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
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 23.08.2022 Ne 25-7-4221614-C, 1 NpUHSIAQ pelleHne 06 OTKa3E B
COMAQCOBOHUM MPEAEABHbBIX OTMYCKHbIX LIEH, 3ASIBAEHHOW HA
nepepernctpaumo OO0 «Bendapm» (Poccust), HO CAEAYOLLME
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «Mapauetamon Beapapm» (MHH - «[apauetamons), TabaeTtkn, 500 mr, 10
LUT. YIIAKOBKW SIMEMKOBbBIE KOHTYPHbIE (2) NAYKM KAPTOHHbIE, B pa3smMmepe 55,25

pyob.

2. «[MapaueTamon Beadvapm» (MHH — «[Napauetamon»), TabaeTkmn, 500 mr, 10
LUT. YIAKOBKW SIMEMKOBbBIE KOHTYPHbIE (3) NAYKM KAPTOHHbIE, B pasmMepe 82,61

pyob.

[lpeAeAbHble OTMYCKHble LEeHbl HA BbilLeYKA3AHHbIM ASKAPCTBEHHBIV NpenapaT
HE COIrAAQCOBbIBAKOTCSI MO CAeAYIOWMM OCHOBOHUSIM.

B cooteeTCTBMM C NMYHKTOM 31 MPABUA 3QSIBAEHHAS K NepeperncTpaumm
NPEeAEAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOIO, BUOAHAAOrOBOIrO
(6ronoAOBHOr0) AEKAPCTBEHHOIO NPENAPATA NOCAE NeEpEePErnCTRALUM HE
MOYKET ObITb BbiLLE 3APEMMCTPUPOBAHHOM NPEAEABHOW OTMYCKHOM LIEHDI
MPOU3BOAUTEAS HO PEDEPEHTHBIN AEKAPCTBEHHbBIN MPENAPAT, ONPEAEAEHHON
B COOTBETCTBMMN C MeTOAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LEeH
NPOU3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeyeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHENLLVX AEKAPCTBEHHbBIX MPENAPATOB,
YTBEPXKAEHHBIX MOCTAHOBAEHMEM [NpaeuTteabcTBa Poccuimnckon Qeaepaumm
oT 15.09.2015 Ne 979 (Aanee — MeToAMKQ).

B cootBeTCcTBUM C MCbMOM OIBY «HLUSCMI» MuHaapaea Poccum ot



05.08.2022 Ne 18493, npe ACTABAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBAEHHbIVN AEKAPCTBEHHbBIV NPENAPAT SIBASIETCS]
BOCMPOM3BEAEHHBIM AEKAPCTBEHHBIM MPENAPATOM, PEDEPEHTHBIM
AEKAPCTBEHHBIM MPENAPATOM AASI KOTOPOIO SIBASIETCSI AEKAPCTBEHHDBIN
npenapaT «[TAHAAOA», B OPME BbiNyCKA «TABAETKM, MOKPbLIThIE NMAEHOYHOWM
obono4kom, 500 Mr» BAOAEAEL, AU AEPXKATEADb PEMMCTPALUMOHHOIO
yaocToeepeHnst AO « AakcoCmMmutKaamH Xeackepr», Poccus, Ne [1 N0O14409/01
oT 06.11.2008.

PAC Poccum B Xxopae 9KOHOMMYECKOTO AHAAM3A YCTAHOBAEHO, YTO
3QS5IBAEHHbIE K NMepeperncTpaumm npeAeAbHble OTMyCKHble LeHbl
MNPOUN3BOANTEAS MPEBBILLAIOT MPEAEABHYIO OTNYCKHYHO LIEHY NMPOUN3BOAUTEAS
HQ BblLLeYyKA3AHHbIN pedepEeHTHbIN AeKAPCTBEHHbBIM MPENApPAT, YTO
NPOTMBOPEYUNT NMYyHKTY 46 MeTOoAMNKN.

B CBS131 C M3AOYXKEHHBIM, B COOTBETCTBUM C NMOAMYHKTOM «M» MYHKTA 19 MPABUA,
NPEBbILLEHME NMPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PETMCTRALMN UAU
nepeperncTpaumm npeAeAbHOM OTMNYCKHOW LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW PEerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl MPOM3BOAMTEAS] HO AEKAPCTBEHHDBIV NPEnApAT.

.. MarasmnHos



