PEILIEHUE
00 OTKa3e B COIIACOBAaHUU MPEAEIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MIPenaparhl, BKJIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBercTBUM C TIyHKTOM 8 W TOMNYHKTOM «a» myHkta 19 IlpaBun
rOCyJIapCTBEHHOU PETUCTPALIMU U NIEPEPETUCTPALIUN YCTAHABIUBAEMBIX POU3BOIUTEIISIMU
JIEKAPCTBEHHBIX NIPENaparoB NPeAeIbHbIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHbBIE MPENaparsl,
BKJIFOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX
IIPEIaparoB, yTBEPKIACHHBIX nocTtaHoBieHueM I[IpasurenscrBa Poccuiickonn Penepaunu
or 29.10.2010 No 865 (manee - IlpaBuna), PenepasibHasi aHTUMOHOIIOJbHAs CIy>K0a
paccMoTpena JOKYMEHTHI, mpe/cTaBieHHbie mucbMoM Munszapasa Poccun ot 10.06.2016
No 20-4-4014099-c, m mnpuHsana penieHue 00 OTKa3e B COIIACOBAHUM TMPEEIbHOU
orimyckHo# 11eHbl OO0 «JIanc-Dapm» (Poccust), 3asBieHHON HaA mepeperucTpanuio, Ha
CICNYIOIIMI  JIGKapCTBEHHBIM Tpenapar, BKJIIOYEHHBIH B TMEpPEYeHb KU3HEHHO
HEOOXOUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Anporekc (MHH - Anpotunuz), auoduiusar s TPUTOTOBICHUS pacTBopa IS
BHyTpuBeHHOTO BBesieHUs 10000 ATpE - dumakonsl (10) - mauku KapTOHHBIE, B pa3Mepe
537,22 py0.

[IpenenbHass OTHYyCKHas II€HA HAa YKAa3aHHbIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenenun sxkoHoMHueckoro aHanuza GAC Poccuu BBISBICHO, YTO POCT
3apEruCTPUPOBAHHON MPEAETBHON OTITYCKHOM IIEHBI HAa BBINICYKA3aHHBIN JIEKAPCTBEHHBIN
npenapar 3asBieH mnpousBoguteneMm B pasmepe 20,13 %. Ilpu sToM, U3 pacueToB
BEJIMYMHBI YIOPOXKaHUSI, MPEACTABICHHBIX MPOU3BOJUTENEM B mOpwiokeHuu No5 K
Meronuke pacuera yCTaHABIMBAEMBIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IPENaparoB
MpeeIbHBIX OTIYCKHBIX LIEH Ha JIEKAapCTBEHHBIC IMpenaparbl, BKIIOUYEHHbBIE B MEPEUCHb
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KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB, IMpU HX
rOCyJIapCTBEHHON PErucTpalvd W NEPEPETrUCTPALNM, YTBEPKICHHOW ITOCTAHOBICHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuu ot 15 centsiops 2015 . Ne 979 (manee —
Metoauka), cimemyer, 4to ¢aKTUYECKOe YBEIWYEHWE IIeH Ha ChIphE M MarepHuabl,
WCIIOJIb3YyEMbIE TPU IPOU3BOJCTBE BBIIICYKA3aHHBIX IPENaparoB, a TAKKE HAKJIAJIHBIX
pacxojioB, coctaniseT 14,9 %.

B cBs3u ¢ BBIIEH3I0KEHHBIM, B COOTBETCTBUM C IOAMYHKTOM «B» IyHKTa 13
[IpaBrs1 TpeBBIIEHWE MPEACTABIAEMOW JUIsi TOCYAApPCTBEHHOW PETHCTPALMU WM
MEPEPETUCTPALIMA TIPEICTBHON OTIIYCKHOM WEHBI IMPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJ LEHOW, pAacCUUTAaHHOM B COOTBETCTBUM C METOOUKOM, SIBIAETCA
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHUU TOCYJAPCTBEHHOW PETUCTpPALUM MPEACIbHOU
OTIYCKHOM II€HBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsn
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