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PELWLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A€KAPCTBEHHbIE NPEenaApPAThl, BKAIOYEHHbIE B NEePEeY€Hb XXU3HEHHO HEO6XOANMBIX

N BOXKHENLNX A€KAPCTBEHHbIX NpenapaTos

B cootBeTCctBUM C MNYyHKTOM 13 M MNOAMYHKTOM «M» MyHKTA 32 [lpABUA TOCYAQPCTBEHHOMN
pernmcTpaumMm n nepeperncTpaumm yCTOHOBAMBOEMbBIX MPOU3BOAUTEASIMU  AEKAPCTBEHHbIX
NPEenapPAToB MPEAEAbHbBIX OTMYCKHbIX LEH HA AEKAPCTBEHHbIE MPENAPAThl, BKAIOYEHHBIE B
nepeYeHb XUIHEHHO HEODXOAVMbIX U BOYKHENLLNX AEKAPCTBEHHbIX MPENAPATOB, YTBEPKAEHHDBIX
noctaHoeAeHnem [MpaButenbctBa Poccumckon Peaepaumm ot 29.10.2010 Ne 865 (aanee —
Mpaenna), PepepanbHAST  AHTMMOHOMOAbHAST  CAYXKOQ  pPACCMOTPEAD  AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3ApaBa Poccum ot 05.06.2019 Ne 20-4-4100251-C, 1 NpUHSIAQ
peleHrne o6 OoTKkase B COrAACOBOHUM MPEAEAbHOM OTMNYCKHOW LEHbl, 3ASIBAEHHOW HA
nepepernctpaumio PIryrn «MoCKOBCKUNA SHAOKPUHHBIM 30BOA» (POCCKS), HO CAEAYIOLLMIA
AEKAPCTBEHHBIM MPENAPAT, BKAIOYEHHbBIV B MEPEYEHb YKM3HEHHO HEOOXOAMMbBIX U BAMKHEMLLIVX
AEKAPCTBEHHbIX NPENApPATOB:

«FoHOAOTPOMMH XopuoHudyeckmnm» (MHH — TOHOAOTPOMMH XOPUOHUYECKNI), AMODUANIAT AAS
NPUrOTOBAEHMST PACTBOPA AASI BHYTPUMbILLEYHOO BBEAEHMS, 500 ME, - ®AQKOHBI 5 MA (B) / B
KOMMAEKTE C PACTBOPUTEAEM: HATPUST XAOPUMAQ pacTteop 0.9% (amnyAbl) T MA - 5 wrT. / -
YMNAKOBKW SI4ENKOBbIE KOHTYPHbIE (1) - MAYKM KAPTOHHbIE, B pasmepe 356,20 pyo.

[NpeAeAbHOsT OTMYCKHAST LEeHA HA YKA3AHHBIN AEKAPCTBEHHBIV MPENAPAT HE COrAQCOBbIBAETCS]
Mo CAeAYOWNMM OCHOBAHUSIM.

Mo nNpoeBeapeHn 3KoHOMUMYeckoro aHaamsaa QAC Poccum BbISIBAEHO, 4YTO  YKOA3QHHAS



NPEAEAbHAS OTMYCKHAST LUEHA HA AEKAPCTBEHHbIM MPEnAPAT MPEBLILLAET MPEAEAbHYIO
OTMYCKHYIO LIEHY HO AEKAPCTBEHHBIN MPENAPAT, PACCHYUTAHHYKO B COOTBETCTBMM C MYHKTOM 45
MeTOAMKN PACYETA YCTOHOBAMBOEMbBIX MPOU3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHbIX OTMNYCKHbIX LEH HA AEKAPCTBEHHbIE MPENAPATh, BKAKOYEHHbIE B MepedeHb
YKMBHEHHO  HEOBXOAMMbBIX M BODKHEMLUMX  AEKOPCTBEHHbIX  MPEnapaTtoR, MpU KX
FOCYAQPCTBEHHOW PErnCTpaUMM U  NEepeperncTpaumm, YTBEPXKAEHHOM MNOCTAHOBAEHMEM
Mpasutenbctsa Poccuinckon Peaepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa), A UMEHHO
3ASBAEHHAS MPEAEABHAST OTMYCKHAS LEHA PACCYMTAHA 6e3 yyeTa KOSPDUUMEHTA LEHOBOM
rPYNMbl, MPEAYCMOTPEHHOTO MPUAOXKEHMS Ne 11 K MeToauKke,

B cooteetctBUM C nyHKTOM 14 TMpasnAa GAC Poccum HanpaeAeH 3anpoc oT 24.06.2019 Ne
AL/52767/19 O NPEAOCTABAEHNN YTOYHEHHOIO PACYETA 3ASIBAEHHOW MPEAEABHOW OTMYCKHOM
LiEHbl.

BmMecTe ¢ Tem, COrAQCHO AOKYMEHTAM, MPEACTABAEHHbIM HaO 3anpoc PAC Poccum (Mcbmo
MuH3sapasa Poccmm ot 02.07.2019 Ne 20-4-4100251-A0MM), 3ASIBAEHHAST BEAUYVHA YBEANYEHWS
30PErMCTPUPOBAHHON MPEAEABHOM OTMYCKHOW LEHbl HA BblLLEYKA3AHHbBIN AEKAPCTBEHHbIN
npenapat cocTtaBAsieT 3,85%, 4YTO MPEBLILLAET AOMNYCTUMYIO BEAUYVHY €€ YBEeAUYEHUS,
PACCYUTAHHYKO B COOTBETCTBMU C MYHKTOM 45 MEeTOAMKN, COCTABASIHOLLYIO 3,74%.

B CBS3M C BbLILLEN3AOXKEHHBIM, B COOTBETCTBMM C TMOAMYHKTOM «M» MyHKTA 19 [pdBuA
NPEBbLILLEHNE TMPEACTOBASIEMOM  AASI FTOCYAQPCTBEHHOM MepeperncTpaunm npeAeAbHOM
OTMYCKHOWM LEHbl MPOU3BOAUTEASI HO AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCYATAHHON B
COOTBETCTBUM C  METOAMKOM, SIBASIETCSI OCHOBOHMEM AASI  OTKA3A B  COMAQCOBQAHUM
FOCYAQPCTBEHHOW MNepeperncTpaumnm npeAeAbHOM OTMNYCKHOW LUEHbl MPOU3BOAUTEAST HA
AEKAPCTBEHHbBIN NPEnapaAT.



