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

B coorBercTBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpALMM U
MEPEPETUCTPALMN yYCTAHABIMBAEMBIX IPOU3BOJIUTEISAMU JIEKAPCTBEHHBIX IIPENapaTroB
MIPEACIIBHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IPEINapaThl, BKIOYEHHBIE B IEPEYEHD
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHneM IlIpaButenbctBa Poccuiickoit ®enepamuu ot 29.10.2010 Ne 865
(manee — IlpaBuna), denepanbHas aHTUMOHOIIONIbHAS CITyk0a paccMOTpesia JOKYMEHTHI,
npeAcTaBiIeHHble nmUchbMOM Mun3apaBa Poccum ot 27.09.2016 Ne 20-4-4022516-c, u
OpUHSAJA peleHrue o0 OTKa3e B COMIACOBAaHUMU NPENENIbHOM OTIYCKHOW IEHBI,
npeacTaBieHHon mis  nepepeructpauuu, Opuon Kopnopeimn (®OuHnsHaus) Ha
CIIENYIOIIMM JIEKAPCTBEHHBIM IPENApar, BKJIIOYEHHBIM B IIEPEYEHb IKU3HEHHO
HEOOXOIUMBIX M BAKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

Metunpen (MHH — Mertunnpeanusonon), taonerku, 4 wmr, 30 mr, —
KOHTEeHHephl nofudTUIeHoBbIe (1) — mauka kapToHHas, B pazmepe 132,08 pyo.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCS I10 CIEAYIOIIUM OCHOBAHUSIM.

OAC Poccun B XO0A€ SKOHOMHUYECKOTO aHajiu3a IPOBEICHA IIPOBEpPKa IO
ONPENIETICHNUIO 3apErUCTPUPOBAHHON LIEHBI Ha mpenapar «Merunpen» B CTpaHax B
cooTBeTCTBUM ¢ TmpuioxkeHueM Ne4 k Meroguke pacdyeta YyCTaHABIMBAEMBIX
MIPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX IMIPEIApAaTOB MPEACIbHBIX OTHYCKHBIX LI€H Ha
JIEKapCTBEHHBIE Tperaparhl, BKIIOUEHHbIE B TIEPEUEHb KXKU3HEHHO HEOOXOMUMBIX H
BOKHEUIIINX JIEKAPCTBEHHBIX IMPENaparToB, MPU HX TOCYJAPCTBEHHOW pErucTpanud u
IIEpEPETUCTPALMM, YTBEPKIACHHOM TMocraHoBieHueM [IpaBurenscTtBa Poccuiickon
Oenepanuun ot 15.09.2015 Ne 979 (nmanee — Metonuka). Ha ocHOBaHMM JaHHBIX,
CoZiepKaIUXCsl B OPUIMATbHBIX HHTEPHET-UCTOYHUKAX YCTAHOBJIEHO, YTO MUHUMAJIbHbIE
OTIIyCKHBIE LIEHBl HA JAaHHBIM Ipenapar, UCXOAs U3 CTOMMOCTH OIHOMW JIEKApCTBEHHOMU
¢dopmbl, B CroBaukoil PecnyOnuke m BeHrpuu Huske 3asBIEHHOM Ha pPETUCTPaLUIO
NpeleabHO OTIYCKHOM I1IeHbl 0e3 yueTa pacXolOB, CBSI3aHHBIX C TaMOXEHHBIM
o opMIICHHEM.

B cBfi3M C BBIIEU3T0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun 1peBBIIEHME NPEACTABISIEMONM Ul TOCYJapCTBEHHOM pPETUCTpPALMU WU
MEPEPETUCTPALIMN TIPEICIIbHOW OTHMYCKHOW IIEHBI IMPOW3BOAMUTEINS Ha JICKAPCTBCHHBIN
mmpernapar HajJ UEHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHMEM JUIsl OTKa3a B CONIACOBAHUM TOCYJAPCTBEHHOW PETHCTPALMM IPEACIIbHON
OTILyCKHOM LIEHBI IPOU3BOAUTEIS HA JIEKAPCTBEHHBIN Mpenapar.
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