PEILIEHUE
00 OTKa3e B COMIACOBAHUH MPEAEIBHON OTITYCKHON LEHBI IPON3BOAUTES
Ha JICKapCTBEHHBIN MTPEenapar, BKIIFOUEHHBIN B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBeTcTBUM € IIyHKTOM &8 U MNOANYHKTOM «B» nyHKTa 13 IlpaBuin
rocyaapCTBEHHOM perucrpanuu u nepeperucTpanuu yCTaHaBJIMBAEMbIX
MIPOU3BOAUTENSIMUA  JIEKAPCTBEHHBIX IPEMAPATOB NPENEIBbHBIX OTIIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TEPEUEHb >KU3HEHHO HEOOXOJUMBIX U
BOXKHEUIIMX  JICKAPCTBEHHBIX  MPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButennbctBa Poccuiickoii @eneparuu ot 29.10.2010 Ne 865 (manee — IlpaBuna),
denepanbHas aHTUMOHOIIONBHAS CIIyX)0a paccMOTpesia JOKYMEHTBI, MpPEICTaBICHHBIC
nrucbMoM MunznpaBa Poccun ot 05.07.2017 Ne 20-4-4017149-c, n npuHsiia pemeHue 0o
OTKa3e B CONIACOBAHMM  MPEIEIBHOM  OTIIYCKHOM  LIE€HBI, 3asBJICHHOW  Ha
nepepeructpanuio 3A0 «Papmaneruueckoe npeanpusitue «OodoneHckoe» (Poccus), Ha
CIIEIYIOUIME JIEKAPCTBEHHBIE Ipenaparbl, BKJIIOYEHHbIE B MEPEYEHb KU3HEHHO
HEOOXOUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

1. «dokcazo3un-dOI1O0» (MHH «/lokca3zo3uny»), Tabnetku 2 mr, 10 mT., ynakoBKU
STUEUKOBBIC KOHTYpHBIE, (3) - Mauku KapToHHBIE, B pazmepe 130,80 pyo.

2. «Jloxcazo3un-®I1O0» (MHH «Jlokcazo3uny), Tabnetku 4 mr, 10 mT., ymakoBKU
STYCUKOBBIC KOHTYPHBIE, (3) - MayKu KapTOHHBIE, B pazMepe 221,63 pyo.

[IpenenbHbIE OTITYCKHBIE LIEHBI HA BBILIECYKA3aHHBIE JIEKAPCTBEHHBIE MPENapaThl HE
COIIACOBBIBAIOTCSA I10 CJIIEYIOLUIUM OCHOBAHUSIM.

B coorBerctBMM miyHKTOM 16 Meroauku — pacuera  yCTaHABIMBAEMBIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX IPEMAPATOB MPEAENbHBIX OTIYCKHBIX II€H Ha
JIEKAapCTBEHHBIE Mpernaparbl, BKJIIOUYEHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOJUMBIX H
BOKHEUININX JICKAPCTBEHHBIX MpPEMNaparoB, MpU HX TOCYAAPCTBEHHOM PETUCTpALMU U
IEpEPETUCTPAlMY, YTBEPKACHHOW mocTtaHoBieHueM IIpaBurenscTtBa Poccuiickon
@enepauun ot 15 centaops 2015 . Ne 979 (manee — Metoauka), mpenenabHas
OTIyCKHAsl I1I€HA TMOAJIeKHUT TMEPEeperucTpalud B CIy4yae €clid CpEeJHEB3BEIICHHAs
dakTUueckas OTIyCKHas 1I€HAa Ha JIEKapCTBEHHBIM Mpenapar 3a Mepuojl, UCTEKIIUN co
JTHS. TOCYIAapCTBEHHOM peructpauuu (MOCIeIHEH MepeperucTpanuu) MpeaeibHON
OTITyCKHOM 1I€HBI, ObLJIa HUKE 3apErUCTPUPOBAHHON HA ATOT MEPHUO/ LIEHBI HE OoJiee yeM
HAa TPOTHO3UPYEMBIM YpPOBEHb WHMIALNMU, YCTAHOBIEHHBIM Ha TEKYIIUH Toj
dbenepaabHbBIM 3aKOHOM O deaepanbHOM OFOKETe Ha COOTBETCTBYIOIIMM (DPMHAHCOBBIM
roj v mianoBslid nepuof (4 % B 2017 rony).

[Ipu nposenennn sxkoHOMHYeckoro ananmm3a @OAC Poccuu BBISIBIEHO, 4YTO
CpeaHeB3BeLICHHbIE (DAaKTUYECKHE OTIYCKHBIE IIEHbI Ha BBILICYKa3aHHbIC JIEKAPCTBCHHBIC
npenaparbl HUKE 3apEeruCTPUPOBAHHBIX LIeH Oosee ueM Ha 4 %.

B cBsi3u C BBINIEU3TIOKEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» IMyHKTa 13
[IpaBun mpeBbIlIEHHE MPEACTABICHHOM IJsi TOCYAAPCTBEHHOM PpETUCTpalli WU
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MePEePEeTUCTpallii TMPEIEIbHON OTIYCKHOW II€HBbI MPOWM3BOAUTENS HA JIEKapCTBEHHBIN
npenapar Haj I[€HOM, pacCUMTaHHOM B COOTBETCTBUU € METOAUKON, ABISETCS
OCHOBaHMEM JUIsi OTKa3a B COIVIACOBAHMM TOCYJIApPCTBEHHOM PErucTpaluu WU
MEPEPETUCTPALIMN TIPECIBHON OTITYCKHOM I€HBI MPOU3BOAMUTEISI HA JIEKAPCTBEHHBIN
npenapar.

A.b. Kamesapos
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