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

B coorBercTBuM ¢ myHkTtamu 8 u 21 IlpaBun rocynapCTBEHHOM pErucTpanvii U
NIEPEPETUCTPALMN YCTAHABIMBAEMbIX IPOU3BOAMUTEISIMA JIEKAPCTBEHHBIX IIPENapaToB
IIPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IMpEnaparbl, BKIOUYECHHBIE B I1€PEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKICHHBIX
noctaHoBienneM [IpaBurensctBa Poccuiickoit @eaepannn ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), ®enepasbHas AHTUMOHOIOJBHAA CIyk0a paccMoTpesia JOKYMEHTHI,
npeacTrasiaeHHble nmucbMoM MunsapaBa Poccunm or 21.08.2017 Ne 20-4-4050757-c,
U TpUHSAJIA pelieHre o0 OTKa3e B CONIACOBAaHUHU MPEAENIbHONW OTHYCKHOM LEHBI,
npencrasienHol Ha nepepeructpauuio PEITVIEK ®APM OOO Ckomnbe (PecmyGnuka
Makenonus); nip., neps. yn. - PEIIJIEK ®APM OOO Cxkonbe (Pecnybnnka Makegonus);
BTOp. ym., BbII. K. - 3A0 «®Dapmbupma «Cotekc» (Poccusi) Ha ciemyromiuit
JIEKapCTBEHHBIN TMpernapar, BKJIIOYEHHBIA B TME€PEUYCHb >KU3HEHHO HEOOXOAMMBIX W
BaYKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB:

Onykonazon (MHH — ®nykonazon), kamncynsl, 150 mr, 1 mr, - KOHTypHas
sueiikoBas yrmakoBka (1) — mauka kapToHHasi, B pasmepe 25,44 py0.

[IpenenbHass OTIyCKHAsh LI€HA HA YKa3aHHbIA JICKAPCTBEHHBIA IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

[Ipn npoBenenun s3xoHOMuuYeckoro anammsza @AC Poccum BBISIBIEHO, YTO POCT
Kypca HAallMOHAJIBHOM BAJIIOTHI TOCYAAPCTBA-IIPOU3BOAUTENS JIEKAPCTBEHHOIO Iperapara
K pyOJIto 3a mepuoj co JHS MOCIEeIHEN MepeperucTpaluy MNpeaebHON OTITYCKHON LIEHbI
MPOU3BOJUTENS Ha JIEKAPCTBEHHBIA Mpenapar 0 JAaThl MOAAaYM JOKYMEHTOB Ha UX
OYEPEIHYI0 MEePEePEerucTpalvi0 HE NPEBBIIIAECT MPOTHO3UPYEMbIA YpPOBEHb HHQIISLIMU
TEKyIIEro Tojla, YCTAaHOBJIEHHBIN (enepadbHbIM 3aKOHOM O (efepalibHOM OrOKETe Ha
COOTBETCTBYIOIIUN (PUHAHCOBBIM TON ¥ IUIAHOBBIM TEPHOA, YTO MPOTHBOPEUUT
MOAIMYHKTY «a» IMyHKTa 23 MeTOoOuKH pacyeTa yCTaHABIMBAEMBIX MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IPENaparoB IMpPENEIbHbIX OTHYCKHBIX LI€H Ha JIEKApCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B TIEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX  IpenaparoB, MpU  MX  TOCYIapCTBEHHON  perucrpauud |
IIEpEPETUCTPAlMM, YTBEPKIAECHHOM TMocraHoBieHueM IIpaBurensctBa Poccuiickon
®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBILIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» NyHKTa 13
IIpaBun ImpeBBIIEHUME NPEACTABISIEMON I TOCYIapCTBEHHOW pPETUCTpaLMU WU
NEepPEePerucTpaluy MpeAebHOW OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIM
rpenapar HaJ I[IEHOW, pPAaCCYATAHHOM B COOTBETCTBUM C METOAUKOW, SBISAECTCA
OCHOBAaHHUEM JUIsl OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW DPETUCTPALMHU TPEAEIbHON
OTITYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.
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