PELLEHWE
06 OTKa3e B COrAQCOBOHNM MOEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN

HO A€KAQPCTBEHHbIE MPENAPATbI, BKAIOYEHHbBIE B NEepeYeHb YKN3HEHHO
HeOobBXOAMMbBIX

N BADKHENLLMX AEKAPCTBEHHBIX NPENapaATOB

B cooTtBeTCcTBMM C MNyHKTOM 13 [POBUA FOCYAQPCTBEHHOW PErncTpaummn m
nepeperncTpaumMm YCTOHOBAMBOEMbBIX MPOU3BOAUTEASIMU  AEKOAPCTBEHHbIX
NPEenaPATOB MPEAEAbHBIX OTMYCKHbIX LEH HO AEKOPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B MNEPEYEHb  XKMUBHEHHO HEOBXOAUMBIX W BOMKHEWMLLWX
AEKOAPCTBEHHbIX NPEenapaAToB, YTBEPIKAEHHbBIX NOCTOHOBAEHVEM
Mpaeutenbctea Poccumckon ®Peapepaumm ot 29.10.2010 Ne 865 (aanee —
MpoaBnna), DepepanbHAsT  AHTUMOHOMOABHAST  CAYXKOA  PACCMOTPEAQ
AOKYMEHTbI, NPEACTOBAEHHBIE MMCbMOM MuH3pApoBaA Poccum ot 17.06.2019
Ne 20-4-4099616-c, n MNPUHIAQ peweHne o6 oTka3e B COrAACOBOHUU
NPEAEABHOW OTMYCKHOW UEHbI, 3asiBAEHHOM HA perncTtpaumio OAO «CuHTE3»
(Poccust), HO CAeAYOWMM  AEKOPCTBEHHBIM MPENAPAT, BKAKOYEHHBIN B
NnepedYeHb  MKMBHEHHO  HEODXOAMMbBIX UM BODKHEMLLIMX  AEKOPCTBEHHbIX
NpenapaAToB:

«CyabtacuH»  (MHH - «AMMUMUUMAAMH+CYABDAKTAM?),  MOPOLLUOK  AAS
MPOUrOTOBAEHMST  PACTBOPA  AASl  BHYTPUMBEHHOIO U BHYTPUMbILLEYHOIO
BBeaeHMs, 500 Mr+250 Mr — PAAKOHbI (50) - KOPOBKM KOPTOHHBIE, B pA3Mepe
4 500,00 pybaen.

[peAeAbHOSsT OTNYCKHAS LeHA HA YKA3AHHbI AEKAQPCTBEHHbIM NPenapdaTr He
COrAQCOBbBIBAETCS MO CASAYHIOLLMM OCHOBOHWSIM.

30SIBAEHHOST  MPEAEAbHAST  OTMYCKHAST  LEeHA paccuMtaHa 6e3  y4veTa
MOKCVMOABHOM  3QPErMCTPUPOBAHHOW MPEAEAbHOM OTMYCKHOW LEeHbl HA
AEKAPCTBEHHbII  MPEenapaT W CPEeAHero apUOMEeTUYECKOro  3HAYEeHMUS
MOHVYKAOLWErO KO3OPUUMEHTA, NPEAYCMOTPEHHbBIX NMyHKTAMK 33-36 MeToAMKM
PACYEeTA YCTAHABAMBAEMbBIX MPOUN3BOAUTEASIMUA AEKAPCTBEHHbBIX MPENAPATOB
NPEeAEAbHbIX OTNYCKHbIX LEeH HO AeKAPCTBEHHbIEe MPenapaTbl, BKAKOYEHHbIE B
nepeYyeHb >KMIHEHHO  HEOBXOAUMMbBIX U BODKHEWMLWUMX  AEKAPCTBEHHbIX
NPenapaAToB, MPU UX TOCYAQPCTBEHHOW PErncTpauMmn 1 nepepernctTpaumm,
YTBEPXKAEHHOW MOCTAHOBAEHMEM [lpaBuTenbcTBa Poccumcrkom Peapepaumm
oT 15.09.2015 Ne 979 (A0nee — MeTOoAMKA), 1, B TOM CBSI3M, MPEBLILLAET LEHY,
PACCUYNTOHHYIO B COOTBETCTBUM C TPEOOBAHUSIMU MOAMYHKTA «O» MyHKTA 10
MeToAMKN.



B cooteeTcTBMM C nyHKTOM 14 TMpaBuA, PepAepaAbHOM AHTUMOHOMOAbLHOM
CAYKOOM  HampoBAeH  3ampoc ot 30.05.2019 Ne  AL/45440/19 o
NPEeAOCTOBAEHNM YTOYHEHHbBIX PACYETOB MPEeAEAbHOWM OTMYCKHOW LEHbl C
NPUMeHeHeM MAKCUMOAbHOM 3APErnCTPUPOBAHHON MPEeAEAbHOM OTMYCKHOW
LieHbl HO AEKAPCTBEHHBIV NPEenapaAT N CPEeAHEro ApPOMETNYECKOro 3HAYEHUS
MOHMIKAKOLLENO KOSPPULMEHTA B COOTBETCTBUM C NMYHKTAMKM 33-36 MeToAMKMN.
B npeaeAax YCTAHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 3AMNPOCOM
OAC Poccum nHOopMaLms He NOCTYMAQ.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C NOAMYHKTAMM «B» L «M» MYyHKTA
19 [loOBUA MNP EeBbILLEHNE MPEACTABAEHHON  AAST  TOCYAQPCTBEHHOM
permcTpaunm  NpeAeAbHOM  OTNYCKHOWM  UEeHbl  MNPOM3BOAUTEAS]  HA
AEKAPCTBEHHBIM MPENAPAT HOA LEeHOW, PACCYUTAHHOM B COOTBETCTBUMM C
[loasmAnaMK 11 MeToAMKOW, A TAKKE HEMPEACTOBAEHME  CBEAEHUN,
NPEAYCMOTPEHHbBIX MYHKTOM 14 TpABUA, SIBASIETCST OCHOBOHMEM AASI OTKA3A B
COrAQCOBQOHMMN TOCYAQPCTBEHHOW PErnCTRPAUMMN MNPEAEABHOM OTMNYCKHOW
LeHbl MPON3BOAUTEAST HO AEKAQPCTBEHHDBIN MPenapdar.
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