PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 15.08.2022 Ne 25-7-4222726-C, 1 NPUHSIAG peLlleHne 06 OTKA3E B
COrAQCOBOHUN MPEAEABHOWM OTMYCKHOW LEHbI, 3ASIBAEHHOW HA PEermcTpaumo
AO «ABBA PYC» (Poccust), HO CAEAYIOLLNA AEKAPCTBEHHbBIV NPENAPAT,
BKAIOYEHHbBIM B NEPEYEHD MNIHEHHO HEOBXOANMbBIX 1 BOYKHEWLLINX
AEKAPCTBEHHbBIX NPENAPATOB:

«MHpaanamMma» (MHH - «MHAQRAMUAY), TABAETKM MOKPbITbIE 0B60OAOUKON, 2.5 Mr,
10 WT. - YNAKOBKW SIMEMKOBbBIE KOHTYPHbBIE (3) - NAYKM KOPTOHHBIE, B pA3MEpEe
135,54 py6b.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPEenapaT He
COraAaCcoBbIBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

B cooTtBeTCTBMM C NYHKTOM 8 [PABUA, B CAYHOE MPEACTOBAEHNST AEPYKATEAEM
NAU BAOAEABLEEM PEMMCTPALNOHHOIO YAOCTOBEPEHUSI ACKAPCTBEHHOIO
npenapaTta (YNOAHOMOYEHHBIM UM AULIOM) 3ASIBAEHMS O TOCYAQPCTBEHHOMN
PErMCTPAUMM AO NCTEYEHNS 3 A€T CO AHSI NPUHATUS MUH3APOBOM Poccum
peLleHnst 06 NCKAIOYEHNN N3 TOCYAQPCTBEHHOIO PeecTpa NMpeAEAbHbIX
OTMYCKHbIX LEH NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE
B NepeYeHb YKM3HEHHO HEOBXOAUMbIX 1 BODKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB (AQAEE — PEECTP), NPEAEABHON OTNYCKHOW LIEHbI HO
AEKAPCTBEHHBIM NPENAPAT 3ASIBAEHHAS NPEeAEAbHAS OTMYCKHAST LLEHA
MNPOM3BOAMNTEASI HE MOXKET MNPEBLILLATL PAHEE NCKAKOHYEHHYIO NPEAEABHYIO
OTMYCKHYO LiEeHY MPoun3poAnTEAS (Be3 y4eTa NPOon3BOACTBEHHOM NAOLLAAKN)
NCXOAS M3 CTOMMOCTU OAHOW AEKAPCTBEHHOW POPMbl COOTBETCTBYIOLLEN
AO3MPOBKN AEKAPCTBEHHOIO Npenapara.

COrAQCHO CBEAEHVSIM PEECTPA B OTHOLLEHNN AEKAPCTBEHHOMO NPenapaATA
«MIHAQMOMMAY B GOPME BbINYCKA «TABAETKM NOKPLITHIE OBOAOYKOM 2.5 Mr,

Ne 30» (per. ya. Ne P N0O03436/01) 23.09.2019 13 peecTpa BbIAG UICKAIOYEHO
LeHa B pasmepe 14,86 pyb. (B nepecyeTe HA 1 AEKAPCTBEHHYIO dopMmy - 0,495



pyo.).

Takmm 0BpA30M, 3ASIBAEHHAS HO PEMMCTPALMIO MPEAEABHAS OTMYCKHAS LIEHAO
MPOU3BOAUTEAST HO AEKAPCTBEHHBIV Mpenapart «MHAanamMmA» B popme
BbIMYCKA «TABAETKM MOKPbIThie 06oAo4YKOW 2.5 Mr, Ne 30» (per. ya. Ne P
NO03436/01) B pasmepe 135,54 pyb. (B nepecyeTe HAO 1 AEKAPCTBEHHYIO
dopmy - 4,52 py6.), NPeBLILLAET LEHY, UCKAIOYEHHYIO 13 peecTpa 23.09.2019,
YTO NPOTUBOPEUUT TPEDBOBAHMSIM NYHKTA 8 MMoaBUA.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaunm npeAeAbHOM OTMNYCKHOW LieHbl MPON3BOANTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasAaMU 1 MeTOAMKOW pacyeTa NpeAEAbHbIX OTMYCKHbIX LEH
MPON3BOAUTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAIOYEHHbBIE B MNepeYeHb
YKN3HEHHO HEOBXOAMMbBIX N BAPKHEMLLMX AEKAPCTBEHHbBIX MPENAPATOB,
YyTBEPIXKAEHHOW NOCTaHOBAEHMEM [paemTenbCcTBa Poccuimckom Peaepaumm
oT 15.09.2015 Ne 979, aBASIETCSI OCHOBAHMEM AASI OTKA3A B COrAQCOBAHMMN
roCyAQPCTBEHHOW perncTpaunm npeAeAbHOM OTMYCKHOW LeHbl
MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.
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