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 MNPABUA 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, DepAepAAbHASI GHTUMOHOMOABHAS CAYXKOA PACCMOTPEAT AOKYMEHTbI,
NPEACTOBAEHHbIE MMCbMOM MuH3APOBA Poccum oT 16.06.2023 Ne 25-7-
4249481-C, 1 NPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHVN MPEAEABHOM
OTMYCKHOW LIEHbI, 3AsSIBAEHHOW HA pernctpaumio AO «bpblHLAAOB-A» (Poccus),
HA CACAYHIOLLMN AEKQPCTBEHHBIN MNPEnAPAT, BKAKOYEHHDBIV B NepeyYeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB:

«OreutounH-Pepent» (MHH — «OKCUTOUMHY), PACTBOP AAST BHYTOUBEHHOTO U
BHYTOUMbILLEYHOrO BBEeAEHUS, 5 ME/MA, 1 MA - aMnyAad (5) - NAYKA KAPTOHHOSI,
B pasmepe 117,98 pyo.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapPAT
HE COrAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

[pu NpoBeAEHNN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
NPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOW LieHbl HA BblLLEeYKA3AHHbI
AEKQAQPCTBEHHbIN NPEenapaAT HOA LLEHOW, PACCYUTAHHOW B COOTBETCTBUN C
TPEBOBAHUSIMM MOAMYHKTA «O» MYHKTA 14 MeToAMKM pACHETA NPEAEAbHbBIX
OTMYCKHbIX LEH NPOM3BOANTEAEN HO AEKAPCTBEHHbIE NPENAPATbI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbBIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
MNPEenapPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1paBUTEABCTBA POCCHMMNCKON
Peapepaumm ot 15.09.2015 Ne 979 (ponee — MeToaAnKa).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpABAEH 3anpocC OT
05.06.2023 Ne TH/44022/23 0 Npe AOCTABAEHUN YTOYHEHHOIO PACYETA
NpeAEAbHOW OTMYCKHOWM LiEHbl B COOTBETCTBMM C BbILLEYKA3AHHBIMU
ToeboBaHUSIMM MeTOANKN.

BmecTe Cc TeMm, B NpeAeAaX YCTAOHOBAEHHOIO CPOKA, YTOYHEHHbIE B
COOTBETCTBMW C BbILLEYKA3AHHBIMK TPeBOBAHUSIMU [PaBUA U MeToANKN
PACYETHI 3ASIBACHHOM MPEeAEAbHOM OTNYCKHOW LiEeHbl 3QSIBUTEAEM HE
NPEACTABAEHDI.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMW «B» U «» MYyHKTA



19 MPOBUA MPEBbILLEHNE MPEACTABAEHHOM AASI FTOCYAQPRCTBEHHOMN
PErNCTRAUNN NAU MEPEPErMCTRALUNN NPEAEABHOM OTMYCKHOW LIEHDI
MPOM3BOAUTEAS HO AEKAPCTBEHHBIV NPEenapaT HOA LEHOW, PACCYUTAHHOW B
COOTBETCTBMM C [lpaBnAaMU M MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHN, MPEAYCMOTPEHHBIX MYHKTOM 14 [1PABUA, SIBASIETCSI OCHOBAHWEM
AASI OTKA3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErncTpaumm npeAeAbHON
OTMNYCKHOW LIEHbBI MPOUN3BOANTEAST HO AEKAPCTBEHHBIV MNPENAPAT.
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