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PEILIEHUE
00 OTKa3e B COTTIaCOBAHUU npeageabHbIX OTIIYCKHBIX HE€H HpOHBBOﬂHTeHeﬁ
Ha JICKAPCTBCHHBIC TIpeIlapaThl, BKITIOYEHHBIC B [ICPCYCHb XKXKU3HEHHO HEOOXOIMMBIX
Y BaKHEHILNX JEKAPCTBCHHLIX NIPCIIapareB

B cootBerctBUM ¢ IyHKTOM 8 # nyHkToM 21 IlpaBuwi rocynapcTBeHHOH
PErUCTpaLMK U MEPEPEerucTPalUi YCTAHABINBAEMBIX NPOU3BOANTENAMH JIEKAPCTBEHHBIX
NpenaparoB NPeACTBbHBIX OTITYCKHLIX LEH Ha JICKAPCTBEHHBIE IPENaparhl, BKIKOYEHHBIE B
NepeYeHb JKM3HEHHO HEOOXOMUMMBIX K BAKHEHIONX JIEKAPCTBEHHBIX IIPENaparos,
YIBEPKJACHHBIX nocraHoBnenuem llpasurensctBa Poccuiickoit ®enepaumu  otT
29.10.2010 Ne 865 (manee - IlpaBuna), ®enepanpuas aHTUMOHONMONBHAS cCiyxba
paccMoTpena JOKYMEHTEI, IPEACTABIEHHEIE IMCbMOM Mun3sapasa Poccun ot 25.03.2016
Neo 20-4-4006206-¢c u mpuHAna pemeHre 00 OTKaze B CONIACOBAaHUM TIPEHENBHOM
OTIIyCKHOW II€HBI, 3asiBJIEHHOM Ha nepeperucrpaumio, b. bpayn Mensayurep Al
T'epmanust (Bce cTaauM NpPOU3BOACTBA) HA CIGAYIONMI JIeKapcTBeHHBIH Ipenapar,
BKJIIOYEHHBIH B [E€PEYEHb >KU3HEHHO HEOOXOOUMBIX W BaXHEHIIMX NeKapcTBEHHBIX
IPEenaparos:

Crepodynnun wmsotonmueckuii (MHH — Harpua xnopup + xanumsa xmopug +
Kanbl¥g XJOpHOAa AWTHApPAT + MarHus XJIOpHMia rekcaruzpar + HaTpus auerara
Tpuruapar + S6mounas kucnora), pacrBop ans undysuii, 500 mu, Gytenike (10) —
KopoOKku kapToHHEIe, B pasmepe 811,68 py6.

IlpenenpHas OTIMYCKHAs LEHA HA YKA3aHHBIA JICKAPCTBEHHBIA Tpenapar He
COTJIACOBBIBAETCH MO CIIEAYIOMUM OCHOBAHHAM.

Ilpu mnposexeHuu skoHomu4eckoro aHanuza @GAC Poccum Owmima mpoBeneHa
IpoBepKa N[O ONpPeAClIeHUIO OTIYCKHBIX I1leH Ha npenapar «CrepodyHauH
A30TOHHYECKUN» B CTpaHax B COOTBETCTBHHM ¢ IpuioxeHreM Ne 4 k Meronuke pacuera
YCTAaHABIMBAEMbIX NPOW3BOAMTEISAMH  JIEKAPCTBEHHBIX [IPENaparoB  MpeAclIbHBIX
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OTIMYCKHBIX L€H Ha JIEKapCTBCHHbIC IIpelaparhi, BKIIOYeHHblE B Mepevenb JKHBIIII,
yTBepkKAeHHOM nocTaHoBnenueM IIpasutenscrea Poccuiickoii @enepauun or 15.09.2015
Ne 979 (manee - Meronuka). Ha ocHOBaHMH NaHHBIX, COOEPXKALIUXCS B NPEACTABIECHHBIX
3asBUTENIEM AOKYMEHTaX, a TakkKe OQHUMAIBHBIX HHTEPHET-HCTOYHUKAX YCTAHORJIEHO,
9T0 OTITYCKHAas HEHA Ha JIeKapCTBEHHHH mpenapar «CTepodYHIUH H30TOHHYECKHIY,
500 mn, Ne 10 B PymbiHNM HUOKE 3afBICHHOM Ha [EpeperucTpalidio TpeaeabHON
OTITYCKHOM NEHbI, YTO MPOTHBOPEUUT HOANYHKTY «B» IyHKTa 23 MeTomuku,

B cBfi3M ¢ BBINEH3IOKEHHBIM, B COOTBETCTBHM C MOANYHKTOM «BY» MyHKTa 13
[IpaBun TIpeBBIIIEHME TNPEACTABIAEMON [UIA TOCYHApCTBEHHOH perucTpalyyd WiH
niepeperncTpanuyu npeAelbHoH OTIYCKHOM LEHBl IPOM3BOAUTEN Ha NeKapCTBEHHBIN
npenapar HajJ 1EeHOH, pacCUWTAaHHOM B COOTBETCTBUM ¢ MeETOHmMKOM, gBaseTcd
OCHOBAHHWEM /I OTKa3a B CONIACOBAHUM TOCYAAPCTBEHHON PETHCTpalUy IpeaciabHON
OTIYCKHOM LI€HBl TPOU3BOAUTENA HA JIEKAPCTBEHHbIH Mpenapar.
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