PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWINNX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ nyHkToM & IIpaBun rocymapCTBEHHOM pEruMCTpaliv U
MEPEPETUCTPALMN YCTAHABIMBAEMBIX ITPOU3BOAUTENSIMA JIEKAPCTBEHHBIX ITPENAPATOB
MpeACIbHBIX OTIMYCKHBIX IIEH Ha JIKapCTBEHHBIC IMpenaparbl, BKIIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocraHoBiienreM IIpaButennbcTBa Poccuiickoit @enepanmu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @exepanbHas aHTUMOHOMNOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble nmucbMoM Mun3apaBa Poccun ot 18.04.2017 Ne 20-4-4042119-c, u
NpUHSUIA pelieHre 00 OTKa3e B CONIACOBAaHUU TMPEAETHHOM OTIYCKHOW IIE€HBI
Ha CIJICAYIOLIMI JIGKAPCTBEHHbBIN Mpenapar JepaaTeisi UiIu BllaJieblia peruCTPAllMOHHOTO
yaocroBepeHus JiekapctBeHHoro npemnapara OO0 «MPBUH 2» (Poccust), nmpousBoacTBa
(Bce ctaguun) 3A0 «3uO-310pOBbEY», BKIIOYEHHBIN B MEPEUEHb KU3HEHHO HEOOXOAMMBIX
Y BOKHEUIIINX JIEKAPCTBEHHBIX MPEMapaTOB:

Abakasup (MHH - AGakaBup), TaOneTKH, MOKPHITHIC MJIEHOYHOU 000m0ukoit 300
Mr, 60 mrt. - 6anku (1) — mayku kapToHHBIE, B pazmepe 3361,80 pyo.

[IpenenbHas OTIyCKHash II€HA HA YKAa3aHHBIA JIEKAPCTBEHHBIM IMpernapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBeaeHun skoHOMHUYeckoro ananmu3za OAC Poccuu BBISBIEHO, 4TO
MIPOU3BOJAUTEIIEM 3aBBIIICHBI I1IEHbl HA CBHIPbE, HCIOJIb3YEMOE IIPU MPOU3BOJICTBE
BBINIEYKAa3aHHOTO JIEKAPCTBEHHOTO Mpernapara (3aBbIIIeH Kypc Joiiapa, €Bpo).

Kpome Ttoro, B coorBercTtBUM ¢ myHKTOM 15 IlpaBui mpoW3BOAUTENH IOJKEH
MPEICTaBUTh, B TOM YHCJIIE JIOKyMEHTAJIhHOE TOATBEPKICHWE W pacuiu@poOBKy 3arpar,
3aHUMAIONINX HAWOOJIBIIUN yIEIbHBIM BeCc B cebectomMocT mpenapara. [lpu ananusze
npeacTtaBieHHbIX  10KyMeHTOB ®OAC Poccum yCTaHOBIEHO, 4YTO BbIIICyKa3aHHAs
uH(pOpMaLHs OTCYTCTBYET.

B coorBerctBUM ¢ mnoamyHKTOM «0» myHkta 13 IlpaBun mnpencraBieHue
JIOKyMEHTOB B HEMOJHOM 00beM€ U (MJIM) HEMOJIHOTa COJAEPKAIMXCS B HUX CBEICHUM, a
TaK’K€ B COOTBETCTBUM C TOANYHKTOM «B» TmyHkta 13 TlpaBun mnpeBbllieHHE
MPEACTABIEHHOM JIJIsl TOCYIAPCTBEHHON PErMCTPalMy WM EPEPETUCTPALIMH TTPEACIIBHOM
OTIIYyCKHOM 1I€Hbl TPOU3BOJWTENSA Ha JIEKAPCTBEHHBIM Ipermapar HajJ LEHOM,
pacCUUTaHHOW B  COOTBETCTBMM €  Meroaukon  pacuera  yCTaHABIMBAEMBIX
MPOU3BOAUTEISIMA  JICKAPCTBEHHBIX IPEMAPATOB MPEAEIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC TIpEmapaThl, BKJIIOYCHHBIE B TEPEYCHb KU3HEHHO HEOOXOAMMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENaparoB, MPU UX TOCYJAPCTBEHHOW PErucTpalud U
IepEepPErucTpaluy, YTBEPKICHHOW TmocTraHoBiieHHeM [IpaBurensctBa Poccuiickoi
Oenepaunn ot 15.09.2015 Ne 979, saBnsercs OCHOBaHMEM ISl OTKa3a B COIVIACOBAHUHU
rOCY/IapCTBEHHOM PpETUCTpAllMM TPEACNIbHBIX OTHYCKHBIX II€H MPOU3BOJUTENSI Ha
JIEKapCTBEHHBIN IIpernapar.
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