PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 18.08.2021 Ne 20-4-4180385-C, 1 NPUHSIAG pelleHne o6 OTKA3e B
COrAQCOBOHUM MPEAEABHBIX OTNYCKHbIX LEH, 3ASIBAEHHbBIX HO PEerncTpaUmo
OO0 «Coepa-Oapm» (Poccus), HO CAeAyoLME AEKAPCTBEHHbIE MPENaPAThI,
BKAIOYEHHDBIE B MEepeYeHb YKM3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «XaoprekcnanH-CO» (MHH — «XAoprekcmanH»), PACTBOP AASI MECTHOIO
N HOPYXKHOTO npuMeHeHust, 0.02%, 1000 MA - KOHTenHePbI (6) - KOPOBKK
KAPTOHHbIE (AAS1 CTOLMOHOPOB), B pasmepe 613,95 pyb.

2. «XpoprekcnanH-CO» (MHH — «XAoprekcmamH»), pACTBOR AASI MECTHOIO
N HOPYXKHOTO npuMeHeHust, 0.02%, 500 MA - KoHTenHepbl (18) - KOPOBKK
KAPTOHHbIE (AAS CTOLMOHOPOB), B pasmMepe 965,48 pyb.

[peAeAbHble OTMYCKHble LEHbl HA BbiLLEYKA3AHHbIE AEKAPCTBEHHbIE
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLWLKMM OCHOBOHUSIM.

[pn NpoBEAEHUN SKOHOMMYECKOTO AHAAM3A PAC PoCCuUmM BbISIBAEHO
NPEBbILLEHME 3ASIBASIEMbBIX MPEAEAbHBIX OTMYCKHbBIX LLEH HA BblLLEYKA3AHHbIV
AEKAPCTBEHHbBIV MPENAPAT HAA LEHAMW, PACCHUTAHHBIMU B COOTBETCTBUN C
TPEeBOBAHMSIMM NMYHKTA 36 METOAMKM PACYETA MPEAEAbHBIX OTMYCKHbIX LEH
NPOUN3BOAUTEAEN HO AEKAPCTBEHHbIE NPEnAPAThl, BKAIOYEHHbBIE B MepeyeHb
YKNBHEHHO HEOBXOAMMbBIX 11 BODKHENLLNX AEKAPCTBEHHBIX MPENAPATOBR,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paemuTeAbcTBa Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C NyHKTOM 14 Mpasua, PAC Poccum HONPABAEH 3ANPOC
o1 01.09.2021 Ne TH/73848/21 0 npe AOCTOBAEHUN YTOYHEHHbBIX PACYETOB
NPEAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBMU C BblLLEYKA3AHHBIMM
TpeboBaHUSIMN MeToANKN.

B npeAeAdx YCTAHOBAEHHOIO CPOKA B COOTBETCTBUN C YKA3AHHBIM 3AMPOCOM



OAC Poccum nHeopMaums He NOCTYMAQ.

B CBS131 C BbILLENSAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMW «B» U «» MYHKTA
19 lNpaBunA NMpeBbileHe NPeACTABASHHOW AASI TOCY AQPCTBEHHOW
PerncTpaunn NAV NepeperncTpaLnm NpeAeAbHOM OTMYCKHOW LiEHbI
MPOU3BOAUTEAST HO AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHUTAHHOW B
COOTBETCTBMU C [paBUAOMU M MEeTOAMKOW, A TAKXKE HEMPEACTABASHME
CBEAEHUN, MPEAYCMOTPEHHDBIX MYHKTOM 14 [1PABUA, SIBASIETCSI OCHOBAHWEM
ANS OTKA3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErnCTRALMM NPEAEABHON
OTMYCKHOW LIEHbl MPOUN3BOAUTEASI HO AEKAPCTBEHHBIV MPENAPAT.
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