PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOM PEMMCTPALMM U NEPEPETNCTRALMM MPEAEABHDBIX OTMYCKHbIX
LeH NpOn3BOANTEAEN HO AEKAPCTBEHHbIE NPENnAPAThl, BKAKOYEHHbBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB, YTBEPMAEHHbBIX MOCTAHOBAEHMEM [1PABUTEABCTBA POCCUINCKOMN
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 09.08.2022 Ne 25-7-4220364-C, 1 MPUHSIAQ peLlleHne o6 OTKA3e B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepepermnctpaumo OAO «AarbxMmeapm» (Poccust), HO CAEAYIOLLLINA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BODKHENLLMX AEKAQPCTBEHHbBIX MPENAPATOB:

«ANesoprokcaumH» (MHH - « AeBODAOKCALUMHY), TOBAETKM NOKPbITbIE
nAeHo4YHOM 0B6oAo4UKkor, 500 Mr, 10 WT., YNAKOBKM si4EMNKOBbIE KOHTYPHbIE (1)
MNAYKM KOPTOHHbIE, B padmepe 509,63 pyb.

[peAeAbHQAST OTMNYCKHAS LeHA HA BblLLIEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAeAYOWNMM OCHOBOHMSIM,

B cooteeTCTBMM C NYHKTOM 31 PABUA, 3QSIBAEHHAS K NepeperncTpaumm
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOIO, BUOAHAAOrOBOIro
(6ronoAOBHOr0) AEKAPCTBEHHOMO NPENAPATA NOCAE NepePErncCTRaLnmM He
MOYKET ObITb BbiLLE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MNPOUN3BOAUTEAST HO PeDEPEHTHBIN AEKAPCTBEHHBIN NPEnApPAT, ONpeAEAEHHOM
B COOTBETCTBUM C MEeTOAMNKOM pacCHEeTA MNPEAEAbHBIX OTMYCKHbIX LiEH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeyeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHEMLLMX AEKAPCTBEHHbBIX MPENAPATOB,
YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [paeutenbcTea Poccumckom Peaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCTBUM C MCbMOM OIBY «HLUSCMI» MuHaapaea Poccum ot
26.07.2022 Ne 17519, npe ACTABAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIV AEKAPCTBEHHbBIV NPENAPAT SIBASIETCS]
BOCMPOU3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHBIM MPENAPATOM AASI KOTOPOIO SIBASIETCSI AEKAPCTBEHHDBIN



npenapaT «TABAHUK», B AEKAPCTBEHHOM QOPME «TADAETKU, MOKPLITHIE
NAeHO4YHOW 06oAo4UKom, 500 Mr» (BAOAEAEL, AU AepdKkaTenb PY - CaHopu
ABeHTMC AonunaHp TveX, Frepmanms) (MN012242/01 ot 11.08.2011).

PAC Poccum B xopae 9KOHOMMYECKOTO AHAAM3A YCTAHOBAEHO, YTO
3QIBAEHHAOS K MepeperncTpaumm npeAeAbHAs OTNyCKHAS LLeHA
MPOU3BOAUTEAS MPEBLILLAET NPEAEAbHYIO OTMYCKHYIO LeHy NMPOU3BOAUNTEAS HA
BblLLEYKA3AHHbIV pedepeHTHbI ASKAPCTBEHHbIV NPENAPAT, YTO MPOTUBOPREYNT
NyHKTY 46 MeToANKN,

B CBS131 C M3AOYKEHHBIM, B COOTBETCTBUM C NMOAMYHKTOM «M» MYHKTA 19 MPABUA,
NPEBbILLEHME NMPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PETMCTRALMN AU
nepeperncTpaLmm npeAeAbHOM OTMNYCKHOM LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUUN TOCYAQPCTBEHHOW PerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHDBIV NPEnApAT.
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