PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTteeTCcTBMM C NyHKTAMU 13 1 34 TPABUA TOCYAQPCTBEHHOW PErMCTRALNU
M NepeperncTpaum yCTAHOBAMBAEMbBIX MPOU3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
MpaenAa), PeAepaAbHAST AHTUMOHOMOABHAS CAY>XKOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MUH3APOBA Poccum o1 23.10.2019 Ne
20-4-4114073-C, U NPUHSIAQ pelleHmne 06 OTKa3e B CONAQCOBAHNM MPEAEABHOM
OTMNYCKHOW LIEHbI, 3ASIBAEHHOW HA nepeperncTpaumo Aakanoma AO
(Pecnybanka Make AOHNS), HO CAEAYIOLLINIA AEKAPCTBEHHBIV MPENAPAT,
BKAIOYEHHDBIN B NEPEYEHD MUBHEHHO HEOBOXOANMbBIX 1N BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«Bepanamua» (MHH — «Bepanamuma»), TOBAETKM NPOAOHT MPOBAHHOIO
AENCTBUS, MOKPbIThIe 06oAo4Kon, 240 mr, 10 WIT., — YNAKOBKM SI4ENKOBbIE
KOHTYPHbIE (2) - NA4YKM KAPTOHHbIE, B pa3mepe 148,39 pyo.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbIBAETCS MO CAEAYHOLLMM OCHOBAHWSIM.

OAC Poccum BhISIBAEHO, YTO POCT KYyPCO HOLMOHOABHOM BAAKOTI
FOCYAQPCTBA-MPOU3BOAUTENAS AECKAPCTBEHHOIO NPENAPATA K PYyBAID
(MAKEAOHCKNA AVMHAP) 34 NEPUNOA CO AHSI MOCAEAHEN PETMCTPALMMN
(NepeperncTpaunm) npeAeAbHOW OTMYCKHOW LEeHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT A0 AQTbI MOAQYM AOKYMEHTOB HA €€ O4YepeAHYIO
nepeperncTpaLMio He NPEBLILLAET MNPOrHO3UNPYEMbIV YPOBEHDb NMHDASILIN
TeKkyLero roaod, YCTOHOBAEHHbIN peAEePAAbHBIM 3AKOHOM O e AEPAABHOM
BIOAYKETE HO COOTBETCTBYIOLLVIA QUHAHCOBBIV FOA M MAQHOBBIN MEPUOA,, YTO
NPOTUBOPEUNT TPEDBOBAHMSIM MOAMYHKTA «Q» MYHKTA 50 MeToAnKM pacyeTa
YCTOHABAMBAEMbIX MPOM3BOANTEASIMUN AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MPEenapPAaToB, MNP UX TOCYAQPCTBEHHOM PETMCTRALMN N MepeperncTpaumm,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paBmuTeAbCcTBA Poccumckom Qeaepaumm



oT 15.09.2015 Ne 979 (paonee — MeToaAuKQ).

Kpome Toro, npm npoBeaAeHU aKoHOMUYeckoro aHanmaa GAC Poccum
BbISIBAEHO, YTO COrAQCHO MPEACTABAEHHBIM AOKYMEHTAM CPEeAHEB3BELLEHHOS
DAKTMYECKAST LLEeHA BBO3A YKA3AHHOMO AEKAPCTBEHHOrO nNpenaparTa 3a
OTYETHBIV NEPUOA BBIAG HUXKE 3APEMCTPUPOBOHHOW HO 3TOT MEPUOA LIEHDI
BoAee YeM HA MPOrHO3MPYEMbBIN YPOBEHD NUHPASILIMN, YCTAHOBAEHHBIN HA
TEKYLLN FOA OEAEPAABHBIM 3OKOHOM O GEAEPAABHOM BIOAYKETE HA
COOTBETCTBYHOLLMN GUHAHCOBbIN FOA M MAQHOBLIN Nepunoa (4,3 %), 4To
NPOTUBOPEUNT TPEBOBAHMSIM NOANYHKTA «O» NyHKTA 50 MeToAMKN.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN TOCYAQPRCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.

A.lO. Llapwmkosckumm



