PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm o1 29.10.2010 Ne 865

(aranee — MpaBuraa), PeAepPaAbHASI OHTUMOHOMOABHAST CAYXKOA
PACCMOTPEAD AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAMU MIH3APABA POCCumM
oT 03.05.2023 Ne 25-7-4247123-Cc n oT 08.06.2023 Ne 25-7-4247123-A0M U NPUHSIAQ
pelleHre 06 O0TKa3e B COrAQCOBOHUM MPEAEABHOM OTMYCKHOW LEHDI,
305IBAEHHOWM Ha nepeperncTpaumio ObY 3 «MBAHOBCKAST CTAHLMS
nepeArBaHUS KpoBM» (Poccust), HO CAEAYIOLLMN AEKQPCTBEHHBIW NMPpenapdar,
BKAIOYEHHbBIM B NEPEeYEHb MUIHEHHO HEOBXOANMbBIX 1N BODKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«AABOYMUH 10%» (MHH — «AABBYMIH YEAOBEKO®), PACTBOP AAS MHDY3UIA, 10%,
100 MA - ByTbIAKK (1) - NAYKM KOPTOHHbIE, B paamepe 2256,11 py®b.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbBIBAETCS MO CAEAYHOLMM OCHOBAHWSIM.

[Mpu NpoBeAEHUMN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
HecooTBeTCTBME TPEOOBAHUSIM NMYHKTA 45 MEeTOAMKM pACYETA NPEAEABHbBIX
OTMYCKHbIX LEH NPOM3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbBIX 1 BODKHENLLIMX AEKAPCTBEHHbIX
MNPEenapPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1paBUTEABCTBA POCCHMMNCKON
Peaepaumm ot 15.09.2015 Ne 979

(aanee — MetoamnKka), 1 npuaoxKeHust Ne 11 K MeTtoanke.

B o710 CBSI3M HO OCHOBAHUM NYHKTA 14 Mpasua PAC Poccum HaNPOBAEH
3anpoc

oT 23.05.2023 Ne 33/39982/23 0 npeAOCTABAEHNMN MHOOPMALMA, B TOM YNCAE
YTOYHEHHbIE PACYETHI C YY4ETOM YKA3AHHbBIX TPEBOBAHUI.

BMmecTe ¢ TeM B NPEACTABAEHHbIX HA BbileyKA3aHHbIN 3anpoc PAC Poccum
AOKYMEHTOX 3ASIBAEHHAS BEAUYMHA YBEANYEHMST 3APEMMCTPUPOBAHHOM
NpPeAEAbHOW OTMYCKHOW LeHbl HA BbllLeyKA3AHHbIM A€KAPCTBEHHbBIN MpenapaT
(4,35 %) npesbilwaeT ponycTumyto (0,32 %), 4TO NpOTUMBOPEYMT TPEBOBAHMSIM
NyHKTA 45 MeToAMNKN,



B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHNE MPEeACTABAEHHON AASI TOCYAQPCTBEHHON
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.

T.B. Hmkeropoaues



