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 13 11 NyHKTOM 34 [1oaBUA FOCYAQPCTBEHHOMN
PErnCTRPAUNM N NEPEPErNCTPALMN MPEAEABHDBIX OTMYCKHbIX LIEH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeYeHb
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckom Qeaepaumm
0T 29.10.2010 Ne 865 (aanee - MNMpaeuna), PeaepaAbHAST GHTUMOHOMOABHAS]
CAY>KOQ paCCMOTPEAO AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MUH3APOBA
Poccum ot 27.04.2023 Ne 25-7-4248319-C, 1 NPUHIAG peLleHmne o6 OTKA3e B
COrAQCOBQOHUN MPEAEABHOW OTMYCKHOW LEHbl, 3ASIBAEHHOM HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALUNOHHOIO
YAOCTOBEPEHUS AeKkapcTBeHHOro npenapata NPO.MEA,.LUC lNpara a.o.
(Hewckas PecnybAnKa), MPOU3BOACTBO FOTOBOM AEKAPCTBEHHOM GOPMBbI
MPO.MEA.LUC Mpara a.o. (Hewckas PecnybAnKka), nepBryHAS YNAKOBKA,
BTOPUYHAS YynakoKa AO «CaHeka PapMACbOTUKAA3» (CAOBALKAS
PecnybAnKa), OpraHn3aums, OCYLLECTBASOLLAS BbiMyCKAOLLNMA KOHTPOAb
kayecTa, [NTPO.MEA.LC lMpara a.o0. (Hewckast PecnybAnKka), HO CAEAYHOLLLIN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODOXOANMbIX
N BODKHENLLMX A€KQPCTBEHHbBIX NPEnApPATOB:

«MponaHopm» (MHH — «[Mpona®eHoH»), TABAETKM MOKPbITbIE MAEHOYHOM
obonoukow, 150 mr, 10 WT., - 6AMCTEpPDI (B) - MAOYKM KOPTOHHbIE, B PA3MEPE
283,32 pyb.

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

Mo NpoBeAeHU 9KOHOMMYEeCKOro aHaAm3a PAC Poccum yCTOHOBAEHO, YTO
3ASIBAEHHAOST BEAUYNHA YBEAUYEHUS (4,95%) 3aperncTpmnpoBAHHON
NpPeAEAbHOWM OTMYCKHOW LeHbl HA BbllLeyKA3AHHbIM A€KAPCTBEHHbBIN MpenapaT
NPEeBbILLAET NPEAEABHO AOMYCTUMYIO BEAUYMHY YBEAMYEHNS (HE Bonee 3,86%)
30PErMCTPUPOBAHHOW MPEAEABHOM OTMYCKHOW LUEHbI, YTO MPOTUBOPEUYNT
TPebOBAHUSIMM MYHKTA 52 MeToAUNKW.

B aT1oin ces13nt PAC Poccum HanpaeAeH 3anpoc oT 23.05.2023 Ne TH/39686/23
O MPEAOCTABAEHUMN YTOYHEHHDBIX PACYETOB 3ASIBAEHHOW MPEAEABHOM
OTMNYCKHOW LIEHbI C Y4ETOM TPEDBOBAHUI MYHKTA 52 MeToAMKN.

B npeaAeAdax yCTOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 3AMPOCOM
PAC Poccum nHeopmMaums He NOCTYMAQ.



B CBS13M C MBAOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMU «O» 1 «M» MYyHKTA 19
[ToaBUA, NPEBbILLEHNE NPEACTABASIEMOM AASI TOCYAQPCTBEHHOW PErNCTPALUNN
NAU NMepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS 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.
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