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PEILIEHUE

00 OoTKa3e B COIIaCOBAHUHU IpeaejbHbIX OTITYCKHBIX LI€H HpOHS‘BOL[I’ITeHCﬁ
Ha JICKapCTBEHHBIE MMpEenapaThl, BKJIIOYEHHBIC B IICPCHCHDb JKU3HCHHO HeOoOX0IMMBIX
M Ba)KHEHIIUX JICKapCTBEHHLIX TIPEIAapaToB

B coorBercTBUM ¢ IyHKTOM 0, mnoamyHkrom «B» nyHkta 11 IlpaBun
roCyJAapCTBEHHOM perucTpauuy IMpeesbHBIX OTIYCKHBIX [IE€H [POU3BOJAMTENICH Ha
JIeKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MepedyeHb JKM3HEHHO HeOoOXOIUMBIX H
BAKHEMIIMX  JIEKADCTBEHHBIX  IPEnapaTroB,  YTBEPKIEHHBIX  I[OCTAHOBJIEHHEM
[TpaButensctBa Poccmiickoit @enepaunn ot 29.10.2010 Ne 865, PexnepanbHas
AHTUMOHOIIOJIbHAS CIIy)0a paccMoTpena JOKYMEHTBI, IIpeACTaBICHHbIE ITHMChbMOM
Munsapasa Poccun ot 04.09.2015 Ne 2067579-20-4, v npuHsina pemieHde o0 OoTKase B
COIIacOBaHMM TIpeneabHOM oTmyckHoW wenbl 3AO «3eneHas paybpasa» (Poccnms),
3asBIICHHOW Ha MepeperucTpaluio B COOTBETCTBUHU € MOAITYHKTOM «a» rmyHKra 14 IlpaBun
(M3MeHeHHe LIeH Ha ChIpbe W MaTepHallbl, a TAKXkKe U3MEHEHUE HAKIIa/JHbIX PacXo[0B) Ha
CleIyIOIUi  JIeKapCTBEHHBIM Mpenapar, BKIIOYEHHBIH B TIepe4yeHb KHU3HEHHO
HeOOXOUMBIX M BaXKHEHIINX JIeKapCTBEHHBIX MTpenaparoB:

bensunbenszoar (MHH — bensunbensoar), Ma3p s Hapy:KHoro npumeHenus 20
%, 25 T — TyOsI (1) — nauku kapToHHBIE, B pasmepe 11,33 pyO.

[lpenenbHass OTMyCcKHas LeHAa HAa YKa3aHHbIA JIEKapCTBEHHBIH TIperapar He
COIIACOBBIBAETCS MO CIEAYIOLIUM OCHOBaHUSM.

Ha ocHoBanuu mnyHkra 8 llpaBun NpoOU3BOAUTENHO YKa3aHHOI'O JIEKaPCTBEHHOIO
npernapara HampasieH 3anpoc ot 22.09.2015 Ne AK/50926/15 B uemsix yTouHeHHs
CBEJIEHUH, COMepKAIUXCs B IPECTAaBICHHbBIX JOKyMEHTaX, @ UMEHHO KOITMUA KOHTPAKTOB
CO CpPOKaMH IeHCTBUS, 3aBepIIAIOILMMUCS HE paHee YeM 4epe3 LIEeCTh MECSIEB OT JIaThl
MOJauy 3asBIIEHHUs, TIOATBEPIKAAIOIIME LIEHBI Ha ChIpbe M MaTepHalibl, UCIIOJb3YIOIIUECs
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MPH TPOM3BOJICTBE yKa3aHHBIX MpenaparoB. Ilpw aHamuse NpencTaBICHHBIX JaHHBIX
YCTAHOBIIEHO, YTO CPOK JeiicTBUA KOHTpakToB Ne 41 ot 12 nos0psa 2012 r., Ne 31-01-12
or 31 suBaps 2012 ., Ne 09/P®13 ot 24 nexabpsa 2013 ., Ne 08 ot 15 suBaps 2010 1., Ne
8 ot 28 oxTs6pst 2013 o, Ne 02-12 ot 5 mapra 2014 r, ucrekator 31 gexabps 2015 ., cpok
nercteus kouTpakra Ne 01/2015 ot 29 auBaps 2015 . ucrekaet yepes MATh MECSLEB OT
JaThl ITOJa4YM 3asiBIEHUs, YTO IIPOTHBOPEUUT MYHKTY 7 METOoAuKu YyCTaHOBIEHUs
MPOM3BOAUTENSIMA  JIEKAPCTBEHHBLIX IIpeNapaToB IIPeAeNIbHBIX OTIYCKHBIX LIEH Ha
JeKapCTBeHHble Mpenapatel, BKmodeHHble B nepededb JKHBJII, yrBepxknennoin
npukazom Munsapascorpazsutusi Poccun n @CT Poccun ot 03.11.2010 Ne 9611/527-a
(manee — MeTtoauka).

B coorBercTBMM ¢ TOMIYHKTOM «B» nyHkra 11 IlpaBun 1npessillieHHe
MpeACTaBIEHHOM [JIsi IOCYJapCTBEHHOW DPErucTpalyy IpeieNbHOM OTIYCKHOM IIE€HBI
NPOM3BOMAMTEIIS HA JIGKAPCTBEHHBIN Mpenapar Haj LeHOH, PaCCYMTAHHON B COOTBETCTBHU
¢ MeTonukoi, sBISETCS OCHOBaHMEM /s OTKa3a B COIVIACOBAHUM TI'OCYAapCTBEHHOU
pEerucTpalii TpeJe/bHOW OTIYCKHOM 1eHbl IPOM3BOAMTENS Ha JIEKapCTBEHHbBIH
npenapar.
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