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
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 06.06.2022 Ne 25-7-4213073-C 1 NPUHSIAQ peLlleHne 06 OTKA3E B
COrAQCOBQOHUN MPEAEABHOW OTMYCKHOW LEHbl, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALUNOHHOIO
YAOCTOBEPEHNSI ACKAPCTBEHHOIO NpenapaTa AMAXKEH Eepona b.B.
(HnaepAaHADBL), MPON3BOACTBO MOTOBOM AEKAPCTBEHHOW QOPMbI, MEPBUYHAS
ynakoeka NateoH Utaams C.n.A. (UTaamns), BTOPUYHAS (MOTPEBUTEABCKAST)
YMNAKOBKA, OPraHM3aLMS], OCYLLECTBASIKOLLAS BbIMY CKAKOLLMM KOHTPOAD
kadyecTtea, OO0 «Aobporek» (Poccus), HO CAEAYHIOLLNN AEKAPCTBEHHbIV
NPENAPAT, BKAKOYEHHbIM B NEPEYEHD MNIHEHHO HEOBXOAMMbBIX 1 BOYKHEMLLINX
AEKAPCTBEHHbBIX NPENAPATOB:

«QHIAeNT» (MHH — «POMUNAOCTMMY»), MOPOLLOK AASI MPOUTOTOBAEHMST PACTBOPA
ANS TOAKOXKHOIO BBEAEHMUS, 250 MK, 1 WT. - PAAKOH (1) - NQYKA KAPTOHHOSI, B
pasmepe 35589,61 pyob.

[peAeAbHQAST OTMYCKHAS LeHA HA BbilLEYKA3AHHbBIN AEKAPCTBEHHBIV MPEenapaT
HE COIrAACOBbIBAETCSI NO CAECAYOWMM OCHOBOHMSIM,

B cooteeTCTBMM C NYyHKTOM 37 TPABUA, NMPpW NepeperncTpaumm npeAeAbHOM
OTMNYCKHOW LIEHbI MPON3BOANTEAST HO AEKAPCTBEHHbBIM NPENAPAT B KAYECTBE
OTYETHOIO NEPUOAQ MPUHUMAETCS MEPUOA, UCTEKLLNIM CO AHSI MPOUHSITUAS
PELLEHNST O TOCYAQPCTBEHHOW PeErncTpaunm (NOCAEAHEN NepeperncTpaLmn,
obgasatenbHOM nepeperncTpaumm B 2019-2020 ropax) NpeAeAbHOM OTIYCKHOW
LleHbl HO A€Hb MOAQYM B MH3APOB POCCKM 3ASIBAEHMSI O MEPEPRErMCTOALNN.

PelleHre o nepeperncTpaumm npeAeAbHOW OTNYCKHOW LIEHbBI HO 3ASIBASIEMbIV
AEKAPCTBEHHbBIN MPENAPAT MPUHSTO MPUKA30OM MUH3ApaBA Poccun OT
30.09.2021 Ne 856/20-21.

OAC Poccum BbISIBAEHO, YTO POCT KypPCA HALUMOHOABHOW BAAIOTbI (EBPO)
FOCYAQPCTBA MPOU3BOAUTEAST AEKOPCTBEHHOIO NPENAPATA K PyOAIO 30
MNeproA CO AHS MPUHSITUS peLLeHUsT O MOCAEAHEN NepeperncTpaunm



NPEeAEABHOW OTMYCKHOWM LEHbI MPOM3BOANTEAS HO AEKAPCTBEHHbBIN MPEenapaAT
MO OTHOLLUEHMIO K KYPCY HAUMOHOABHOWM BOAKOTHI AO AQTbl MOAQYM AOKYMEHTOB
HO ee OYepPEeAHYIO NepeperncTPALMIO He NPEBLILLAET MPOrHO3NPYyEeMbIn
YPOBEHb MHOASILMN TEKYLLLENO rOAQ, YCTAHOBAEHHbBIN GeAESPAAbHBIM 30KOHOM
O PEeAEPAABHOM BIOAYKETE HO COOTBETCTBYOLLINIA GUHOHCOBbBIN FOA U
NAQHOBbLIV MEPUOA, YTO MPOTUBOPREYNT TPEDBOBAHMSIM MOAMYHKTA «Q» MYyHKTA 50
MeToAMKM pacHeTA NPEAEABHbBIX OTMYCKHbIX LEH MPOUN3BOAUTEAEN HO
AEKAPCTBEHHbIE NPEnAPAThl, BKAKOYEHHbIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX U BAPKHEMLLMX AEKAPCTBEHHBIX MPEMNAPATOB, YTBEPIKAEHHOMN
noctaHoBAeHeMm lNMpaeutenbcTea Poccuickom Geaepaumm ot 15.09.2015 Ne
979 (Aanee — MeToAMKQ).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MYHKTA 19
[paBUA NpeBbILLEHNE MPEACTABASIEMOM AASI TOCYAQPCTBEHHOM
nepeperncTpaumm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPenapdar.
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