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PEIHIEHME
00 OoTKa3e B COITIaCOBAaHUMN NPCAENBHBIX OTIYCKHBIX LEH HpOHSBO}IHT&Heﬁ
Ha JICKAPCTBCHHEIE NIPeTIapaThl, BKIIIOUCHHEIC B IIEPCYCHE X KU3HEHHO HEOOXOAUMBIX
U BOKHEHIINX NCKApPCTBEHHBIX NPETIAPATOB

B COOTBETCTBUM ¢ NyHKTaM#M 8 U TOANYHKTOM «a» nyHkra 19 IlpaBun
roCyIapCTBEHHON perucTpaumy " epeperncTpanuu YCTaHABITUBAEMBIX
IPOU3BOAUTENAMM JIEKADCTBEHHBIX IIPENApPaTOB MpEeAeNbHBEIX OTMYCKHEIX LieH Ha
TIEKapCTBEHHBIE Hpenaparhl, BKIIOYEHHBIE B MEPEYCHb >KAHEHHO HEOOXOAMMEIX H
BOKHEHIIWX  JEKApCTBEHHBIX  IIPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBIEHUEM
IIpaButenecTtea Poccuiickoit @egepanym ot 29.10.2010 Ne 865 (mamee- Ilpasuina),
DenepanbHas aHTEMOHOIIONBHAA CIyx0a paccMoTpena IOKYMEHTHI, MpPeACTaBleHHbe
nuceMoM Munsapasa Poccuu ot 01.03.2016 Ne 20-4-4004323-c, 1 npursna pemenue 06
OTKa3¢ B COINIAaCOBaHUHW MNpelenbHoN oTnyckHoH neHel 000  «IIpousBoactso
MeaukaMeHToB» (Poccus), 3asBlEeHHOW Ha NepeperucIpaldid B COOTBETCTBHM C
NOAIYHKTOM «a» myHkra 19 Ilpasun, Ha cremylomM# JIEKapCTBEHHBIH mpenapar,
BKIIOYEHHBIH B [EpeuyeHb JXU3HEHHO HEOOXOMMUMBIX U BAXHEHINUX NEKAPCTBEHHBIX
Npenaparos:

Wapanamun (MHH — Usaanamun), kancynst 2.5 Mr, 10 1T, - ynakoBka sueiikopas
KOHTypHas (3) — nayky KapTOHHEIE, B pasmepe 18,72 py6.

Ilpenenbras OTHMyCKHas LEHAa HAa YKa3aHHbIA JIGKAPCTBEHHBIM TNpemapar He
COITIACOBEIBAETCA 110 CNEAYIOMUM OCHOBAHUAM,

IIpn nposenenun sxoBomuueckoro aHanuza ®AC PoccuH BBISABIEHO, YTO POCT
3apPErUCTPUPOBAHHONM NPENENbHON OTMYCKHON UEHB Ha BhIEyKa3aHHRN Tpenapar
3agBlIeH npousBoguteneM B pasmepe 20,14 %. Ilpu 5TOM, M3 pacyeToB BeIHYHHBI
YOOPOXKAaHUSA, TPEJACTABNCHHBIX MPOM3BOAMTENEM B npwiokeHud Ne 5 k Metoamke
pacdera ycTaHABIMBAEMBIX [IPOU3BOJUTEAMH NCKAPCTBEHHBIX NPENAPaTOB NpeIe/IbHEIX
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OTIYCKHHIX LEH Ha JICKApCTBEHHBIE IpeNnaparsl, BKIKYEHHBIC B NEpeueHb KM3HEHHO
HEOOXOQUMBIX W BaXHEHIIMX NEKapCTBEHHBIX IMPENaparoB, NpU MX roCyAapCTBEHHOMN
perucTpaui H IepeperucTpalyy, YTBEep)KIeHHOH mnocraHoBieHneM IlpaBuTenscTia
Poccuiickoit ®enepaunu ot 15 cenrabps 2015 . Ne 979 (nanee — MeTtomnka), Clenyer,
4TO (paKTHYECKOe YBEIMYCHHE LEH Ha CBIppE€ M Marepuanbl, HCIOAb3yeMbIE IIpH
IPOM3BOJICTBE BBIIUEYKA3aHHOIO Iperapara, a TaKkKe HaKNIaJHbIX PacxoAOB, COCTABIAST
Menee 20,14%.

B cBA3M ¢ BBIDIEUM3NOXKEHHBIM, B COOTBETCTBHM C MOAIMYHKTOM «B» IyHKTa 13
{IpaBun mpespllieHue TMpPeACTaBIAEMON [ TrOCYJAapCTBEHHON perucTpaiuv  Win
NepeperucTpauud NpefAensHON OTIYCKHOH LEHBI NPOU3BOAMTENA Ha JIeKapCTBEHHBIH
npenapar HajA LOEHOH, pacCYUTAHHON B COOTBeTCTBAM ¢ MeTomgWKOM, SBNAETCH
OCHOBaHHEM JJIs1 OTKa3a B CONIACOBAaHMK TOCYAAPCTBEHHOH pEerucTpalui IpeleNbHOM
OTIIYCKHOI LIeHb! IPOU3BOAUTENA Ha JIEKAPCTBECHHBIN TIpemapar.
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