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
nMcbMamm MuHsapasa Poccuim ot 12.10.2020 Ne 20-4-4149757-c n

oT 09.11.2020 Ne 20-4-4149757-A0M, N NPUHSIAQ peLlleHmne o6 OTKa3e B
COrAQCOBOHUM MPEAEABHOW OTMYCKHOM LieHbI, 3asiBAeHHOM AO «[MOK
O6HoBAeHME» (POCCUS), HO CAEAYIOLLMN AEKAPCTBEHHbBIM NPEnapPaAT,
BKAIOYEHHbBIN B NEPEYEHD MUBHEHHO HEOBOXOANMbBIX 1 BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«MmanokapnmHy (MHH — «[TMAOKQPAMHY), KOMAW FTAQ3HBIE, 1%, 5 MA, - TIOOUK-
KaneAbHuUpbl (1) - NO4YKM KOPTOHHbBIE, B pasmMepe 33,36 pyob.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPEenapaT He
COraAaCcoBbIBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

B cooTtBeTCTBMM C NYHKTOM 39 MEeTOAVKM pACHYETA NPEAEABHBIX OTMYCKHbIX
LEH NPON3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAIOYEHHbBIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbBIX 1 BOYKHENLLIMX AEKAPCTBEHHbBIV
NPEnAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peaepaumm ot 15.09.2015 Ne 979

(Aanee — MeToaAnKQ), NpeAEeAbHAS OTMYCKHAS LeHA MPOUN3BOAUTEAS
rOCYAQPCTBA - YAEHA EBPA3MMCKOro 3KOHOMMYECKOro COK3a HA
AEKAPCTBEHHbBIM MPENAPAT MPY €e NepeperncTraUnm, MOAAEKUT
YBEAVNYEHUIO HO BEAUYMHY YAOPROXKAHMS ChIPbS 1 MOTEPUAAOB, A TAKKE HAO
BEAVUYNHY M3MEHEHMST HOKAQAHBIX PACXOAOB.

B cooteeTCcTBMM C NMyHKTOM 14 MpaeuA, PAC Poccum HONPABAEH 3AMPOC

oT 28.10.2020 Ne [13/93931/20 0 npe ACTABAEHNM YTOYHEHHbBIX CBEAEHWNI, B TOM
YUCAE YTOUYHEHHbIE pACHETHl 3ASIBASIEMOW NMPEeAEABHOM OTMYCKHOW LIeHbI HQ
AEKAPCTBEHHbBIV MNPENAPAT C Y4EeTOM TPEDOBAHUM MOAMYHKTA «Q» MYyHKTA 39
MeToAMKN, C YHETOM AQHHBIX, MPEACTABAEHHbLIX B MPUAOXKEHMM Ne 10 K
MeToAMKe.

BMecTe C TeM, YTOYHEHHAS 3A9IBASHHAS MPEeASAbHAS OTMYCKHAS LIEHA He



NEVBEAEHA B COOTBETCTBME C TPEOOBAHMSIMY NYHKTA 39 MeToOANKN, B TOM
YMCAE NPEACTABAEHHBIMW HA BbiLLEeYyKA3aHHbIM 3anpoc GPAC Poccumn
AOKYMEHTAMU,

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[ToaBUA, NPEBbILLEHNE NPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PErNCTRALNN
NAU MepeperncTpaumn npeAeAbHON OTNyCKHOM LiEeHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIW MPEnapAar.
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