PELLIEHVE
06 OTKA3e B COrAQCOBOHNM MPEAEABHBIX OTMYCKHbIX LEH MPON3BOANTEAEN HA
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbBIE B MEPEYEHb YKUNIHEHHO
HEOBXOAVMbBIX 1N BAPKHENLLNX AEKAPCTBEHHBIX MPENAPATOB

B cootBeTCTBUM C NMYHKTOM 13 [PABUA TOCYAQPRCTBEHHOW PEMMCTRALNN U
nepeperncTpaunm NpeAeAbHbIX OTMYCKHbIX LEH NPOM3BOAUTEAEN HA
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEOBXOANMbBIX N BODKHENLLVX AEKAPCTBEHHBIX NPENAPATOB, YTBEPMKAEHHbBIX
NOCTAHOBAEHMEM [NpaBUTEABCTBA Poccumckonm Peapepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAST GHTUMOHOMOABHASI CAYXKOA
PACCMOTPEAA AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MUH3APOBA PoOCccum
oT 18.11.2022 Ne 25-7-4218200-C 1 NPUHSIAQ peLlleHne 06 OTKA3E B
COrAQCOBOHUN MPEAEABHBIX OTMYCKHbIX LiEeH, 3ASIBAEHHbIX HQ
nepeperncTpaLmio AEPXKATEAEM NAV BAOAEABLEM PETMCTPALUMOHHOIO
YAOCTOBEPEHUS AEKAQPCTBEHHOIO npenapaTta Bokxapa Avmutea (MHANSD),
NPOoOn3BOACTBA (BCe cTaaMM) VIBX PAH HO CcAeAytOLLME AEKAPCTBEHHbIE
NPENAPAThI, BKAKOYEHHBIE B MEPEYEHDb YKUZHEHHO HEODXOAMMBIX U BOYKHEMLLIX
AEKAPCTBEHHbIX MPENAPATOB:

1. «BoayAnm-P» (MHH — «/HCYAMH paCTBOPUMBIV (HEAOBEYECKNN FTEeHHO-
MHYKEHEPHbBIN)»), PACTBOP AAS MHbeKUuMA, 100 ME/MA, 3 MA - lUNpUU-py4kmn (5)
— MAYKM KAPTOHHbIE, B padmepe 1077,47 pybo.

2. «BosyAnm-P» (MHH — «MHCYAMH pACTBOPUMBIN (HEAOBEYECKNIN TEHHO-
MHYKEHEPHbBIN)»), PACTBOP AAS MHbeKUuMA, 100 ME/MA, 3 MA - lunpuvu-pyykm (1)
— MNAYKM KAPTOHHbIE, B pasmepe 215,49 pyb.

[peAeAbHble OTMYyCKHble LeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

[Mpn NpoeeAeHUN aKoOHOMUMYEeCKOro aHaAn3a PAC Poccum BbISIBAEHO
NpPeBbILLEHME 3AsIBASIEMbBIX MPEAEAbHBIX OTMNYCKHbIX LLEeH HA BblLLEeYKA3AHHbIV
AEKAPCTBEHHBIN MPENAPAT HOA LEHOMWU, PACCYUTAHHBIMW B COOTBETCTBUN C
TPEOOBAHMSIMM MOAMYHKTA «Q» NYHKTA 14 11 NyHKTA 32 MeToAMKM pacyeTa
NpPeAEAbHbBIX OTMYCKHbBIX LLEH MPOUN3BOANTEAEN HO AEKAPCTBEHHBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKU3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVIX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEPYKAEHHOW MOCTAHOBAEHMEM
MpaeutenbcTea Poccumckom Gepepaumm ot 15.09.2015 Ne 979 (poonee —
MeToAMKQ).

B cooteeTcTBMM C MncbMoM OIBY «HLISCMI» MunH3apaBa Poccum oT
06.07.2022 Ne 15899, npe ACTOBAEHHBIMW B COCTABE KOMMAEKTA AOKYMEHTOB,
3ASIBAEHHBIE AEKAPCTBEHHBIE MPENAPATHI SIBASIKOTCS1 BUOAHOAOrOBbIMU,
pPeDEPEHTHBIMU AASI KOTOPBIX SIBASIKOTCSI ACKQPCTBEHHbBIE MPENAPATHI



«Aktpanma HM» (MHH — «HCYAMH paCcTBOPUMBIN (HEAOBEYECKNIA FTEHHO-
MHXKEHEPHbBIN)») B GOPME BbINYyCKA «PACTBOP AAS MHbeKkumii, 100 ME/MA, 10 MA
- ODAAKOHbI Ne 1» 1 «AkTpanmna HM MNeHPUAA»

(MHH — «MlHCYAMH paCTBOPUMBIN (HEAOBEYECKNIA TEHHO-UHYKEHEPHbIN)») B
DOpPME BbINYyCKA «PACTBOP AAS MHbeKUMA, 100 ME/MA, 3 MA - KOPTPMAXKKM Ne 5»
(BAOAEAEL AV AEPIKATEAD PETMCTPAUMOHHBIX YAOCTOBEPEHNN N [1
NO14272/02 n Ne [1 NO14274/02 «<Hoeo Hopanck A/C», AaHus).

Ha ocHoBaHmm nyHKTa 14 Mpasma PAC Poccum HONMPOBAEH 3Anpoc OT
12.12.2022 Ne TH/112048/22 © npe AOCTABAEHNN MHOOPMALNN, B TOM YACAE
YTOYHEHHBIE PACYETHI C YY4ETOM YKA3AHHBIX CBEAEHUN 1 TPEDOBAHUI,

B npeAeAdx YCTAHOBAEHHOIO CPOKA B COOTBETCTBUN C YKA3AHHBIM 3AMPOCOM
OAC Poccum nHeopmMaums He NOCTYMAQ.

B CBSI131 C BbILLENIAOXKEHHDBIM, B COOTBETCTBUMN C NOAMNYHKTAMM «B» U «M» MYyHKTA
19 MNpaBUA NpeBbILLEHVE NPEACTABAEHHOM AASI FOCYAQPCTBEHHOMN
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[NpasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.

T.B. HmkeropoaLes



