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 34 [NPpABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010
Ne 865 (aanee — Mpasnaa), PeAepaAbHAST AHTVIMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 23.04.2021 Ne 20-4-4171166-C, 1 NPUHSIAQ pelleHne 06 OTKa3E B
COrAQCOBQOHUN MPEAEABHOW OTMYCKHOW LEHbl, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALUNOHHOIO
yaocTtoeepeHnst OAO «'epeoH Puxtep» (BeHrpus), Mpon3BOACTBO (BCe
ctaamn) «epeoH Puxtep PymMblHMS A.O.» (PyMbIHWST), HO CAEAYIOLLAN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHb MNUBHEHHO HEOBXOANMbIX
N BODKHENLLMX AE€KAQPCTBEHHbBIX MPENAPATOB:

«Aekapuc» (MHH — «AeBammnaon»), TabaeTkm, 150 mr, 1 wT. - 6amncTepsl (1) -
NAYKM KAPTOHHbIE (C Y4ETOM BCEX LUTPUX-KOAOB, HOHECEHHbBIX HO BTOPUYHYO
(NOTPEBUTEABCKYIO) YNIAKOBKY), B padmepe 58,44 pyo.

[oeAeAbHAsT OTNYCKHAS LEeHA HA BbllLUeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAaCOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

B cooTteeTCcTBMM C NyHKTOM 37 TPABUA, NPU NEpEpErncTpaLmm NpeAEAbLHOMN
OTMNYCKHOW LIEHbBI MPOUN3BOANTEAST HO AEKAPCTBEHHBIM MPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPOUHUMAETCS NEPUOA, UCTEKLLMIN CO AHST MPOUHSITAS
peLleHMs O TOCYAQPCTBEHHOM PErMCTPALMM (MOCAEAHEN NEpEepPErnCTPaLMMn,
obgasarenbHOM nepeperncTpaumm B 2019-2020 ropax) NpeAeAbHOM OTMYCKHOW
LeHbl HO A€Hb MoAQ4YM B MUH3APOB POCCKM 3Q5IBAEHMSI O MepeperncTpaumm.

MUH3APOBOM POCCUM NPUHSTO PELLEHNE O NepeperncTpraLMm NpeAEAbHbIX
OTMYCKHbIX LEH HA 3ASIBASIEMbBIN AEKQPCTBEHHBIN NMPEnApAT (MPUKA3
MuH3sapasa Poccum o1 25.08.2020 Ne 509/20-20).

OAC Poccum BHISIBAEHO, YTO POCT KYPCA HAUMOHAABHOWM BAAKOTBI (PYMbBIHCKIA
AEN) TOCYAQPCTBA-MPOMNIBOANTEASI AEKAPCTBEHHOIO NPENAPATA K PYOAID 30
NeproA CO AHSI MPUHSITUS PEeLLeHMs1 O NepeperncTpaumm npeAeAbHOM
OTMYCKHOW LIEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT Mo
OTHOLLEHNIO K KYPCY HAOUMOHOABHOM BOAKOTBI AO AQTbI MOAQYM AOKYMEHTOB HA
ee O4YepeAHYIO NepeperncTpAUMio HE MPEBLILLAET MPOrHO3NPYEMbBIN YPOBEHD



NHOASILUMN TEKYLLLETO TOAQ, YCTAHOBAEHHBIN e AEPAAbHBIM 3AKOHOM O
deAEPANBHOM BIOAYKETE HO COOTBETCTBYHOLLINA GUHAHCOBbBIN FOA 1 MAQHOBbIV
NePUOA, YTO NPOTUBOPEUMT TPEOOBAHMSIM NOAMYHKTA «a» MYHKTA 50 MeToAMKM
pacyeTa NPeAEAbHbIX OTMYCKHBIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbBIE
NPEnAPAThl, BKAKOYEHHBIE B MEPEYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, MNP NX TOCYAQPCTBEHHOW PETMCTRALMN U
nepeperncTpaunn, yTeep XK AeHHOM NOCTAHOBAEHNEM [TPABUTEABCTBA
Poccumckom @epepaumm ot 15.09.2015 Ne 979 (aoanee — MeToamKa).

B CBS131 C BbILLENBAOXKEHHDBIM, B COOTBETCTBMN C MOAMYHKTOM «M» MYyHKTA
19IMPOBUA MPEBbILLEHME NPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LleHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEenapdar.

T.B. Hmkeropoaues



