PEIIEHUE
00 OTKa3e B CONIaCOBAaHUU IMPENEIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBeTcTBMM C€ TYHKTOM 8 M NOANYHKTOM «O0» mnyHkta 19 IlpaBun
roCyJ1lapCTBEHHOM perucrpauuu 17} EepPEPETUCTPALIUN YCTaHABJIMBAEMBIX
IIPOU3BOJUTENSAMU  JICKAPCTBEHHBIX IIPENAparoB IPEACIBbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOAUMBIX U

BOXHEWIINX  JIEKAPCTBEHHBIX  MPENaparoB,  yTBEPKACHHBIX  IOCTAHOBICHUEM
[IpaButenscTBa Poccuiickoit ®emepanuu ot 29.10.2010 Ne 865 (B penmakiuu,
JNeUCTByIOIIe Ha Jnaty noaauu 3asBieHuss — 27.09.2018) (manee — IlpaBuia),

®enepanpHas aHTUMOHOMOJbHAS CIy>K0a paccMoOTpena JOKYMEHTHI, MpPEICTaBICHHBIC
nucbMoM Munszapasa Poccun ot 31.10.2018 Ne 20-4-4082598-c, u npuHsia pemieHue oo
OTKa3€ B COMIACOBAHUU MPENETbHBIX OTIYCKHBIX II€H, 3aBJIECHHBIX HA NEPEPETUCTPALIIIO
3A0 «Bexrop-Meauka» (Poccusi), Ha cleAymoolIMe JEKapcTBEHHbIE IMPEnaparhl,
BKJIFOUEHHbBIE B IME€PEUYEHb JKU3HEHHO HEOOXOJUMBIX M BAXKHEWILIMX JIEKapCTBEHHBIX
penaparos:

1. «Peadepon-EC-Jlunuury (MHH — «Uutepdepon anbda-2by), nuodunuzar s
MPUTOTOBJICHUSI CYCIIEH3UM HJisi npuema BHYTph, | MiIH.ME, ¢dnakonsr (5) —
YIIaKOBKH sTUYeiKOBbIe KOHTYpHBIE (1) — mauku kapToHHBIE, B pazmepe 984,80 pyoO;

2. «Peadepon-EC-Jlunuat» (MHH — «MuaTepdepon anbda-2by), muodunuzar mis
MPUTOTOBJICHUSI CYCIIEH3MM Il mpuema BHYTpb, 250 Thic.ME, dumakonsr (5) —
YIaKOBKU STYEHKOBBIE KOHTYpHBIE (1) — mauku KapToHHBIE, B pazmepe 484,14 pyo;

3. «Peadepon-EC-Jlummary (MHH — «UuTepdepon anbda-2by), nuodbunuzar s
IPUTOTOBIICHUSI CYyCHEH3UHM ISl mpuema BHYTpb, 250 Thic.ME, dmakons (3) —
YIAKOBKU sSTYEHKOBBIE KOHTYpHBIE (2) — mauyku KapToHHbIe, B pazmepe 580,90 pyoO;

4. «Peadepon-EC-Jlunuat» (MHH — «MuTepdepon anbda-2by»), nuodunusar mis
IPUTOTOBJIEHUS CyCleH3UM il npuema BHYTpb, 500 Teic.ME, ¢uakonsl (5) —
YIAKOBKHU SiYEHKOBbIE KOHTYpHBIE (1) — mayku kapToHHbIE, B pazmepe 690,48 pyo;

5. «Peadepon-EC-Jlunuary (MHH — «Uurtepdepon anbda-2by), nuodunuzar s
MPUTOTOBJICHUS CyClleH3uM il npuema BHYTpb, 500 Thic.ME, ¢uakonsr (3) —
YIIAaKOBKH STYEHKOBBIE KOHTYPHBIE (2) — Mayku KapTOHHBIE, B pazmepe 828,52 pyo.

Nnentuduxarop



[IpenenbHble OTIYCKHBIE LIEHBI HA YyKa3aHHBIE JICKAPCTBEHHbBIC IIpEnaparbl HE
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

CoracHo npeacTaBlIeHHBIM CBEJICHUSIM 10 npuiioxkeHuto Ne 5 k Meronuke pacuera
YCTAaHABIMBAEMbIX  MPOM3BOAUTEISIMUA  JIEKAPCTBEHHBIX  MPENaparoB  MpPeIelbHbIX
OTITYCKHBIX IIE€H Ha JIEKAPCTBEHHBIE IMpENapaTrhbl, BKIOUYEHHBIE B IMEPEUYCHb >KU3HEHHO
HEOOXOMUMBIX W BAXHEHIMX JICKAPCTBEHHBIX MPENaparoB, MPU UX TOCYIAPCTBEHHOU
perucTpalid W TepeperucTpalun, yTBEpPKIACHHON mocTtaHoBiIeHUEeM I[IpaBurtenbcTBa
Poccuiickoit ®enepaunn ot 15 centsadps 2015 . Ne 979 (B penakiuu, AeiCTBYIOIEH HA
nary nogayu 3aseiueHuss — 27.09.2018) (nanee — Mertonuka), (pakTHUECKOE YBEIUYEHUE
IIEH Ha CBIpbE U Marepualbl, UCIOJb3yeMble TIPU MPOU3BOJCTBE 3aIBICHHBIX
JIEKapCTBEHHBIX MpemnaparoB, coctasigeT ot 1,70 % no 1,93 %.

BMecTe ¢ Tem, mpou3BOAUTENEM 3asBJIEH POCT NPEACIbHBIX OTIYCKHBIX II€H Ha
yKa3aHHbIE JIEKapCTBEHHBIE Mpernaparsl B pazmepe 2,8 %, 4To MPOTUBOPEUUT TPEOOBAHUSAM
MOAITYHKTA «a» MmyHKTa 13 Metonuku.

B CBs3u C BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C TOAINYHKTOM «B» IyHKTa 13
[IpaBun mnpeBbIICHUE MPEACTABISEMON I TOCYJAapCTBEHHOW PErucTpauvyd WA
MePEPETUCTPALIMM TIPEACIbHON OTIYCKHOW IIE€HbI IPOU3BOJIMTENSA HA JICKAPCTBEHHBIN
nmpernapar HaJl UEeHOW, pPAacCYUTAHHOM B COOTBETCTBUM C METOAUKOHN, SIBISETCS
OCHOBAaHUEM JJIsI OTKa3a B COIIACOBAHUM TOCYJAPCTBEHHOW PETUCTPAlUU NPEACIbHOU
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JICKAPCTBEHHBIN Mpenapar.

P.A. IlerpocsiH
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