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— lMpaenaa), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 18.05.2020 Ne 20-4-4136403-C, 1 NPUHSIAQ 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:

FfopaoKc (MHH - AMPOTUHMH), PACTBOP AASI BHYTPUBEHHOTO BBEAEHMS, 10000
KWE/MA, 10 MA - amniyAbl (6) - NA4kn KOPTOHHbIE, B pa3smepe 878,63 pyo.

[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
MNPOM3BOAUTEAS HO AEKAPCTBEHHBIV MPENAPAT MO OTHOLLEHUIO K KYPCY
HOLUMOHAABHOM BAAKOTBHI AO AQTbHI MOAQYMN AOKYMEHTOB HO €€ O4YEPEAHYIO
nepepermctpauumio (24.04.2020) He NpeBbILLAET NPOrHO3NPYEMbIV YPOBEHD
MHOASILM TEKYLLETO TOAQ, YCTAOHOBAEHHBIN PeAEPAAbHBIM 3AKOHOM O
deAEPOAABHOM BIOAYKETE HO COOTBETCTBYHOLLINA GUHOHCOBbBIN FOA 1 MAQHOBbIV
NepuoA, YTO NPOTUBOPEYMT TPEDOBAHMSIM MOAMYHKTA «a» NYHKTA 50 MeToAMKN
pacyeTA NPeAEAbHbIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEenAPATbl, BKAKOYEHHBIE B MEpPEYEHb YKU3HEHHO HEOBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, MPU NX TOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpaunm, yTeep K AeHHOM NOCTAHOBAEHMEM [1POBUTEABCTBA
Poccunckonm @epepaumm ot 15.09.2015 Ne 979 (poanee — MeToanKa).



B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[POBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapar.

A.B. AoueHko



