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, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 12.05.2020 Ne 20-4-4135863-c 1 Ne 20-4-4135864-C, 1 NpUHSIAQ peLleHmne o6
OTKA3€e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LEH, 3ASIBAEHHbBIX HA
nepeperncTpPaLmo AEPXKATEAEM UAU BAOAEABLEM PEMMCTPALMOHHOTO
YAOCTOBEPEHUS AeKApCTBEHHOrO npenapata OAO «epAeOoH Puxtep»
(BeHrpus), npounzesoacTtea (Bce ctaammn) 'eaeoH Puxtep PymblHMS A.O.
(PyMbIHMST), HO CAeAYIOLLME AEKAPCTBEHHDBIE MPENAPATHI, BKAKOYEHHBIE B
nepeYeHb >KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenApPATOB:

1. Aekapmnc (MHH — AeBammaon), TabaeTiun, 50 Mr, 2 wiT. - 6AamncTepsl (1) -
MNAYKN KAPTOHHbIE, (C Y4ETOM BCEX LUTPUX-KOAOB, HOHECEHHbBIX HO BTOPUYHYO
(NOTPEebUTEABCKYHO) YNAKOBKY), B pa3mepe 54,46 pyo.

2. Aexkapuc (MHH — AeBamimson), TabaeTtkn, 180 mr, 1 wt. - 6ancTep (1) -
MNAYKN KAPTOHHbIE, (C Y4ETOM BCEX LUTPUX-KOAOB, HOHECEHHbBIX HO BTOPUYHYO
(NOTPEebUTEABCKYHO) YNAKOBKY), B padmepe 56,47 pyb.

[peAeAbHble OTMNYyCKHble LeHbl HA BbllLeyKA3AHHbIE AEKAPCTBEHHbIE
npenapaTbl HE COrAaACOBbIBAETCS MO CASAYIOLLMM OCHOBOHUSIM.

OAC Poccum BbISIBAEHO, YTO POCT KYpPCa HOUMOHOABHOW BOAKOTDI
FOCYAQPCTBA-MPOU3BOAUTENAS AEKAPCTBEHHOIO NPENAPATA K PYyDOAID
(PYMbBIHCKMI A€I1) 3a NePUNOoA CO AHSI MOCAEAHEN PErNCTPALMN
(nepepermvctpaummn) (12.09.2016) npeAeAbHOMN OTMNYCKHOW LIEHDI
MNPOM3BOAMTEAS HO AEKAPCTBEHHDBIV MPEnAPAT MO OTHOLLEHUIO K KYPCY
HAUMOHOABHOWM BAAKOTBHl AO AQTbI MOAQYM AOKYMEHTOB HO €€ OYepPEeAHYHIO
nepepermctpaumio (20.04.2020) He npeBbILLIAET MNPOrHO3MPYEMbIN YPOBEHD
MHOASILMM TEKYLLEero road, yCTOHOBAEHHbIN deAePAAbHBIM 3AKOHOM O
deAEPANBHOM BIOAYKETE HO COOTBETCTBYHOLLINA GUHOHCOBbBIN FOA 1 MAQHOBbIV



NeEPUOA, YTO NPOTUBOPEUMT TPEOOBAHMSIM NOAMYHKTA «a» MYHKTA 50 MeToAMKM
PACYETA NMPEAEABHDBIX OTMYCKHbIX LLIEH MPOU3BOAUTEAEN HO AEKOPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEepeYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, MPW UX FTOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpaummn, yTBep K AEHHOM NOCTAHOBAEHMEM [1PABUTEABCTBA
Poccumnckonm Qeaepaumm ot 15.09.2015 Ne 979 (aanee — MeToamKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMNYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.

A.B. AoueHko



