PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm oT 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMamm MuHsapasa Poccum o1 03.11.2020 Ne 20-4-4151248-c, ot 15.12.2020
Ne 20-4-4151248-p00M, U NPUHSIAG pelleHne 06 OTKA3e B CONAQCOBOHNM
NPeAEAbHbIX OTMYCKHbIX LIEH, 3ASIBAEHHBIX HO Nepepernctpaumio AO
«BEPTEKC» (Poccus), HO cAaeaytoLmMe AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEeYEHb YKU3HEHHO HEODBXOAMMbBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «Mokcapen» (MHH — «MOKCOHUAMH»), TOBAETKM MOKPbLITbIE MAEHOYHOW
obonoukown, 0,2 mr, 30 WT, YNAKOBKM SIMENKOBbIE KOHTYPHbIE (1) NAYKU
KAPTOHHbIE, B pasmMepe 191,86 pyb.

2. «Mokcapen» (MHH — «MOKCOHMANVH»), TABAETKIM MOKPBLITHIE MAEHOYHOM
obonoukown, 0,4 mr, 30 WT, YNOKOBKM SIMENKOBbIE KOHTYPHbIE (1) NAYKU
KAPTOHHbIE, B pasmMepe 342,64 pyb.

[MoeAeAbHbIE OTNYCKHbIE LeHbl HO YKA3AHHbIE AEKAPCTBEHHBIE NPEnapaThl HEe
COIrAOCOBbIBAKOTCS MO CASAYIOLLMM OCHOBAHWSIM.,

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpABAEH 3anpocC OT
30.11.2020 Ne TH/104450/20 0 npe ACTABAEHNM YTOYHEHHBIX PACYETOB
3ASBASIEMbBIX MPEAEAbHBIX OTMYCKHbBIX LEH C Y4eTOM TPeBOBAHUM NyHKTA 45
MeToAVK/ pacHeTA NPEeAEAbHBIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHDb MU3HEHHO
HEODOXOAMMbBIX U BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHOMN
NOCTAHOBAEHMEM [NpaBuTEAbCTBA Poccumckonm Peapepaumm ot 15.09.2015 Ne
Q979 (Aanee - MeToAMKQ).

BmecTe € TeM, YTOYHEHHbIE 3ASIBAEHHbIE MPEAEAbHbIE OTMYCKHblE LIEHDBI HE
npUBEAEHb B COOTBETCTBME C y4eTOM TPeBOBOHUM NyHKTA 45 MeToAMKN, B



TOM YNCAE NPEACTABAEHHBIMU HA BbILLEYKA3AHHBIM 3anpoc PAC Poccum
AOKYMEHTAMM,

[lon 9TOM 3ASIBAEHHBIE BEANYMHBI YBEANYEHWS 3APEMMCTPUPOBAHHbBIX
NpPeAeAbHbIX OTMYCKHbIX LIEeH HA BbllLeyKA3AHHbIE AeKAPCTBEHHbIE NPEenapaThl
(1,03% wn 1,45%) npeBblLAOT AOMYCTUMbIE BEANYMHBI yBEAMYEHUNS (0,73% U
1,15%) 30perncTpmpOBAHHbBIX MPEeAEAbHbBIX OTMYCKHbIX LEH, YTO MPOTUBOPEYNT
TPebOBAHUSIM NMYHKTA 45 MeToAMKN.

B CBS13M C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBbILUeHe NPEACTABASIEMOM AASI TOCYAQPCTBEHHOWM PErnCTPAUMM UAK
nepeperncTpaumm

NpeAEAbHOW OTMYCKHOWM LEeHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN MpenapaT
HOA LLeHOM, PACCUYMTOHHOM B COOTBETCTBUM C [lpasmAaMKM M MeTOoAMKON,
SIBASIETCSI OCHOBAOHMEM AASI OTKA3A B COMAQCOBAHNM TOCYAQPCTBEHHOW
permcTpaunm NpeAEAbHOM OTMNYCKHOW LIEHbBI MOOUN3BOAUTEAS HO
AEKAPCTBEHHbBIN MPEenAPAT.

T.B. Hmkeropoales



