PELLIEHNE

06 OTKA3€e B COrACICOBOHMN MPEAEAbHBIX OTMYCKHbIX LEH MPOOV3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATh, BKAKOYEHHbIE B NepedeHb KM3HEHHO HEOBXOANMbBIX U
BAKHENLLNX AEKAPCTBEHHbIX MPenapaToB

B cooTteeTCcTBUM C NMYHKTOM 13 [NPABUA FrOCY AQPCTBEHHOW PEMMCTRALMN U
nepeperncTpaumm NPEeAEAbHbBIX OTMYCKHbIX LLEH MPOU3BOAUTEAEN HO AEKAPCTBEHHDIE
NPENAPATbI, BKAKOYEHHBIE B MEPEYEHD MNIHEHHO HEOBXOAUMbBIX 1 BAYKHENLLMX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHMEM [TPABUTEABCTBA
Poccumckom Qeapepaumm ot 29.10.2010 Ne 865 (aanee — Mpaeumaa), PeaepanbHOs
OHTMMOHOMOABHAST CAY>KBA PACCMOTPEAQ AOKYMEHTbI, MPEACTOBAEHHBIE MUCbMAOMY
MuHaapasa Poccunm ot 11.09.2023 Ne 25-7-4262196-c, ot 02.10.2023 Ne 25-7-4262196-p0M,
N NPUVHSAQ peLleHmne o6 oTKase B COrAQCOBAHMU MPEAEABHOM OTMY CKHOM LIEHHI,
3ASIBAEHHOW HO PEMMCTRAUMIO AEPIKATEAEM UAM BAOAEABLEM PEMMCTPALUMOHHOMO
YAOCTOBEPEHMS AeKapCcTBeHHOro npenapata OO0 «Axoaac Ikcnomnm» (Poccus),
NPOUN3BOACTBA (BCE CTAAMM) AdKOAAC DKcnoum MeT. ATA (MHAKS), HO CAEAYIOLLINIA
AEKOPCTBEHHBIN NPENAPAT, BKAKOYEHHBIV B NEPEYEHD YKNZHEHHO HEODXOAMMBbIX U
BODKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:!

AokkaAHTOA (MHH — Mpa3nkBAHTEA), TABAETKM, MOKPbLITbIE MAEHOYHOM 06 oACHKOWM, 600
Mr, 4 LUT. - YNOKOBKM SIHEMKOBbIE KOHTYPHbIE (1) - MAYKM KAPTOHHbIE, B pA3Mepe
867,16 py®o.

[MpeAeAbHAs OTMNYCKHAS LleHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAaCoBbIBAETCS MO CACAYOLWLMM OCHOBAOHMSIM,

M NPoBEAEHNN SKOHOMMYECKOrO AHAAM3A DAC Poccum BhISIBAEHO NPEBbILLIEHNE
3ASIBASIEMOWN MPEAEABHOM OTMYCKHOW LIEHBI HA BbILLEYKA3AHHbIN AEKAPCTBEHHbLIN
NPEenapPaT HOA LEHON, PACCYUTAHHOM B COOTBETCTBUM C TPEOOBAHNSIMM NYHKTOB 31-33
MeTOAMKN PACHETA MPEAEABHBIX OTMYCKHbIX LLEH MPOU3BOAUTEAEN HO AEKAPCTBEHHDbIE
NPEenAPAThl, BKAKOYEHHBIE B MEPEYEHD YKN3HEHHO HEODXOAUMbBIX 1 BAYKHEWNLLINX
AEKAPCTBEHHbIX MPENAPATOB, YTBEPXKAEHHOM MOCTAHOBAEHMEM [1DABUTEABCTBA
Poccuimckom Gepepaumm ot 15.09.2015 Ne 979 (Aanee — MeToanKa).

B cooteeTcTtBMM C NyHKTOM 14 [MNpasmua GAC Poccrm HanpaBAeH 3anpoc ot 29.09.2023
Ne TH/79655/23 0 NpeAOCTABAEHNM YTOYHEHHBIX PACHYETOR MPEAEABHOM OTMYCKHOM LIEHDI
B COOTBETCTBUM C TPEBOBAHNSIMU MYHKTOB 31-33 MeToAUKM.

BmecTe € TeM, yTOYHEHHbIE 3ASIBASHHBIE MPEAEAbHbBIE OTMYCKHbIE LeHbl HEe NpUBEAEHDI B
COOTBETCTBME C y4ETOM TPEOOBAHMM NMYHKTA 31 MeToAMKN. B pacyeTax 3asiBUTEAS],
NPEACTABAEHHbIX HA BblLLEYKA3AHHbIM 3anpoc GPAC Poccmm HEKOPPEKTHO PACCUYMTAH
KO3DPUUMEHT nepecdeTa ¢acoeku Ko.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMU C NMOAMYHKTOM «M» MYHKTA 19 [MpaBmA
NPEBbILLEHNE NPEACTABASIEMON AAS TOCYAQPCTBEHHOW NEPEPErNCTRALNM MPEAEABHON
OTMYCKHOM LEHbI MPOUN3BOANTEASI HO AEKAPCTBEHHbBIN MPENAPAT HAA LEHON,
PACCYNTAHHOM B COOTBETCTBUM C [TpABUAAMU 1 METOAMKOM, SIBASIETCSI OCHOBAHMEM AAS
OTKA3Q B COrAQCOBQAHMM rOCY AQPCTBEHHOW PErMCTRALUM NPEAEABHOW OTNYCKHOW LEHbI



MNPOV3BOAUTEAS] HO ASKOPCTBEHHbBIN MPEnapaT.
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