PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBeHHble MNMpenapaTbl, BKAKOHEHHbIE B NepedYeHb YKM3HEHHO HEOBXOANMBbIX M

BAYKHENLLIVIX AEKAPCTBEHHbIX MPENApPATOB

B cootBeTCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [NPABUA rOCY AQPCTBEHHOMN
PErnCTPALMM N NEPEPErNCTPALMNM MPEAEABHDBIX OTMYCKHbIX LLEH MPON3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B MEPEYEHD MUIHEHHO HEODXOAUMbIX M
BODKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, Y TBEPIXKAEHHbBIX MOCTAHOBAEHVEM
MpaeuTtenbctBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865, PepepanbHAS
OHTMMOHOMOABHASI CAY>KBQ PACCMOTPEAQ AOKYMEHTbI, MPEACTOBAEHHBIE MMCbMAMY
MuH3apasa Poccum ot 15.07.2022 Ne 25-7-4216450-c, ot 05.08.2022 Ne 25-7-4216450-p0M,
N NPUHSAQ peLleHne o6 oTKa3e B COrAQCOBAHNM MPEAEAbHBIX OTIMYCKHbIX LIEH,
3051BAEHHbIX HO nepepermncTpaumtio OAO «AanbxnmMmdapm» (Poccust) Ha CAeApyroLmne
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MUIHEHHO HEODXOAUMbIX M
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «MarHms cyab®am™ (MHH - «MarHm1si cyAb®@at) pACTBOP AASI BHYTPUBEHHOMO
BeeAeHMS, 250 Mr/MA, 10 MA, amniyAbl (10) KOpoB kM KAPTOHHbIE, B pasmepe 40,61 py6b.

2. «Marnug cyabdat (MHH - «MarH1st cyAbdaT™), PACTBOP AASI BHYTPUBEHHOIO
BBeAeHUs, 250 Mr/MA, 10 MA, amniyAbl (10) NA4Yku KOPTOHHbIE, B pa3mepe 40,61 py6b.

MpeAeAbHble OTMYCKHbIE LIEHbI HO BbILLEYKA3AHHbIN AEKAPCTBEHHBI MPEnApaT He
COrAQICOBbIBQAIOTCSI MO CAEAYHOLLVIM OCHOBAHUSIM.

Mpn NpoBEAEHMN SKOHOMMYECKOro AHAAM3a PAC Poccrm BbISIBAEHbBI PACXOYKAEHMS]
CBEAEHMM 06 OTIPY3KAX 3ASIBAEHHOMO AEKAPCTBEHHOrO NPENaPATA (HECOOTBETCTBUE
KOAMYECTBA OTIPY>KEHHBIX YNAKOBOK), MPEACTABAEHHBIX MO dopme Ne 2-AEK (npom) 1 no
npuaAoXeHnio Ne T Kk MeTtoamnke pacyeTa npeAeAbHbIX OTMYCKHbIX LLEH MPOU3BOAUTEAEN
HQ AEKOPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MUIHEHHO HEOBXOANMbIX M
BOYKHEVLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHOM MOCTAHOBAEHNEM
MNpaeutenbcTea Poccumcrkomn Gepepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

B cooteeTcTtBUM C nNyHKTOM 14 MNpasmna QAC Poccum HanpaBAeH 3anpoc oT 29.07.2022 Ne
M/72226/22 0 NpeAOCTABAEHUN YTOYHEHHOM MHOOPMALMN.

COrAQCHO NMPEACTABAEHHbBIM HA YKA3AHHbBIM 3ANPOC AOKYMEHTAM 1 CBEAEHUSIM,
MPON3BEAEHO KOPPEKTUPOBKA PA3MEPA CPEAHEB3BELLEHHOM PAKTUYECKOW OTMY CKHOW
LeHbl HO OCHOBAHUM CBEAEHUN, MPEAYCMOTPEHHbBIX MPUAOYKEHEM Ne 1 K MeToanKe, B
CB$13U C YEM, 3ASIBAEHHAS BEANYMHA YBEAMYEHUS (2,89%) NPEeAEAbHBIX OTMYCKHbIX LLIEH HO
BbILLEYKA3AHHbIV MNPENAPAT MNPEBLILLAET MPEAEABHO AOMYCTUMYIO BEANYMHY YBEANYEHWS
(2,86%) 30PErMCTPUPOBAHHbBIX MPEAEABHBIX OTMYCKHBIX LIEH, YTO MPOTUBOPEYNT
TPebOoBAHUSIM NMYHKTA 45 MeToAMKN,

B CBSI131 C BbILLEM3AOMEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 MpaBUA
NpeBbILLIEHNE MPEACTABAEHHBIX AASI FTOCYACPCTBEHHOM NepeperncTpaLmm npeAeAbHbIX
OTMNYCKHbIX LIEH MPOU3BOANTEAS HO AEKAPCTBEHHBIE MPENAPATH HOA LEHAMMU,



PACCYNTAHHBIMK B COOTBETCTBUM C [paBUAAMU U METOAMKON, SIBASIETCSI OCHOBOHMEM
AASI OTKA3A B COrAQCOBAHUNN FOCY AP CTBEHHOW PErMCTRALMNMN NPEAEAbHBIX OTMYCKHbIX
LeH NMoon3BOANTEAS HO AeKAPCTBEHHbIE MpernapdThl.

OpaHoepemeHHo DAC Poccuim obpalLaeT BHUMAHUE HO HOAVNYME HEAKTY AAbHbBIX
CBEAEHUIM B TOCYAQPCTBEHHOM peecTpe NPEeAEAbHbIX OTMYCKHbBIX LIEH MPOU3BOANTEAEN
HO AEKAPCTBEHHbIE MPEnapaThl, BKAKOYEHHbIE B NepedeHb YKM3HEHHO HEODXOANMBIX U
BAYKHENLLIIX AEKAPCTBEHHbIX MPENAPATOB, B OTHOLLEHNM AEKAPCTBEHHOMO MpenapaTa
«MarHus CyAb®AT» B YOCTU CBEAEHMIN O ASKOPCTBEHHOW GOPME ASKAPCTBEHHOMO
NPenapaTa BBUAY OTCYTCTBUSI COOTBETCTBYIOLLINX CBEAEHU B PEMMCTOALMOHHOM

Y AOCTOBEPEHUN BbILLEYKA3OHHOrO ASKAPCTBEHHOrO MPenapaTa.

T.B. Hmkeropoaues



