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
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MPOM3BOANTEAEN HA
AEKQAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX Y BAPKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 29.10.2010 Ne
865 (aanee - MNMpaeunaa), PepepaAbHAST GHTUMOHOMOABHAS CAYXKOQ
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 18.05.2020 Ne 20-4-4136502-C, 1 MPUHSIAQ pelleHrne o6 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
CAEAYIOLWNA AEKAPCTBEHHbIM MPENAPAT, BKAKOYEHHBIV B NepeyeHb MKN3HEHHO
HEODBXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

OkcutoumH-Prxtep (MHH-OKCUTOUMH), pACTBOPR AAST MHDY3MIN
BHYTPUMbILLEYHOrO BBeAeHUSs, 5 ME/MA, T MA - aMmniyAbl () - YNAKOBKM
KOHTYPHblE MAQCTUKOBbBIE - MAYKM KAPTOHHBbIE, B pasmepe 46,48 pyb.

[poeAeAbHAsT OTNYCKHAS LEeHA HA BbllLeYKA3AHHbBINM AEKAQPCTBEHHDIV MPpenapaT
HEe COrAacCoOoBbIBAETCS MO CASAYOWLMM OCHOBOHMSIM.

QAC Poccum BbISIBAEHO, YTO POCT KYPCO HAOLMOHOABHOM BAAOTI
FOCYAQPCTBA-MPOV3BOAUTEASI AEKOPCTBEHHOMO MNPENAPATA K PyBAID
(BeHrepCkuin OPKUHT) 3a Neprop CO AHSI MOCAEAHEN perncTpaumm
(nepepernctpaumm) - 13.056.2019 npeAeAbHOW OTMYCKHOM LiEeHb
MNPOUN3BOAUTEAST HO AEKAPCTBEHHbIV MPENAPAT MO OTHOLLEHUIO K KypCY
HOLMOHAABHOM BAAKOTHI AO AQTHI MOAQYMN AOKYMEHTOB HO €€ O4YEepEeAHYIO
nepepermctpaunmio - 24.04.2020 He npeBbILLAET NPOrHO3NPYEMbIV YPOBEHD
MHOASILUNM TEKYLLEro road, YCTAOHOBAEHHbIM Qe ASPAAbHBIM 3AQKOHOM O
dEAEPANBHOM BIOAXKETE HO COOTBETCTBYHOLLMA GUHOHCOBLIN FOA M NACQHOBbIV
NeproA, YTO NPOTUBOREYUNT TPEDBOBAHMSIM MOAMYHKTA «O» MyHKTA 50 MeToAMKM
pacyeTa NpeAeAbHbIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEeNaPAThl, BKAKOYEHHBIE B NMEPEYEHD YKNZHEHHO HEOOXOAMMBIX 1 BAYKHEMLLINX
AEKAPCTBEHHbIX MPENAPATOB, MPU UX TOCYAQPCTBEHHON PEerncTpaumm
nepeperncTpaummn, yTBep XK AEHHOM 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.
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