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
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum o1 08.10.2020 Ne 20-4-4149514-C, 1 NPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asiBA€HHOM Ha nepeperncTpaumio AO «[PK ObHoBAeHMe» (Poccus), Ha
CAEAYIOLLNT AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD YKN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«MeToknonpamma» (MHH — «MeTtokaonpamma»), Tabaetkn, 10 mr, 14 wr. -
YNOKOBKWN SIHEMKOBbLIE KOHTYPHbIE (4) - NAYKM KAPTOHHbIE (C YY4ETOM BCEX
LUTPUX-KOAOB, HOHECEHHBIX HO BTOPUYHYIO (MOTPEBUTEABCKYIO) YIAKOBKY), B
pasmepe 26,60 pyo.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbIBAKOTCS MO CAEAYHOLLMM OCHOBAHKSIM.

B cooTtBeTCTBMM C NyHKTOM 39 MeToAMKM pacyeTa NpeAESAbHbIX OTMYCKHbIX
LIeH NPOV3BOAUTEAEN HO AEKOPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B
nepeYeHb >KM3HEHHO HEODBXOANMbBIX U BOMKHENLLMX ASKAPCTBEHHbIN
NPEenapPATOB, YTBEPXKAEHHOM MOCTAHOBAEHMEM [TPOBUTEABCTBA POCCUMCKOM
Peaepaumm ot 15.09.2015 Ne 979

(pronee — MeToAnKA), MPEeAEAbHAST OTMYCKHAS LEHA MPOU3BOANTEAS
FOCYAQPCTBA - YAEHA EBPA3MINCKOro 9KOHOMNYECKOro CO3a HA
AEKAPCTBEHHBIM MPENAPAT MNPU ee nepeperncTpaumm, NOAAEKUT
YBEAUYEHMIO HO BEAVNYMHY Y AOPOXKAHMS ChIPbST M MOTEPUAAOB, A TAKXKE HA
BEAVYMNHY U3MEHEHMS HOKAOAHBIX PACXOAOB.

B cootBeTcTBUM C NyHKTOM 14 Mpasua, DAC Poccum HaNPABAEH 3anpocC

oT 22.10.2020 TH/92007/20 0 npe ACTABAEHNN YTOYHEHHBIX CBE AEHWMN MO
HECOOTBETCTBMIO MPEAOCTABAEHHBIX AQHHbBIX, YKA3OHHBIX B MPUAOXKEHMN Ne 7 K
MeToAVKE M NO PACYETY YBEANYEHUS 3ATPAT HO MATEPUAAbI, UICMOAb3YEMbBIE
MPEU MPOM3BOACTBE 3ASIBAEHHOIO AEKAPCTBEHHOIO NpenapaTta («[AeHKa
MOANSTUAEHOBAST TEPMOYCAAOHYHASI, «IHCTPYKUMS MO NPUMEHEHMIO», «[1a4Ka



KAPTOHHASI», «DTUKETKA HA SILLIMK®).

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHbBIM 30MPOCOM
OAC Poccum nHOopMaLms He NOCTYMAQ.

B CBSI13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMU «B» U «» MYHKTA
19 lNpaBnA NMpeBbILLEHVE NPEACTABAEHHOW AASI TOCYAQPCTBEHHOW
PErncTPAUnM NAMN NepeperncTpaunm NpeAeAbHOM OTMNYCKHOW LIeHb
MPON3BOAMTEAS HO AEKAPCTBEHHBIV NPENAPAT HAA LIEHOW, PACCHYUTAHHOW B
cooTBeTCcTBMM C [lpaBnaaMn 1 MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEeAYCMOTPEHHbBIX MYHKTOM 14 [NpABUA, SIBASIETCSI OCHOBOHNEM
ANS OTKA3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErncTpaulmm npeAeAbHON
OTMNYCKHOW LIEHbl MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.
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