PELIEHUE
00 OTKa3e B CONIaCOBAaHUHU MNpeACIbHBIX OTITYCKHBIX IICH HpOPI?;BO,ZIHTGJIGfI
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBeTrcTBMM € MNyHKTOM &8 H TMOAMYHKTOM «a» nyHkra 19 IlpaBun
rOCylapCTBEHHOU perucTpanuu U nepeperucTpanuu YCTaHABJINBAEMbIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX IMPENAPATOB MPEAENIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE Ipenaparbl, BKIIOYEHHbIE B IE€PEUEHb KXU3HEHHO HEOOXOOUMBIX U
BOKHEWIINX  JICKADCTBEHHBIX  IPENApaToB,  yTBEPXKACHHBIX  IOCTAHOBICHHEM
[IpaButennctBa Poccuiickoit ®@enepanuu ot 29.10.2010 No 865 (manee - IlpaBuia),
®denepanbHasi aHTUMOHOMOJbHAS CIYyX)0a paccMOTpesia JTOKYMEHTBI, MPEICTABICHHbIE
nucbMoM Munsznpasa Poccuu ot 01.08.2016 Ne 20-4-4017533-c, u nipuHsia penieHue oo
OTKa3e B COITIaCOBAaHMUM MpeAenbHOM OTIyckHOM 1eHbl 3AO «®apm®Pupma «CoTteke»
(Poccust), 3asBiieHHON Ha MepeperucTpanuio, Ha CIEAYIOIIHNM JeKapCTBEHHBIN Mpenapar,
BKJIFOUEHHBIN B TMEpeYeHb MXU3HEHHO HEOOXOAMMBIX W BAXKHEMIIHX JIEKAPCTBEHHBIX
Mpenaparos:

Huxnopenak (MHH — Jluknodenak), pacTBOp /Uisi BHYTPUMBIIIIEYHOTO BBEICHHS,
25 mr/ miu, 3 mia - ammynbl (5) — KOHTYpHBIE sYeHKOBBIE ymakoBku (1) - madku
KapTOHHBIE, B pazmepe 45,88 pyo.

[IpenenbHass OTHYCKHAas IeHA HAa YKa3aHHBIM JICKAPCTBEHHBIM IIpenapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B paMKax IPOBENCHUS HKOHOMMYECKOTO aHanusa denepabHON
AHTUMOHOIIOJIBHOW  CIYy’KOOM  HampaBlIeHbl ~ 3allpoOChl  BCEM  MPOMU3BOAUTEISM
nekapcTBeHHOro npenapara ¢ MHH - Jlukinodenak o HaJIMYMM WM OTCYTCTBUU pPOCTa
IEH Ha ChbIpbe U MaTepualibl, HEOOXOAUMbIE MPHU MPOU3BOJICTBE COOTBETCTBYIOILIEIO
JIEKApCTBEHHOTO IIpenapara.

N3 ananmu3za npexncraBieHHbIX B @AC Poccun HaHHBIX O pOCTE LEH Ha ChIPbE U
MaTepuaibl, HEOOXOJUMBbIE TIPU MPOU3BOACTBE BBHIIIEYKAa3aHHOTO JIEKAPCTBEHHOTO
mpernapara, CJIEeIyeT, 4TO COOTBETCTBYIOIAs BEIMYMHA pPOCTAa LIEH IIOATBEP)KICHA B
MEHBIIIEM pa3MepPe 10 CPABHEHUIO C BEIMYMHOM POCTA LIEH, 3asABJICHHON B pacyeTax Npu
dbopMHUpOBAaHUU  TPOEKTA  MPEACIbHONW  OTMYCKHOW  IICHBI,  3asABJIEHHOM  Ha
nepepeructpanuio 3A0 «PapmPupma «CoTekc».

B CBsI3uM C BBIIIECH30KEHHBIM, B COOTBETCTBUM C MOJIIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TIpeBBIIEHHE MPEACTABIAEMON [UI1 TOCYJAPCTBEHHOW PErMCTpauvyd WU
MEPEPETUCTPALMU TIPEAEIBHON OTIIYCKHOM ILIEHBI IPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ LEHOM, pPAaCCUMTAHHOM B COOTBETCTBUM C METONUKOW, SIBIAETCS
OCHOBAaHHUEM JUIsI OTKa3a B COIVIACOBAHUM T'OCYJApPCTBEHHOW PETHUCTPALMM IPEACIBHOU
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.

A.B. KammeBapos
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