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PEINIEHYVIE
00 OTKase B COITIaCOBAHNH IIPEACABHEIX OTITY CKHBIX IICH I[pOPIBBOJIHTGJICﬁ
Ha NCKAapCTBCHHEBIC NIPEMAPAThl, BKIIIOYEHHBIC B NICPEYCHDB JKU3HECHHO HEOOXOUMBIX
M BOXXHEHIINX JICKAPCTBCHHBIX MIpCniaparos

B coorBerctBuu ¢ mnyHkroM 8 IlpaBun rocynapcTBEHHOH perucTpanid  u
IEPEPETHCTPAllAd  yCTAHABIMBAEMEIX IIPOH3BOJUTENAMM JICKAPCTBEHHEIX MPEapaTos
NpEeNbHEIX OTIYCKHBIX [IEH HA JIEKAPCTBEHHBIC IIPENapaThl, BKIHOYCHHBIE B TIEpEYCHS
XU3HEHHO HEOOXOAMMEIX Y Ba)KHEHIINX JEKapCTBEHHBIX TIPEMAapaToB, YTBEPXKIECHHBIX
nocrasoBicHHeM IIpaButenscTBa Poccuiickolt @epepanun or 29.10.2010 Ne 865 (nanee
- IlpaBuna), @encpaipHas aHTHMOHONONBHAA ciyx0a paccMOTpeNra AOKYMEHTEL,
npeacTaBleHHBle nucbMoM Munszapasa Pocemu or 03.03.2016 Ne 20-4-4005591-c, m
OpuHAna pelleHHe o0 OTKa3e B CONIACOBAHMM TIPENENbHOM OTIYCKHOM IICHEI
OAO «OHOIIB» (Poccus) Ha cieyromuil JNeKapCTBEHHBIR Iperapar, BKIIOUEHHEIA B
NEPEYEHB KU3HEHBO HEOOXOAMMEIX U BaXXHEHITKX JIEKapCTBEHHEIX MPEaparTos:

Py6omunun (MHH — [ayropyOunuH), Iuodwinsar oIS OPUTOTOBIEHHUS
pacTBOpa i1 BHYTPMBEHHOTO BBeAeHHS 20 Mr, — (naxoHsl (1) — ma4yky KapTOHHLIE B
pasmepe 177,65 py6.

IlpenensHas OTIYCKHAas 1€Ha HAa YKAa3aHHHIH JIGKApCTBEHHBIM [perapar He
COMIaCOBBIBAETCA MO CIEAYIONMUM OCHOBAHHIM,

Ilpn nposenenun skoHOMudeckoro aHammza @OAC PoccuM BEIABIEHO, YTO
NpeNenbHas OTIYCKHAs [eHa Ha BBIICYKAa3aHHEIM BOCIIPOM3BEACHHEIN JIeKapCTBEHHEIH
Npenapar, pacCunTaHHasA MCXOAd M3 CTOMMOCTH OZHOM JeKapCTBEHHOW Qopmbl,
npespimaer 30 IIPOLIEHTOB 3apETUCTPUPOBAHHON TPENCIBHON OTIYCKHOM IIE€HEI
NPON3BOANTENS HA peepeHTHBIN NIEKAPCTBEHHBIH MpPETapart, YTO IMPOTHBOPEIHT IIyHKTY
6 Metoanku pacdera yCTaHARNMBAEMBIX POU3BORUTEIIAMH JIEKAPCTBEHHEIX IIPENIAPATOB
IPEAENBHBIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBbIC Mperaparsl, BKIIOYEHHBIE B IIEpeYcHb
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KU3HEHHO HEOOXOAMMEIX M BaOXHEHIIMX JICKApCTBCHHBIX I[IPENaparoB, IpH HX
roCyJapCTBEHHOM perucTpaliid M IEpeperucTpalldy, YTBEPIKACHHOH NMOCTaHOBJICHHEM
[paBurenscrBa Poccutickoit @enepanun or 15 cenrabpsa 2015 r. Ne 979 (manee —
Meronuka).

B cBA3M ¢ BHIOEW3I0KEHHEIM, B COOTBETCTBHH ¢ IOAIYHKTOM «B» MyHKTa 13
[IpaBuy TpeBHILECHHUE MNPEACTABIACMOH I TIOCYHAPCTBEHHOM DPErUCTpalMU HIH
[EPEPErucTpalui TpPeACIbHON OTIYCKHON LEHE IPOM3BOAMTENIA HA JIEKAPCTBEHHBIN
npenapar Haj LEHOH, paccYMTaHHOM B COOTBeTCTBMM ¢ MeTonukoil, saBugercs
OCHOBAaHMEM IS OTKa3a B CONIACOBAHUM TOCYAAPCTBEHHOM pErvcTpanuy NpeAeIbHOM
OTIyCKHOM LICHEI TPOU3BOJUTENA HA NEKAPCTBEHHEIH Mpenapar.
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