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 LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee - MNMparnaa), PeaepaAbHAST AHTUMOHOMOAbHAST CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
OT 26.07.2023 Ne 25-7-4258448-c 1 o1 30.08.2023 Ne 25-7-4258448-p01, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3asiBAeHHOM Ha permncTpaumio OO0 «MOCPAPM» (Poccus), HO CAEAYIOLLNIA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«Atoko3a» (MHH — « AeKCTpo3a»), PACTBOR AAS UHDY3UM, 5%, 150 MA - ByThIAKC
(35) - MK KOPTOHHBIM (AAS CTAUMOHAPOB), B pasmMepe 628,25 pyb.

[peAeAbHAs OTNYCKHAS LeHA HAO YKA3AHHBINM AEKAPCTBEHHbIV NpenapaT He
COrAQCOBbBIBAETCS MO CASAYHIOLLMM OCHOBOHWSIM.

[pu NpoBeAEHNN SKOHOMMYECKOTO aHAAM3A PAC Poccum BbISIBAEHO
NPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOW LieHbl HA BblLLEeYKA3AHHbI
AEKQAQPCTBEHHbIN NPEenapaAT HOA LLEHOW, PACCYUTAHHOW B COOTBETCTBUN C
TPEeBOBAHMSIMM NMYHKTOB 34-36 MeTOAMKM PACHETA NPEAEAbHBIX OTMYCKHbIX
LeH Npon3BOANTEAEN HO AEKAPCTBEHHbIE NPEenApPAThl, BKAIOYEHHbIE B
nepeyeHb XN3HEHHO HEOBXOAMMBIX 1 BADKHEMLLMX AEKAPCTBEHHbIX
MNPEenapPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHMEM [1paBUTEABCTBA POCCHMMNCKON
Peapepaumm ot 15.09.2015 Ne 979 (ponee — MeToaAnKa).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HONPABAEH 3AMNPOC

oT 14.08.2023 Ne TH/64976/23 0 Npe ACTABAEHNM YTOYHEHHBIX PACYETOB
3ASIBASIEMOW MPEAEABHOW OTMYCKHOW LieHbl HO BblLLEYKA3AQHHbIN
AEKOAPCTBEHHbBIV NPENAPAT C y4eTOM TPeDBOBAHUM NMYHKTOBR 34-36 MeTOAMKN,

COranQcHO NpeACTOBAEHHbBIM 3ASIBUTEAEM AOKYMEHTOM PACHET NPOM3BEAEH
6e3 yyeTa cpeAHEro aprPMETUYECKONO 3HAYEHMSI CTOUMOCTN OAHOWM
AEKAPCTBEHHOW GOPMbI MCXOAS N3 MOCAEAHVX 3APEMMCTPUPOBAHHDBIX
(NnepeperncTprpPOBAHHDBIX) MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIN
NpenaparT, COBMNAAQKOLLNM C 3as1BAsIEMbIM Mo MHH, AekapcTBEHHOW dopMe U
AO3MPOBKE C MAOKCUMOABHOM CTOMMOCTbIO OAHOM AEKAPCTBEHHOM GOPMbI,



YTO MPOTVBOPEUYUT TPEOOBAHMIM ab3aLa 3 NyHKTA 35 MeToAMKN,

Takmm oBpA30M 3ASIBAEHHAOST MPEAEABHAST OTIYCKHAS LIEHO HE MPUBEAEHA B
COOTBETCTBME C TPEDOOBAHNIMM NMYHKTOB 34-36 METOAMKU, B TOM YNCAE
NPeACTOBAEHHBIMM HA BbILLEYKA3AHHbIM 3arnpoc PAC Poccum AOKYMEHTAMU.

B CBS131 C BbILLEMBAOXKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «M» MYHKTA 19
[paBUA, NPEBbLILLEHMNE MPEACTABASIEMOW AASI TOCYAQPCTBEHHOW perncTpaumm
NAV MepepErncTpaLmMm npeAeAbHOM OTMYCKHOM LIEHBI MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AASI OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.

T.B. Hmkeropoales



