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 NYHKTAMU 13 1 MOAMYHKTOM «O» MYyHKTA 32 [MpaBMA
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 - MNMpaenaa), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuH3apaea Poccum oT 12.10.2020 Ne 20-4-4150392-c 1 ot 09.11.2020
Ne 20-4-4150392-pA00M, U NPUHSIAG pelleHne 06 OTKa3e B COrAQCOBOHUM
NpPeAEAbHBIX OTMYCKHbIX LIEH, 3ASIBAEHHbIX HO Nepepernctpaumio AO «MOK
O6HoBAeHME» (POCCUS), HO CAEAYIOLLME AEKOPCTBEHHbIE NPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKU3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVIX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «FAnUmH PeHeean» (MHH — «FAMUMHY), TABAETKM 351LLEYHBIE 1 MOADBSI3bIYHbIE,
100 Mr, 14 WwT. - YNAKOBKWM SI4ENKOBbIE KOHTYPHbIE (4) - NAYKM KAPTOHHbIE, B
pasmepe 28,51 pyo.

2. «AMuyH Peresan» (MHH — «FAMUMHY), TOBAETKM 34LLEYHBIE U MOADBSI3bIYHbIE,
100 mr, 10 WIT. - YNAKOBKWM SIMENKOBbIE KOHTYPHbIE (D) - MAYKM KAPTOHHbIE, B
pasmepe 26,43 pyb.

3. «FAMUMH PeHeran» (MHH — «FAMLMHY), TOBAETKM 351LEeYHBIE 1 MOADBSI3bIYHbIE,
100 Mr, 14 WT. - YNAKOBKWM SI4ENKOBbIE KOHTYPHbIE (2) - MAYKM KAPTOHHbIE, B
pasmepe 14,78 py®o.

4, « AmumH PereBan» (MHH — «TAMUMHY), TOBAETKM 34LLEYHbIE U MOADBSI3bIYHbIE,
100 mr, 10 WIT. - YNAKOBKWM SI4ENKOBbIE KOHTYPHbIE (3) - MAYKM KAPTOHHbIE, B
pasmvepe 15,86 pyo.

[MoeAeAbHbIE OTNYCKHbIE LieHbl HO YKA3AHHbIE AEKAPCTBEHHBIE MPEnapaThl He
COIrAOCOBbIBAKOTCS MO CASAYIOLLMM OCHOBAHMSIM.,

B cooTtBeTCTBMM C NMYHKTOM 39 MeToAVKM pacHeTa NpeAEAbHbIX OTIMYCKHbIX
LeH NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOOXOAMMBIX 1 BADKHENLLVX AEKAPCTBEHHDIN
NPenapaAToB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUMNCKON
Peaepaumm o1 15.09.2015 Ne 979 (poanee - MeTOAMKQ), MPEAEABHAS
OTMYCKHAS LeHA MPOM3BOANTEASI FOCYAQPCTBA - YAEHO EBpA3nNCKOro



SKOHOMMYECKOrO COK3A HAO AEKAPCTBEHHbBIN MPENAPAT NpU ee
nepeperncTPaLMn, MOAAENKNUT YBEAUYEHNIO HO BEAVNYMHY YAOPOXKOHMS ChipbS
N MATEPUOAOB, A TAKKE HA BEAUNYMHY U3MEHEHMST HOKAOAHBIX POCXOAOB.

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

oT 21.10.2020 Ne TH/91684/20 0 npe ACTOBAEHNN YTOYHEHHbBIX CBEAEHUN, B TOM
YUCAE, YTOYHEHHbBIE PACHETHI 3ASIBASIEMOMN MPEAEABHOM OTNYCKHOW LIEeHbl HO
AEKAPCTBEHHbIE MPENAPATHI C YY4ETOM TPEOOBAHMM MOAMYHKTA «O» MYHKTA 39
MeTOAMKN, C YH4ETOM AQHHbBIX MPEACTABAEHHbBIX B MPUAOXKEHMM Ne 10 K
MeToaMKe.

BmecTe ¢ TeM, NPe ACTABAEHHbBIE HA BbllLeyKa3aHHbIM 3anpoc GPAC Poccum
YTOYHEHHbIE PACYETHI HE COOTBETCTBYIOT TPEOOBAHMSIM NYHKTA 39 MEeTOAMKMN.
PakTnyeckoe yBeAnYeHMe LieH HA CbIPbé U MATEPUAAbI, UICMOAb3YyEMOE MPW
NPOUN3BOACTBE BblLLEYKA3AHHOrO NpenapaTa, COrAQCHO
OTKOPPEKTUPOBAHHOMY MPUAOYXKEHMIO Ne 10 K MeToAUKE, HYKE 3ASIBAEHHOTO
POCTA 3APEMMCTPUPOBAHHBIX MPEAEABHbBIX OTMYCKHbIX LEH HA BbILLEYKA3AHHbIE
AEKAPCTBEHHbIE MPENAPATHI.

B CBSI131 C BbILLEUN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[oOBUA, NPEBLILLEHNE MPEACTABASIEMON AASI TOCYAQPRCTBEHHOW PErNCTRALNN
NAV MepeperncTpaummn npeAeAbHOM OTNyCKHOM LEeHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUU TOCYAQPCTBEHHOW PEerncTpaunm npeAeAbHOM OTryCKHOM
LeHbl MOOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapPAar.
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