PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN
HO A€KAPCTBEHHbIE MPEenapaAThl, BKAKOYEHHbIE B NepeYeHb >KM3HEHHO

HEODOXOAMMbIX 1 BAYKHENLLINX NEeKAPCTBEHHbIX MPenaparonb

B cOOTBETCTBUM C MYHKTOM 13 1 MOAMYHKTAMM «O» U «B» MYHKTA 32 [NpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATbLI, BKAKOYEHHDBIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbBIX 1 BAPKHENLLIMX AEKAPCTBEHHbIX
NPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHNEM [TDABUTEALCTBA POCCUNCKOWM
Peapepaumm oT 29.10.2010 Ne 865, DeaepaAbHAST AHTVMOHOMOABHAST CAYXKO6Q
PACCMOTPEAD AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMOM MUH3APOBA Poccumn
oT 08.09.2022 Ne 25-7-4218431-C, U NPUHSIAQ peLlleHne 06 OTKa3e B
COrAQCOBOHUW NPEAEABHbBIX OTMYCKHbIX LEH, 3ASIBAEHHbIX HO
NnepeperncTRaLMIO AEPXKATEAEM UAU BAOAEABLEM PEMMCTPALMOHHOTO
yaocTtoeepeHns OOO «TpeyroAbHMK» (Poccust), NPOM3BOACTBA (BCE CTAANN)
AO «[MOK Ob6HoBAEHMEY (POCCKS), HO CAEAYIOLME AEKAPCTBEHHbBIE
NPEnAPAThl, BKAKOYEHHBIE B MEPEYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB:

1. Auetmacaamumaoeast KucAota Kapano (MHH — ALueTUACOAMLMAOBASI
KUCAOTQ), TABAETKMN KULLEYHOPACTBOPUMbBIE, MOKPbLITbIE MAEHOYHOW
obonoukow, 100 Mr, 15 WT. - YNAKOBKM SIHENKOBBIE KOHTYPHbBIE (2) - MAYKM
KAPTOHHbIE, B pasmepe 70,17 pybaen.

2. Auetnacaamumaoeast kncaota Kapamo (MHH — AueTUACAAMLMAOBQSI
KUCAOTQ), TABAETKMN KULLEYHOPACTBOPUMDBIE, MOKPbLITbIE MAEHOYHOW
obonoukowm, 100 mr, 10 WT. - YNOKOBKM S1HEMKOBbBIE KOHTYPHbIE (3) - MAYKM
KAQPTOHHblE, B pasmepe 70,17 pybaen.

[oeAeAbHbIE OTMYCKHbIE LIEHBI HO BbILLEYKA3AHHbIE AEKAPCTBEHHbBIE
npenapaTbl HE COrAACOBbIBAKOTCS MO CASAYIOLLM OCHOBAHNSIM.

B XoA€ 9KOHOMUMYECKOTO OHAAM3A YCTAHOBAEHO, YTO NPEACTABAEHHbIE
AOKYMEHTbI 1 pACHETbI 3ASIBAEHHbBIX MPEAEAbHBIX OTMYCKHbIX LEH
NPOV3BOANTEASI HE COOTBETCTBYIOT TPEOOBAHMSIM MOAMYHKTA «Q» MYyHKTA 39
MeToAVK/ pacHeTA NPEeAEAbHBIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHb MIN3HEHHO
HEODBXOAMMbBIX U BADKHENLLVX AEKAPCTBEHHbIX MPENAPATOB, YTBEPIKAEHHOMN
NOCTAHOBAEHMEM [NpaBuTEAbCTBA Poccumckom Peapepaumm ot 15.09.2015 Ne
979 (panee — MeToAMKA), A TAKXKE MOAMYHKTA «O» MYyHKTA 35 [TpaBUA,

B o710 CBSI3K, B COOTBETCTBUM C NyHKTOM 14 lMNMpasnA PAC Poccum HONpPAOBAEH



3anpoc oT 29.09.2022 Ne TH/90123/22 0 NpeAOCTABAEHUN YTOYHEHHbIX
PACYETOB MPEAEAbHbBIX OTMYCKHbIX LIEH 1 HEAOCTOIOLLMX AOKYMEHTOB B
COOTBETCTBUU C TPEOOBAHMSIMN MEeTOAUKN U MNPOBUIA.

QAC Poccum BHISIBAEHO, YTO 3ASIBUTEAEM HE MPEACTABAEHBI AOKYMEHTHI,
MNOATBEPXKAQIOLLUX YBEAUYEHNE CTOVMOCTU CbIPbS1, B CBSI3N C YEM,
3QSIBAEHHbBIN POCT MPEAEABbHbBIX OTMYCKHbIX LeH (12,72%) HA BbllLEYKA3AHHbIE
AEKAPCTBEHHbBIE MNPENAPATHI, HKE BEAUNYMHBI PAKTUHECKOr O YAOPOXKAHMSI
cblpbst U matepranos (11,81 %).

B CBS31 C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOANYHKTOAMU «O» N «M»
NyHKTA 19 MpABUA, MPEACTABAEHNE AOKYMEHTOB HE B MOAHOM O0B6beme 1 (MAW)
HEMOAHOTA COAEPKALLMXCS B HAX CBEAEHUNN, A TAK)KE MNPEBbLILLEHNE
MPEACTOBASIEMOM AASI TOCYAQPCTBEHHOW PETMCTPALMMN UAK
nepeperncTpaunm npeAeAbHOM OTNYCKHOW LIEHbI MOOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCYUTAHHOW B COOTBETCTBUMN C
[NpoaBnAaMU 1 MEeTOAUKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBQOHMM TOCYAQPCTBEHHOW NepeperncTpaunm npeAeAbHOM
OTMYCKHOW LIEHDBI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.

H.®. TOAMMXQHOBAO



