PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTtBuM ¢ myHkTamMu 8 u 21 IIpaBui rocynapCTBEHHOW PETHCTPALUU U
MEePEePEeTUCTpalliil yCTAHABIMBAEMBIX MPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX IMPENapaTroB
MPEJETbHBIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHbBIC Mpenaparbl, BKIOYEHHbIE B MEPEUYECHb
’KU3HEHHO HEOOXOJMMBIX U Ba)XXHEWIIMX JIEKAPCTBEHHBIX IMPEMApaTOB, YTBEPKICHHBIX
nocraHoBiieHreM IIpaButennscTBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (manee
[IpaBuna), ®enepanbHas aHTUMOHONONBHASA CIy>K0a paccMOTpelia  JTOKYMEHTHI,
npeacTaBieHHble TucbMoM MunsapaBa Poccum ot 14.06.2016 Ne 20-4-4012960-c, u
MPUHSIIA pellieHrne 00 0TKa3e B COTNIACOBAHUU MPEEITHHONU OTITYCKHOM 11€HBI, 3asBICHHON
Ha MEPEepEerucTpalnio, JIepXkKaTesisl WM BiaJeliblla PErUCTPAlMOHHOTO YIOCTOBEPEHUS
JEKapCTBEHHOTO Tpemnapara, mpou3BoacTBa (Bce crtaguu) «OpuoH Kopropelinny»
(OunnsHaUSA), HA CIEAYIOIIMI JIEKapCTBEHHBIM mpenapar, BKJIIOYEHHBI B MEpeYCHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Tamokcupen (MHH - Tamokcuden), tabmetkun 20 mr, 100 mr. - QrakoHsl
NMOJIMATUIICHOBBIE (1) - Mayku KapToOHHBIE, B pasmepe 413,27 pyo.

[IpenenbHasi OTHyCKHasi II€HA HA YyKa3aHHBIM JIEKQPCTBEHHBIM MIpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBeneHun »skoHOMHUYeckoro ananuza OAC Poccun BbBISIBIEHO, YTO
3asBJICHHAs Ha MEPEPETrUCTPalMI0 MpEAesbHAs OTIYCKHAs II€HAa Ha BbIIICyKa3aHHbIN
JIEKapCTBEHHBIN Mpenapar BbIIIE PACCUUTAHHON B COOTBETCTBUU C IMMYHKTOM 24 MeToauku
pacyeTa yCTaHABIMBAEMbIX MPOU3BOJUTENSMH JEKAPCTBEHHBIX MpenaparoB MpeaesbHbIX
OTIIYCKHBIX II€H Ha JICKapCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B NEPEUCHb >KU3HEHHO
HEOOXOMUMBIX W BAXKHEWIINX JICKAPCTBEHHBIX IMPENaparoB, MPU HX TOCYIapCTBEHHOMN
pETUCTpAllMAd W TIEPEPETUCTPAlMH, YTBEPKICHHOM TMocTaHoBlIeHWEM IIpaBuTtenscTBa
Poccuiickoit ®denepannu ot 15.09.2015 No 979 (nmanee — Metoauka), OMyCTUMOMN
BEJIIMYMHON YBEIWYECHUSA 3apErUCTPUPOBAHHOM NPEACIBbHONW OTIYCKHOM ILIEHbl Ha
nexapcTBeHHbI mnpenapar Tamokcupen (MHH - Tamokcuden), uro npoTuBopedut
NyHKTY 23 Metoauku.

B CBsI3M C BBIIIEU3IIOKEHHBIM, B COOTBETCTBHUM C MOAIMYHKTOM «B» ITyHKTa 13
[IpaBrs1 TPEBBINIEHUE NPEICTABICHHON [JIsi TOCYAAPCTBEHHOM pETMCTpAalUM WU
MEpEPErUCTPALIMN MPEACTBHON OTIIYCKHOM ILIE€HbI ITPOMU3BOJUTENS HA JIEKAPCTBEHHBIN
mmpernapar HaJ L[EHOM, pAacCUMTAaHHOW B COOTBETCTBUM C METOIMKON, SBIsAETCSA
OCHOBAaHHMEM JUIsl OTKa3a B CONNIACOBAHMM TOCYapCTBEHHOW PETHCTpalluu WU
MEPEPETUCTPALMA TPEAECIBHON OTIIYCKHOM WLEHbI NPOW3BOJUTENSI HA JIEKAPCTBEHHBIN
Ipenapar.
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