PELLEHWE

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

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «Q» MyHKTA 32 [NpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuHsapaea Poccum o1 056.10.2020 Ne 20-4-4149509-C, 1 MPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO NEepPEPErnCTRAUMIO ACPXKATEAEM UAN BAOAEABLEM
perncTpaumoHHoro yaoctoeepermst AO «[MPK ObHoeAeHne» (Poccus), Ha
CAEAYIOLLME AEKAPCTBEHHDIE MPENAPATLI, BKAIOYEHHBIE B MEPEYEHD YKNIHEHHO
HEOOXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «<KeTopoaak» (MHH — «KeTopoAQk»), TOBAETKU, MOKPLITHIE NAEHOYHOMN
obonoukown, 10 Mr, 14 WT. - yNOKOBKM SIHENKOBbBIE KOHTYPHbIE (2) - MAYKM
KAPTOHHbIE,

B pa3mepe 51,74 pyb.

2. «<KeTtoponak» (MHH - «<KeTopoAaKk»), TABAETKM, NOKPbLITHIE MAEHOYHOM
obonaoukow, 10 Mr, 14 WT. - yNAKOBKM S4ENKOBbBIE KOHTYPHbIE (1) - NAYKM
KAPTOHHbIE,

B pasmepe 27,23 pyob.

[peAeAbHble OTMYyCKHble LeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

B COOTBETCTBUM C MYHKTOM 39 MEeTOAMKN pacHeTA NMPeASAbHbIX OTMYCKHbIX
LIeH NPOV3BOAUTEAEN HO AEKOPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B
nepeyeHb YKU3HEHHO HEODBXOAUMBIX 1N BADKHENLLNX AEKAPCTBEHHbIA
MNPEenapaATOB, YTBEPXKAESHHOW MOCTAHOBASHMEM [paBUTEABCTBA POCCHMMCKOM
Peapepaumm o1 15.09.2015 Ne 979

(panee — MeToAMKA), MPEeAEAbHAS OTMYCKHAS LIEHA MPOU3BOAUTEAS
rOCYAQPCTBA - YAEHO EBPABUINCKOrO 9KOHOMMYECKOrO CO3a HA
ASKAPCTBEHHBIV MPEenapaT NPy ee NepeperucTpaLmn, MOAAEKUT
YBEAVUYEHNIO HO BEANHKHY YAOPOXKAHMS ChiPbs Y MATEPUAAOB, A TAKKE HO
BEAVYUNHY N3MEHEHMST HOKAOAHBIX PACXOAOB.

B cootBeTCcTBUM C NyHKTOM 14 Mpasua, PAC Poccum HaONPABAEH 3ANPOC



oT 16.10.2020 Ne TH/90359/20 0 NpeACTABAEHNN YTOYHEHHbBIX CBEAEHUN, B TOM
YMCAE, YTOYHEHHbIE PACHETHI 3ASIBASIEMOMN MPEeAEAbHOM OTNYCKHOW LieHbl HO
AEKAPCTBEHHbIE NPENAPATHI C YY4ETOM TPEOOBAHUM MOAMYHKTA «O» MYHKTA 39
MeToAMKN, C Y4ETOM ACQHHBIX MPEACTOBAEHHbBIX B MPUAOXKEHMM Ne 10 K
MeToAMKe.

B npeaAeAdax yCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 3AMPOCOM
PAC Poccum nHeopmMaums He NOCTYMAQ.

B CBSI13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUMN C NMOAMNYHKTAMU «B» M «» MYyHKTA
19 MPOBUA NMPEBbILLEHNE MPEACTABAEHHOM AASI FTOCYAQPCTBEHHOMN
PErMCTRAUNU NAU MEPEPRENMCTRALUNN NPEAEABHOM OTMYCKHOW LIEHDI
MPOUN3BOAMTEAST HO AEKAPCTBEHHBIV NPENAPAT HAA, LIEHOW, PACCYUTAOHHOW B
COOTBETCTBMM C [lpaBnAaMU 1 MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 14 [NpaBUA, SIBASIETCSI OCHOBAHUNEM
ANASI OTKA3A B COrAQCOBOHUM FOCYAQPCTBEHHOW PErMCTRALMM NPEAEABHOMN
OTMYCKHOW LIEHbBI MPOM3BOANTEAST HO AEKAPCTBEHHBIV MNPENAPAT.

T.B. Hmkeropoales






