PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpraumm yCTAOHOBAMBOEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
MpaenAa), PeAepaAbHAST AHTUMOHOMOABHAS CAY>XKOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMaMU MuH3ApPaea Poccum ot 18.12.2019
Ne 20-4-4121947-c, o1 28.01.2020 Ne 20-4-4121941-A0M, U NPUHSAQ pelleHmne 06
OTKQA3€ B COrAQCOBOHUM MPEAEABHOM OTMYCKHOW LIEHBI, 3ASIBAEHHOW HA
permctpauumio NMNAO «Kpacoapmar (Poccust), HO CAEAYIOLLIMN AEKAPCTBEHHDBIV
NPENAPAT, BKAKOYEHHbBIN B NEPEYEHD MKNBHEHHO HEODXOANMbBIX 1 BOMKHEWLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

OorokcaumH (MHH - OpAoKcaAumH), PACTBOP AASI MHOY3UA, 2 Mr/MA, 100 MA, -
KOHTENHEP (72) — SWNK KAPTOHHBIN (AAST CTALMOHAPOBR), B pasmepe 2304,00

pyo.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbIBAETCS MO CAEAYHOLLMM OCHOBAHWSIM.

B coOoTBETCTBUM C MOAMYHKTOM «QO» MYHKTA 14 MeTOAUKM PpACHETA
YCTOHABAMBAEMbIX MPOM3BOANTEASIMN AEKAPCTBEHHBIX MPENAPATOBR
NPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI, BKAKOYEHHBIE B
nepeveHb YXHBATT, npm nx rocy AQPCTBEHHON PEerncTpaunm
nepeperncTpaunm, yTeep>XK AEHHOM NOCTAOHOBAEHMEM [TPOBUTEABCTBA
Poccumnckon Qeapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanka),
NPEAAAraeMast K FOCYAQPCTBEHHOM PEMMCTPALMM MPEAEABHAST OTMYCKHASI
LEeHA HA BOCMPOM3BEAEHHDBIN AEKAPCTBEHHbBIM NPENAPAT, B CAYHYOE ECAU B
PAMKOX OAHOIO PErmcTPAUMOHHOIO YAOCTOBEPEHUSI ACKAPCTBEHHOIO
NPENAPATA 3APEMMCTPUPOBAHBI MPEAEABHBIE OTMYCKHbIE LiEeHbI HO
BOCMPOU3BEAEHHbBIN AEKAPCTBEHHBIN MPENAPAT C TAKOW YKe AEKAPCTBEHHOW
DOPMON N AO3NPOBKOM (KOHUEHTPAUMEN, AKTUBHOCTHIO B € AVHULIOX
AENCTBUS), PACCHYUTBIBAETCSI UICXOAS U3 CPEAHEero apndmMeTn4ecKkoro
3HAYEHUS CTOMMOCTUN OAHON A€KAPCTBEHHON QOPMbl A€KAPCTBEHHbIX



NPenaparos, UMeIoWUX BAVXKANILME CMEXXHbIE KOAUYECTBA BO BTOPUYHOM
(NoTpebuTeAbLCKOM) yNAaKoOBKe, HO OCHOBOHMUU CBEAEHUN, NPEAYCMOTPEHHbIX
npuAoXKeHuem Ne 5 K MeToAuKe.

3A9BAEHHAS MPEAEABHAST OTNYCKHAS LEHA MPEBLILLAET MPEAEABHYIO
OTMYCKHYIO LEeHY, PACCUYUTAHHYIO C YHETOM MOAMNYHKTA «Q» NYHKTA 14
MeToAMKN.

B CBS13M C BbILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYyHKTA 19
[NPaBUA NpeBbILLUEHVE MPEACTABASHHOM AAS TOCY AQPCTBEHHOWM perncTpaumm
npeAeAbHOW OTNYCKHOW LeHbl MPOM3BOAUTEAS HO AEKAPCTBEHHBIV MpenapaT
HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBUAOMU U MeTOAMKOWN,
SIBASIETCS1 OCHOBOHMEM AASI OTKA3A B COMAQCOBOHMM TOCY AQPCTBEHHOMN
perncTpaunm NpeAeAbHOM OTMNYCKHOW LIeHbl MPOUN3BOAUNTEAS HA
AEKQPCTBEHHBIV Npenapar.

A.B. AoueHKo



