PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 34 INPpAaBUA FOCYAQPRCTBEHHOM PEMMCTPALUN U
nepeperncTpraumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX Y BAPKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 29.10.2010 Ne
865 (aanee— lMpaenaa), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 15.05.2020 Ne 20-4-4136366-C, 11 MPUHSIAQ peLlleHrne 06 OTKA3E B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALNOHHOIO
YAOCTOBEPEHUS AeKApCTBEHHOrO npenapata OAO «epAeOoH Puxtep»
(Benrpus), npomnseoacTtea (ece ctaamm) OAO «epeoH Puxtep» (BeHrpus), HO
CAEAYOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeYeHb YXN3HEHHO
HEODBXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

HopkoayT (MHH-HopatncTepoH), TabaeTtkn, 5 mr, 10 WT. - yNAKOBKM
SIMEMKOBbBIE KOHTYPHbIE (2) - NAYKM KAPTOHHbIE, B pasmepe 99,42 py6b.

[MoeAeAbHAS OTNYCKHAS LEHA HA BbiLLEYKA3OHHBIM AEKAPCTBEHHbBIV NPpenapaT
HE COrAQCOBBIBAETCS MO CASAYOLLIVIM OCHOBOHMUSIM.

OAC Poccum BhISIBAEHO, YTO POCT KYyPCO HOLMOHOABHOM BAAKOTI
FOCYAQPCTBA-MPOU3BOAUTENAS AECKAPCTBEHHOIO NPENAPATA K PYyBAID
(BEHrepCcKkn GOPUHT) 3a NEPUOA CO AHSI MOCAEAHEN PETMCTRALMN
(nepepervctpaumm) (13.05.2019) npeAEAbHOW OTMNYCKHOW LiEHb
MNPOU3BOAUTEAST HO AEKAPCTBEHHBIV MPENAPAT MO OTHOLLEHWIO K KYPCY
HOUMOHOABHOM BOAKOTBI AO AQTbl MOAQHN AOKYMEHTOB HA €€ O4YEPEAHYIO
nepepermnctpaumto (24.04.2020) He NpEBLbILLAET MPOrHO3UPYEMbIV YPOBEHD
NHOASILMA TEKYLLLETO FOAQ, YCTOHOBAEHHbBIM GEAEPAABHBIM 3AKOHOM O
deAEPAABHOM BIOAYKETE HO COOTBETCTBYHOLLINA GUHOHCOBbBIN FOA 1 MAQHOBbIV
NeEPUOA, YTO NPOTUBOPEUMT TPEBOBAHMSIM NOAMYHKTA «a» MYHKTA 50 MeToAMKM
PACYETA NMPEAEABHDBIX OTMYCKHbIX LLIEH MPOU3BOAUTEAEN HO AEKOPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEepEeYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, MPU NX TOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpaummn, yTBep >KAEHHOM NOCTAHOBAEHMEM [1PABUTEABCTBA



Poccumnckonm Qeapepaumm ot 15.09.2015 Ne 979 (aanee — MeToamKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.

A.B. AoueHKo



