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PEIIEHUE
00 oTKaze B corjlacOBaHUM [IpeacibHbIX OTITYCKHbBIX LICH l’lpOI’I3BOIII/ITeH€ﬁ
Ha JICKapCTBCHHDIC Iperiaparbl, BKIIIOYEHHBIE B ITEPEUYCHb JKU3HEHHO HCO6XO}1HMBIX
W BayKHEMIIIHUX JICKApCTBCHHBIX IIperiapaToB

B coorBercTBMM ¢ TYyHKTOM 6, mnoamyHKTOM «B» myHkra |1 IlpaBun
roCyJlapCTBEHHOW perucTpanuu MpeaeibHbIX OTHYCKHBIX LI€H [NPOU3BOAMUTENEH Ha
JeKapCcTBeHHbIE ITpenaparhl, BKIIIOUEHHbIE B NEpeYeHb KU3HEHHO HEOOXOAUMBIX U
BOKHEHMIIMX  JIEKAPCTBEHHBIX I[PENnaparoB, YTBEPXKIEHHBIX MOCTAHOBIEHHUEM
[TpaBurtenscTBa Poccuiickoit ®enepauun ot 29.10.2010 Ne 865 (nanee — Ilpasuna),
OenepanbHas AHTUMOHOIIOIbHAS ciryx0a paccMmoTpena JIOKYMEHTBI,
npezAcTaBieHHble nmucbMomM Munsapasa Poccun ot 28.09.2015 Ne 20-4-492710-c, u
OpUHsIa peuleHde o0 OTKa3e B COIIaCOBAHUM IpeleNbHBbIX OTHyCcKHbIX LeH OO0
«3aBoy, Mencuntes» (Poccus), 3asBleHHBIX Ha II€peperucTpaluio, B ciydae
U3MEHEeHUs [IeH Ha ChIpbe M Marepuaibl, a TaK)Ke U3MEHEeHMUs HaKJIQ/IHbIX pacxozoB
(moanyHKT «a» myHkra 14 llpaBui), Ha cieaylouMe Je€KapCcTBEHHBIE Ipernaparsl,
BKJIIOUEHHbIE B IepevyeHb KU3HEHHO HeOOXOAMMBIX M BAKHEHIUMX JIEKapCTBEHHBIX
Mpernaparos:

1. Pocuncymun C (Mucynuu-u3zodan (4enoBeueCKUid TeHHO-MHIKEHEPHbIN)),
cycrnensust st nojakokHoro BBenmenus 100 ME/mn, 3 mn — xaprpumxu (5)
YIIAKOBKH sIYeHKOBbIe KOHTYpHbIE — [Tauka KapToHHas B pazmepe 904,38 pyo.

2. Pocuncymur C (Mucynus-uzogan (YenoBeUYeCKH IeHHO-MHKEHEPHbIH)),
cycniensust st moakoykHoro BBedenus 100 ME/mun, 5 mi — ¢nakonsl (5) — ynakoBku
STYeHKOBBIE KOHTYpHBIE — rayka kaproHHas B pasmepe 1074,52 py0.

3. Pocuncynun C (Mucynun-u3odan (4esoBeHeCKHil IeHHO-WHXXEHEPHBIN)),
cycrieHsus s noakoxHoro BeexeHuss 100 ME/mn, 3 mn — (xapTpumk-Hiumpuil-
pyuka) (5) — mauka kaproHHas B pasmepe 1273,35 py6.
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[IpenenbHBle OTIYCKHbIE 1I€Hbl HAa YKa3aHHBIE JIEKAPCTBEHHBIE Ipernaparbl He
COIVIACOBBIBAOTCS 10 CJIEAYIOLIUM OCHOBAHHUSIM.

B coorBercTBUH ¢ MyHKTOM 7/ METOJMKH YCTAHOBIEHUS I[POU3BOAUTEIISIMH
JIeKapCTBEHHBIX MpernaparoB IMpelelbHbIX OTIIYCKHBIX L[I€H Ha JICKapCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B MepeYeHb JKU3HEHHO HEOOXOAMMBIX H BaKHEHIIMX
JIeKapCTBEHHBIX nmpenapaTos, YTBEPKAEHHOH COBMECTHBIM MPUKa30M
Mumnsapascoupassutust Poccnn u @CT Poceun ot 3 HosOpst 2010 . Ne9611/Ne527-a
(namee — MetoauKa), BeIWYHWHA YBEIHYEHHS 3apErUCTPUPOBAHHON IpeesbHOM
OTITYCKHOM I[eHbl HE€ JOJ/DKHA TMpPeBBIaTh [POTHO3UPYEMbIH YpoBeHb WHOISLIMU
TEKYIIero rofa, yCTaHOBJICHHbIH (esepanbHbIM 3aKOHOM O (heepaibHOM OrojkeTe
Ha ovepenHOW (uHaHCOBBIM roj M Ha MuaHoBblM nepuoa. B 2015 roay yposeHb
uHsiy cocrasnset 12,2%.

[Ipu ananuse npeacraBiIeHHBIX MAaHHBIX MenepanbHas aHTUMOHONOJIBHAS
cnyxba  ycraHOBMIA, 4YTO POCT 1LE€H, TNOJAHHBIX IMPOU3BOJAMUTENIEM  Ha
nepeperucrpanuio, cocrasuser donee 12,2%.

B cBsi3M C BBIIEU3TOKEHHBIM, B COOTBETCTBUM C TIOJIMYHKTOM «B» IyHKTa 11
[lpaBun npeBblllleHHe MPEACTABAAEMON ANl TOCYJApCTBEHHOW perucrpauuu
npe/leNIbHOM OTIYCKHOM 11€Hbl NMPOM3BOJAMUTENs HA JIGKAPCTBEHHBIM Mpernapar Haj
[IeHOH, pacCUMTAaHHOW B COOTBETCTBUM ¢ MeTOOUKOW SBISETCS OCHOBAaHWEM Jis
OTKa3a B COITIACOBAHUM TOCYAAPCTBEHHOM pPErucTpalUu IMpe/iesibHOW OTIYCKHOM
LIeHbl TIPOM3BOIUTEIISI HA JIEKAPCTBEHHBIN Npenapar.

\ A.b-Kaiuesapon

A.A. lNonukapnos, (495) 620-51-30
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