PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThbl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HeO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B COOTBETCTBMM C MYHKTAMMK 8 U NOAMYHKTOM «B» MyHKTA 19 MNPOBUA FOCY AQPCTBEHHOMN
permcTpaumm 7 nepeperncTpaumm YCTOHOBAMBAEMbIX NPON3BOANTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX  OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHD MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPENAPATOB, YTBEPXKAEHHbBIX MNOCTAOHOBAEHMEM  [TPABUTEABCTBA
Poccumckomn Qepepaumm ot 29.10.2010 Ne 865 (aanee - TMpaeuaa), DeapepanbHas
OHTUMOHOMOABHAST CAY>KOO PACCMOTPEAA AOKYMEHTbI, MPEACTOBAEHHBIE MMCbMOM
MwuH3apaea Poccum ot 25.09.2018 Ne 20-4-4079894-C, 1 NpUHSIAG pelleHne o6 OTKA3E B
COrAQCOBAHMM MPEAEABHOM OTMYCKHOW LIEHBI, 3ASIBAEHHOM HA nepepernctpauuio 3A0
«bnokom» (Poccus), HO CAeAYOWMN AEKAPCTBEHHbIV MNPEnapaT, BKAIOYEHHbIN B
nepeYeHb MUIHEHHO HEODXOANMbBIX 1 BAYKHENLLNX AEKAPCTBEHHBIX MPENAPATOB:!

AMropapoH (MHH — AmMmnoaQpoH), Tabaetkm 200 mr, 10 WT. - YNAKOBKU SI4ENKOBbLIE
KOHTYpPHbIE (3) - NAYKM KOPTOHHbIE B pa3mepe 43,80 pyo.

[NpeAeAbHOsT  OTMYCKHAST LeHA HA  YKO3AHHbIM  AEKAPCTBEHHbIM  MNPEnapaT He
COrAaCoBbIBAETCS MO CASAYIOLWLKMM OCHOBAHUSIM,

Moy nNpoBeAeHUN 3KOHOMUYEeCKoro aHaamda PAC Poccum BLISIBAEHO, 4Y4TO POCT
30PErMCTPUPOBAHHOM NMOEAEABHOM  OTIMYCKHOW LEHbI HQ BblLLEYKA3AHHbIN
AEKAPCTBEHHbIV MPENAPAT 3ASIBAEH NPOUN3BOAUTEAEM B pasmepe 5,36%. [Mpn aToM, 13
PACYETOB BEANYUHDBI Y AOCPOXKAHUST, MPEACTABAEHHBIX MOOU3BOAUTEAEM B MOUAOXKEHN

Ne & kKMeToauKe pACYETA YCTAHOBAMBOEMbBIX MPOOU3BOAUTEASIMUA  AEKAPCTBEHHbIX
NPENAPATOB MPEAEAbHBIX OTMYCKHbIX LIEH HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE B
nepedeHb MKMN3HEHHO HEOOXOAVMDBIX 1 BAYKHENLLVX AEKAPCTBEHHbBIX MPEnapaToB, NPU KX
FOCYAQPCTBEHHOM PEMTMCTRAUMKM N MEPEPErNCTRAUNN, YTBEPIKAEHHOM NMOCTAHOBAEHNEM
MNpaeutenbctea Poccumckon Pepepaumm ot 15 centabps 2015 . Ne 979 (aanee —
MeTOAMKA), CAEAYET, YTO PAKTUYECKOE YBEAUMYEHME LIEH HA ChiPb€ 1 MATEPUAADI,
MCMNOAb3yEMbIE MPU MPOM3BOACTBE BbILLEYKA3AHHOIO MPENAPATA, A TAKKE HAKAQAHbLIX
PACXOAOB, COCTABASIET 4,76%.

Kpome TOro, 3A5IBA€HHASI LUeHA HA AEKAPCTBEHHbIM  MPEnapaT MpeBblllaeT
NPOOrHO3VPYEMbBIN  YPOBEHb  UHOASILMKM  (2,8%) TeKkylwero roaAd YCTOHOBAEHHOIrO
dEeAEPAAbHBIM 3AKOHOM O GEAEPAABHOM BIOAYKETE HO COOTBETCTBYIOLLMM GUHAHCOBLIN
rOA U MAQHOBbLIV MEPUOA..

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 [paBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI TOCYAQPCTBEHHOW  PErMCTRPAUMU  UAU
nepeperncTpaumnm nPeAeAbHOM OTMYCKHOM LEHbl MPOM3BOAUTEAST HO AEKAPCTBEHHDIV
NPEenapaAT HOA LUEHOM, PACCYATAOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AASI OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHON
OTMYCKHOM LeHbl MPON3BOANTEASI HO AEKAPCTBEHHBIN MNPENAPAT.
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