PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEABHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HEO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B cootBerctBMM C nNyHKTOM 8 [IpABUA TOCYAQPCTBEHHOM perncTpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MEPEYEHDb
YKMBHEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 23.07.2018 Ne 20-4-4076378-c, v
NPUVHSAQ peLleHmne 06 OTKA3€ B COrAQCOBOHUM MPEAEAbHbBIX OTMYCKHbIX LeH AO «ABBA
PYC» (Poccus), HO CAeAyioLME AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEepeYeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB:

e LynpodaokcauyH koumdon (MHH - LUmnpodAOKCAUMH), TABAETKM, MNOKPbITHIE
nAeHoYHOW 0BoAo4HKoM, 250 Mr, 10 WT. - YNAKOBKM SIYENKOBbIE KOHTYPHblE (2) —
NAYKM KAPTOHHbIE, B pasmepe 144,00 pybaewn;

e LinnpooaokcaumH koumdon (MHH - LUnnpodAOKCAUMH), TABAETKM, MOKPbITHIE
NAEHOoYHOM oboAoukom, 250 mr, 10 WT. - YNOKOBKM SIMEMKOBLIE KOHTYPHblE (1) —
NAYKM KAPTOHHbBIE, B pasmepe 72,00 pybaen.

o [lpeAeAbHble OTNYCKHble LUEeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHI HE



COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBQOHUSIM,

MNpy NpoBEAEHNM SKOHOMMYECKOTO QHAAM3A YCTAHOBAEHO, YTO HA AEKAPCTBEHHbIN
npenapat «LunpodaokcaumH 3koumdpor» (MHH -  LinnpodAokcaumH), TABAETKMU
NOKpPbITble MAeHO4YHOW oBoaoukom, 500 mr Ne10, npomnasesoactea AO «ABBA PYC» (Poccust)
(aanee — «LnnpodAokcaumH SkoundoA 500 mr Ne10»), 3QperncTpmnpoBaHa NPEAEAbHAS
OTNYCKHASI LeHa B pasmMepe 61,80 (npukas MuHsapaesa Poccum ot 23.05.2018 Ne 292/20-
18). Takmm 0B6pPA30M, 3ASBAEHHbIE K PErncTpauMM MPeAEeAbHble OTMYCKHbIE LEHbl
MNPEBLILLAT 30PEMMCTPUPOBAHHYIO MPEAEABHYKO OTMYCKHYIO LEHY HA OHOAOTUYHbBI
AEKAPCTBEHHbIN MPENAPAT TOrO YKe MPOU3BOAUTEAS MPU NepecyeTe LeHbl 3a 1 Mr 6oaee
4yem B 2 pa3a.

Ha ocHoeaHMM nyHKTA 10 [pOBUA MNPOUMSBOAUTEAID YKA3AHHBIX AEKAPCTBEHHbIX
npenapatos HanpaeAeH 3anpoc PAC Poccum o1 16.08.2018 Ne AL/64925/18 o
NPEAOCTABAEHNN PACYETA BEAUNYMHBI Y AOCPOMAHMS 3ASIBAEHHDBIX MPEAEAbHBIX OTMYCKHbIX
LeH HA AEeKAPCTBEHHble MpPenapdaTbl MO CPABHEHUIO C  30PErnMCTPUPOBAHHOM
NPEeAEAbHOM OTMYCKHOM LieHOW HA «LinnpodAokcaumH SkoumndoA 500 mr Ne10»,

CoraacHo oteeTy Ha 3anpoc (mmcbmo AO «ABBA PYC» ot 23.08.2018 Ne 6/H) MOAHQOS
CcebEeCTOMMOCTb 3ASIBAEHHBIX AEKAPCTBEHHBIX MPENAPATOB CYLLECTBEHHO HE OTAUYAETCS
OT cebeCTOMMOCTU AEKAPCTBEHHOrO NPenapaTa «LnMnpodAoKCAUMH SKoumdon 500 mr
Ne10», npwy 9STOM, OCHOBHOM MPUYMHOW YAOPOXAHMSI MPEAEAbHBIX OTMYCKHbIX LEH
SIBASIETCS] MOBbILLEHNE PEHTABEABHOCTU €0 NPOUN3BOACTBA.

TaknM 0BPA30M, MPOU3BOAUTEAEM HE MPEACTABASHO OOOCHOBAHME 1 AOKYMEHTOABHOE
MOATBEPIKACHME  YAOPONAHUST  CEBECTOUMOCTU  3QSIBAEHHbIX  ASKOPCTBEHHbIX
NPenapaToB, B CBSI3M C 4YEeM, POCT LEH HA 3ASBASHHbIE ASKAPCTBEHHble MPenapaThl
SIBASIETCS DKOHOMUNYECKN HEOO OCHOBAHHbBIM.

B CBSI3/ C BbILLEM3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B6» myHKTA 13 [paBUA,
NPEAOCTOBAEHNE AOKYMEHTOB B HEMOAHOM OBbeMe 1 (MAM) HEMOAHOTA COAEPIKALLIMXCS
B HUX CBEAEHUI, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B COrAQCOBAHMM FTOCY AQPCTBEHHOM
PErnCTPAUMM NAU NEPEPErNCTPAUMN MPEAEABHON OTMYCKHOM LEHbI MOOM3BOAUTEAST HA
AEKAPCTBEHHbIN NPEnapaAT.

A.1O. LlapukoeCcKnin



