa Poccun ot 06.09.2018 Ne 20-4-4080326-c, u
NpUHSJIA pelleHrne 00 OTKa3e B COIIACOBAHUM MPEACNIbHBIX OTHYCKHBIX II€H
3A0 «CeBepnas 3Bezna» (Poccusi) Ha crienyrolmuid JEKapCTBEHHBINM Ipenapar,
BKJIIOYCHHBI B TMEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
MIpENnapaTos:

1. Tunopoun-C3 (MHH — Tunopon), Ta0neTKu, MOKPHITHIE MJICHOYHON 00O0I0YKOM,
125 wr, 20 mwirt., - dunakons (1) — mayku KapToHHBIE, B pazmepe 1422,70 pyo.

2. Tunopon-C3 (MHH — Twunopon), TabiaeTKu, TOKPHITHIE IIEHOUYHON 000JIOUKOM,
125 mr; 10 mr, - ynakoBKH SYEMKOBbIE KOHTYypHblE (1) — Tmauku KapTOHHBIE,
B pasmepe 711,50 py0.

3. Tunopon-C3 (MHH — TuniopoH), TablneTKH, NMOKPHITHIE TNIECHOYHON 000JI0YKOM,
125 M, 6 WT, - YNakoBKM sS4YEHUKOBbIE KOHTYypHble (1) — mayku KapTOHHBIE,
B pazmepe 430,30 py0.

4. Tunopon-C3 (MHH — Twunopon), TabieTku, HOKPHIThIE TIJICHOUHOW 000IOUKOMH,
125 wmr, 20 wmit., - 6anku (1) — madyku kapToHHBIE, B pazmepe 1422,70 pyoO.

[IpenenbHbIE OTHMYCKHBIC I1I€HBI Ha YKa3aHHBIA JICKAPCTBEHHBIM Iperapar He
COIIIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSM.

[Ipu mnpoBenenun skoHOMHUYeckoro aHainmza OAC Poccun BBISIBICHO, 4YTO
npezelibHasl OTIYCKHasl 1I€HAa Ha 3asiBIEHHBIN JIEKAPCTBEHHBIN Mpernapar, pacCYuTaHHAs
UCXOJ U3 CTOMMOCTH OJTHOM JIEKapCTBEHHOU (hOpMBI, MpeBbIiiaeT 80 MPOIEHTOB CpeIHEN
3aperuCTPUPOBAHHON TPENEIHbHON OTIYCKHON II€HBI MPOU3BOAUTENS Ha peepeHTHHIN
JIEKAPCTBEHHBIN TMpernapar, pacCYUTaHHOW 3a MepuoJ 3 JeT [0 MPEIACTaBICHUS
Jiep>KaTesieM WIH BIIJIeNblIEM PETUCTPALIMOHHOTO YI0CTOBEPEHUS! (YIIOJTHOMOYEHHBIM UM
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JUIOM) YKa3aHHOIO BOCHPOM3BEIEHHOIO JIEKAPCTBEHHOIO IIpernapara MpeaeibHON
OTIyCKHOW LI€HBI, PACCYMTAHHON MCXON U3 CTOMMOCTH OJHOH JIEKapCTBEHHOM (OPMBI,
YTO NPOTHBOPEYHUT IMYHKTY 6 MeTOoIMKM pacuera yCTaHaBIMBAEMbIX IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB IPEAEIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIE IIpENaparsl,
BKJIFOUEHHBIE B IEPEYECHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEMIINX JIEKAPCTBEHHBIX
IIPENapaToB, NPU UX FOCYAAPCTBEHHON PETUCTPALMH U NEPEPErUCTPALAN, YTBEPKIACHHON
noctaHoBienreM IIpaBurensctBa Poccuiickoit @enepaunu ot 15.09.2015 Ne 979 (nanee
— Mertonauka).

B CBA3M C BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C MOIIYHKTOM «B» IIyHKTa 13
IIpaBun 1npeBbIIEHUE MPEACTABIAEMON I TOCYJApCTBEHHOW pErucTpauuyd WA
MEPEPETUCTPALIMU TPENEIbHON OTIIYCKHOM LIEHbI IPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ [EHOW, PACCUYUTAHHOW B COOTBETCTBUM C METOOUKOW, SIBIAETCS
OCHOBAaHHUEM JUI1 OTKAa3a B CONIACOBAHUMU TOCYIAapCTBEHHOM PETUCTPALMU IIPEACIIBHOU
OTILYCKHOM LI€HBI IIPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.

A.1O. IlapukoBcKuii
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