MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COMIACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEEH
Ha JICKapCTBEHHbIE MTPEeNaparhl, BKJIOUCHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaTOB

B coorBerctBuM ¢ mnyHktoM 13 IIpaBwi rocygapCTBEHHOW pErucTpalud U
MEPEPETUCTPALIMM  yCTAHABIMBAEMBIX MPOU3BOJUTEISMHU JIEKAPCTBEHHBIX IPEMAPATOB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC MPENApPAThI, BKIIOUYEHHBIE B IMEPEUECHb
YKU3HEHHO HEOOXOIMMBIX M BaXXHEHIINX JIEKapCTBEHHBIX MpemnapaTtoB (ganee - XKHBIIII),
YTBEPXKIEHHBIX MTocTaHoBieHueM [IpaButensctBa Poccuiickoit @eaeparuu ot 29.10.2010
No 865 (mamee — IlpaBuiia), @enepaibHasi aHTUMOHOIOJIbHAS ClIyx0a paccMoTrpena
JNOKYMEHTBI, MpEICTaBIeHHble nHUcbMOM  MunsgpaBa Poccmm ot 21.06.2019
No 20-4-4102937-c, m mnpunsina pemieHue o0 OTKa3e B COIVIACOBAHUM MPEETbHON
OTIYCKHOM LIEHbl BJAJENblla WIM JEpKaTessi PErucTpalMoOHHOIO YAOCTOBEPEHUS
00O «Atomn» (Poccus), mpousBoactBa (Bce crtamuu) OOO «O3zom» (Poccus), Ha
CJIEIYIOILMI JIEKAPCTBEHHBIN MpENapar, BKIOUeHHBIN B nepeueHs JKHBJIIT:

«Jleomunietun» (MHH — «Xnopamdenuxon»), tabiaetku, 500 mr, 10 mrt. -
YIaKOBKHU STYEHKOBBIE KOHTYpHBIE (1) — Mayku KapTOHHBIE, B pa3mepe 73,27 pyOineil.

[IpenenbHass OTIyCKHas 1I€HAa HA YKa3aHHBIM JIEKAPCTBEHHBINM Mpemapar He
COIIACOBBIBAETCS 10 CIAEAYIOUIUM OCHOBAHUSIM.

B coorBerctBUM ¢ myHkTtoMm 28 IlpaBun, B ciiyyae, e€ciu NpeaeibHas OTIyCKHas
1IeHa Ha peEepEeHTHBIN JIEKAaPCTBEHHBIN Mpernapar He 3aperuCTPUPOBaHa, JAepKaTelb WA
BJaJICNIEll PETMCTPAUMOHHOIO YAOCTOBEPEHUS BOCIPOU3BEACHHOIO JIEKAPCTBEHHOIO
npenapara MNpPEACTaBIsSeT Uil TOCYIapCTBEHHON perucrpauud (IepeperucTparym)
NpeleabHy0 OTIYCKHYIO II€Hy [pPOM3BOAMUTENSl HA JIEKapCTBEHHBIM Ipemnapar,
pPacCUUTaHHYIO o MEXAYHAPOJHOMY HENaTEeHTOBAHHOMY HaMMEHOBAHUIO,
JIEKapCTBEHHON (opMe, TO3UPOBKE M OOIIEMY KOJMYECTBY BO BTOPHUYHOM YIAKOBKE C
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MPUMEHEHUEM COOTBETCTBYIONIET0 KOA(P(UIMEHTa MO OTHOUIEHUI0O K MaKCUMallbHON
3apETUCTPUPOBAHHONW MPENEIbHOM OTIHYCKHOW II€HE JIEKapCTBEHHOro Ipemnapara,
COBIIQ/IAIOLLETO o MEKTyHAPOJHOMY HEIMAaTEHTOBAHHOMY HalMEHOBAHUIO,
JexkapcTBeHHOM ¢opmMe B cooTBeTcTBUM ¢ pasfaenom VIII Metoguku pacuera
YCTAHABIMBAEMbIX  MPOU3BOAUTEINSIMUA  JICKAPCTBEHHBIX  MPENaparoB  IPeAesIbHbIX
OTITYCKHBIX IIE€H Ha JIEKAPCTBEHHBIE MPENaparbl, BKIIOYEHHBIE B IEPEYEHb >KU3HEHHO
HEOOXOMUMBIX W BAaXXHEHIIMX JICKAPCTBEHHBIX TMPEMapaToB, MPH WX TOCYIapCTBEHHOUN
pETUCTpAllMd W TEPEPETUCTPAllMU, YTBEPKJICHHOM mnocTaHoBieHuem IIpaBurenbcrBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B Xome >KOHOMHYECKOTO aHaJIM3a YCTAaHOBJIEHO, YTO 3asBJICHHAS NpEaeiIbHAs
OTITyCKHAas IIeHa paccyuTaHa 0e3 yueTa MaKCUMaJIbHOM 3aperuCTpUpOBaHHON MpeIeTbHON
OTIIyCKHOM LIEHBI Ha JIEKAPCTBEHHBIN NMpenapar, COBNAaAaKlIe M0 MeKIYHAPOAHOMY
HEMATCHTOBAHHOMY HANMCHOBAHUIO, JIEKAPCTBEHHON ¢opMe H  J03HMPOBKe
(«Jlesomunietun» (MHH - «Xmopamdenukon»), npousoactBa OAO «lanbxumdapmy,
Poccust), u, B 3TOH CBSA3M TNPEBBINIAET IIEHY, PACCUUTAHHYIO B COOTBETCTBUH C
TpeOOBAHMUSIMU TOJITYHKTA «a» myHKTa 10 MeToauku.

B cBs3u C BBIIEU3NI0XKEHHBIM, B COOTBETCTBUU C MOJIMYHKTOM «I» MyHKTa 19
[IpaBun mpeBbIIEHHE MPEACTABIECHHON JJIsI TOCYAAPCTBEHHOM PETUCTPALUK MPEACIbHOU
OTITyCKHOM LIEHBI TPOM3BOAUTENS HA JICKAPCTBEHHBIN NIPENapaT HaJl HEHOW, pACCYNTaHHOU
B coorBercTBuM C IlpaBmwiiamum u Meronukou, sBISETCS OCHOBAaHHEM I OTKa3a B
COMNIACOBAHMM  TOCYHAPCTBEHHOW  PETUCTPAlMM  IPEACIBHOM  OTIYCKHOM  ILIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A IO HapukoBckuii
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