PELLEHWE

06 OTKO3e B COrAQCOBAHUM NMepeperncTpaLMm NPeAeAbHbIX OTMYCKHbIX LeH
NPOU3BOAUTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAIOYEHHbBIE B NEepeYeHb
YKNBHEHHO HEOBOXOAMMBIX V1 BODKHEWLLIVIX AEKAPCTBEHHBIX MPENAPATOR

B cooTtBeTCTBUM C NYHKTOM 9 OCOBEHHOCTEN TOCYAQPCTBEHHOIO
pPEryAnpOBAHUS MPEAEAbHBIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHmneMm lNMpaButenbcTea Poccuimckom Geaepaumm ot 31.10.2020

Ne 1771 (aanee — OcobeHHoCcTN), DepepaAbHAS AHTUMOHOMOABHAS CAY>KO6A
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 09.07.2021 Ne 20-4/1415, AAS1 OCYLLECTBAEHMSI SKOHOMUNYECKOTO AHAAM3A
npeAeAbHOW OTNYCKHOWN LeHbl MPOM3BOAMUTEAS HO AEKAPCTBEHHBIV NPenapar,
cooTseTcTBYyOWMM MHH «HUMOAMMNHY» , 3ASIBAEHHOW K NepeperncTpaumm
AEPKATEAEM UAM BAOQAEABLEM PEMMCTPALUMOHHOIO YAOCTOBEPEHMSI
nekapcTeeHHoro npenapata OO0 «ECKO OAPMA» (Poccus).

COrAQcHO NpeACTOBAEHHBIM AOKYMEHTAM U 3AKAKOHYEHNIO POC3APABHOA3OPA
oT 29.06.2021 Ne 01-35410/21 B OTHOLLIEHUNM AEKAPCTBEHHOIO MPENAPATA,
cooTteeTcTBytowero ¢ MHH «HumoaAnnnH», B @OpPME BbiNMyCKA «PACTBOP AAS
MHOY31N, 0.2 MIr/MA» BbISIBAEHBI PUCKM BO3HUKHOBEHUST ACDEKTYPbI B CBSI3N C
LEeHOOBPA30BAHNEM HA HETO.

[Mpn NnpoeeAeHUN aKoHOMUYEeCKoro aHaAmnda PAC Poccum BbISIBAEHO
NpeBbILLUEHNE 3ASIBASHHOM MPEeAEAbHOM OTNYCKHOW LeHbl MPOM3BOAMNTEAS HO
AEKAPCTBEHHBIN NMpenapaT ¢ MHH «HumoaunnH» (6e3 y4eTa TOMOYXKEHHOW
NOLUAMHBI M COOPOB 3a TOMOYKEHHOE ODOPMAEHME) HOA LLEHAOMU B
MHOCTPAHHbBIX rocyAapcTeax ([peuunst, PymbiHMS, Typuus, AHAKMW),
SIBASIIOLLIUMUC ST pedepeHTHbIMU AAS1 Poccumckom Qeaepaumn, B TOM YNCAE
CTPAHE NPON3BOACTBA.

Kppome Toro, 3asiBAeHHAs1 LeHA AEKQPCTBEHHOIO NPENAPATA NPEBRLILLAET
DAKTNYECKME LIEHBI BBO3A 3ASIBAEHHOIO AEKAPCTBEHHOIO npenaparta e 2020

roAY.

BmecTe ¢ tem, 3asButenemM oTkalaHo (mmcbmo OO0 «ECKO OAPMA» oT
21.07.2021 Ne EDP-55/2021) B nocTaBke B Poccuimckyto Peapepaumto
AEKAPCTBEHHOIO MNPENAPATA «HUMOMMH» MO LLEHAM, COOTBETCTBYIOLLM
YPOBHIO MUHUMOABHbBIX OTMYCKHbIX LIEH B BbILLEYKA3AHHBIX PEPEPEHTHbBIX
CTPQOHOKX.

YU4nTbIBASI MBAOXKEHHOE, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 12
OcobenHocTen, PAC Poccum npuHGTo pelueHmne o6 OTKA3e B COrAQCOBAHU



nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHBI HO CAEAYIOLLIMN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIE B MEPEYEHb YKM3HEHHO HEOBXOAMMBIX
N BODKHENLLMX A€KAPCTBEHHbBIX MPENAPATOB:

«HumMmonmH» (MHH — «HuMoAMMIMHY), PACTBOP AAS MHOY3UIA, 0.2 Mr/MA, 50 MA,
DAQKOHbI TEMHOIo CTeKAQ (1) — /B KOMMNAEKTE C TPYyOKOM COEeANHUTEABHOMN
NOANSTUAEHOBOW AAS MHPY3OMATA / NAYKM KAPTOHHDBIE, ASPYXKATEAD UAU
BAOAEAEL PEMMCTPALUMOHHOIO YAOCTOBEPEHUSI AEKAPCTBEHHOIO NPENAPATA
OO0 «ECKO GAPMA» (Poccust), Npomn3BoACTBO (BCce cTaanm) CumMnekc
®apma MeT. AtA. (MHAMS), B pasmepe 611,95 pyb.

[.[. MarasmHoe



