PELLEHWE

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

B cooTBETCTBUM C MYHKTOM 13 1 MOAMYHKTOM «Q» MyHKTA 32 [NPpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATbLI, BKAKOYEHHDBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbBIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM [TDABUTEALCTBA POCCUNCKOWM
Peaepaumm oT 29.10.2010 Ne 865 (aanee — Mpasnaa), PeaepanbHAsI
OHTVMMOHOMOABHAS CAY>KOQA PACCMOTPEAQ AOKYMEHTbI, MPEACTOBAEHHBIE
nMcbMmammn MuHsapaesa Poccum ot 26.10.2020 Ne 20-4-4150220-c m

oT 15.12.2020 Ne 20-4-4150220-A0M, U NPUVHSIAQ peLlleHmne o6 OTKa3e B
COrAQCOBOHUM MPEAEABHbBIX OTMYCKHbIX LIEH, 3ASIBAEHHbBIX HO
nepepervctpaumio AO «[NPK ObHoeAeHMEe» (PoCcus), HO CAeAYoLLne
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEODOXOAMMbBIX V1 BADKHENLLIMX AEKAPCTBEHHbIX MPENAPATOB:

1. «XaoprekcmamnH» (MHH — «XAoprekcumamH»), pacTBop AASI MECTHOMO U
HapYy><HOro npumMmeHenust, 0.05%, 10 MA - ToBUK-KaneAbHMUbI (10) - nadku
KAPTOHHbIE, B pasmMepe 59,73 pyb.

2. «XnoprekcunamH» (MHH — «XAoprekcuamH»), pAcTBop AASI MECTHOIO U
HapY><HOro npumMmeHenust, 0.05%, 10 MA - TIOBUK-KaneAbHMLbI (5) - MaYKK
KAPTOHHbIE, B pasmepe 31,59 pyb.

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

B cootBeTCTBUM C NMYHKTOM 39 MEeTOAVKM pACHETA NPEAEAbHBIX OTIMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb >KN3HEHHO HEODBXOAMMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIN
NPEenapPATOB, YTBEPXKAEHHOW NMOCTAHOBAEHMEM [1PABUTEABCTBA POCCUNCKOMN
Peaepaumm o1 15.09.2015 Ne 979 (poanee — MeToAMKQ), MPEAENBHAOS
OTMYCKHAS LeHA MPOU3BOAUTEASI FOCYAQPCTBA - YAEHO EBpA3nNCKOro
3KOHOMMYECKOr0 COKO3A HO AEKAPCTBEHHBIM MPENAPAT NpU ee
nepeperncTraumm, MOAAEXKNT YBEANYEHUIO HO BEAUYUHY YAOROMKAHKS ChiPbS
1 MATEPUMAAOB, A TAKXKE HA BEAUNYNHY MBMEHEHMST HOKAOAHBIX PACXOAOB.

B cooteeTCcTBMM C NMYHKTOM 14 MpaeuA, PAC Poccum HONPABAEH 3AnMpPOC
oT 06.11.2020 Ne 13/96942/20 0 npe ACTOBAEHUNM YTOYHEHHDBIX CBEAEHU, B TOM



YUCAE YTOYHEHHbBIE PACHETHI 3ASIBASIEMbIX MPEAEABHBIX OTMYCKHbIX LIEH HO
AEKAPCTBEHHbIE MPENAPATHI C Y4ETOM TPEDOBAHUM NOAMYHKTA «Q» MyHKTA 39
MeToAMKN, C Y4ETOM ACQHHBIX, MPEACTOBAEHHbBIX B MPUAOXKEHMM Ne 10 K
MeTtoauke.

COrAnQCHO AOKYMEHTAM U CBEAEHMSIM, MPEACTOBAEHHBIM B OTBET HA
YKQ3OHHbBIM 3AMPOC, 3ASIBAEHHBIE BEAUYMHDBI YBEANYEHWS NPE AEAbHbBIX
OTMYCKHbIX LIEH HA BbILLEYKA3AHHbIE AEKAPCTBEHHbIE NpenapaThl (3,43 pyb. B
dOPME BbINyCKA «THOBUK-KANeAbHMLbI (10) - Na4YKmM KapTOHHbIE» 1 1,81 pyb. B
dOopMeE BbINYyCKA «TIOOUK-KANEAbHMLbBI (5) - NMAYKMN KAPTOHHbBIE®) MPEBbILLIAKOT
AronycTtmble (0,89 pyb. B dopme BbinyCKaA «TIOBUK-KaneAbHMLb! (10) - na4km
KAQPTOHHbIE» 1 0,67 pyb. B GOPME BbINyCKA «TIOOUK-KANEAbHMLBI (5) - NAYKUK
KAPTOHHbIE») C YYETOM BEAUNYMHDBI Y AOPOXKAHMST ChiPbsl M MATEPUAAOB MPU
OTCYTCTBUMN UBMEHEHMST HOKAQAHbBIX PACXOAOB, YTO MPOTUBOPEUNT
TPebOBAHUSIM NYHKTA 39 MeToAMKN.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «M» MYHKTA 19
[paBUA, NPeEBbLILLEHME MPEACTABASIEMOW AASI TOCYAQPCTBEHHOW perncTpaumm
NAV MepePErncTpRaLmMm npeAEAbHOM OTMYCKHOW LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.
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