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 11 NOAMYHKTAMM «O» W «M» MYHKTA 32 [NpaBUA
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 ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuHsapaea Poccum o1 02.11.2020 Ne 20-4-4151077-C, v MPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3asiBA€HHbIX Ha nepepermncTpaunio OO0 «BIAMPU®» (Poccus), Ha
CAEAYIOLLME AEKAPCTBEHHDIE MPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKNBHEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «MeAnUMHC KM aHTUCcenTniec ki pacTeop (MHH — «3TaHOA»), paACTBOP
AASI HOPY>KHOTO npuMeHeHust (crimpTtoeon), 70%, 100 MA - PAAKOHbBI TEMHOTO
cTeKkna (1), B pasmepe 15,34 pyb.

2. «MeANUMHCKNA aHTUCcenTniyecknii pacTtsop (MHH — «2TaHOA»), pACTBOP
AASI HOPY>KHOTO npuMeHeHust (crimptoeon), 70%, 100 MA - PAAKOHbBI TEMHOTO
cTekna (1) - NaYkM KaPToHHbIE, B padmepe 20,35 pyb.

3. «MeANUMHCKNIA aHTUCEnTnYeCKknii pacTeop (MHH — «2TaHOA»), pACTBOP
AASI HOPY>KHOTO npuMeHeHust (crimptoeown), 70%, 20 A - KOHUCTPDI
NOAVUSTUAEHOBLIE, B pa3Mepe 2289,66 pyb.

4, «MeANUMHCKUN aHTcenTudeckun pacteop (MHH — «2TAHOA»), PACTBOP
AN HOPY>KHOTO npuMeHeHust (crimptoson), 70%, 10 A - KOHUCTPDI
NOAUSTUAEHOBLIE, B pasmepe 1144,85 pyb.

5. «MeANUNHCKNA aHTUCcenTniyecknii pacTtsop (MHH — «2TaHOA»), pACTBOP
AASI HOPY>KHOTO npuMeHeHus (crimpTtoeom), /0%, 5 A - KOHUCTPbI
NOAUSTUAEHOBLIE, B pasmepe 744,13 pyb.

6. «MeANUNHCKNA aHTUCcenTniyecknii pacTtsop (MHH — «2TaHOA»), pACTBOP
AASI HOPY>KHOTO npuMeHeHust (crimptoeon), 90%, 100 MA - PAAKOHbBI TEMHOTO
cTekna (1), B pasmepe 17,70 pyb.

7. «MeAUUMHC KA aHTUCcenTniec ki pacteop (MHH — «3TaHOA»), pacTBOpP
AASI HOPY>KHOTO npuMeHeHust (crimptoeon), 90%, 100 MA - PAAKOHbBI TEMHOTO



cTeKkna (1), B pasmepe 21,30 pyb.

8. «MeAMUMHC KUY aHTMCcenTuyecknii pacTeop (MHH — «2TaAHOA»), pACTBOP
ANSI HOPY>KHOTO npuMeHeHust (crmptoson), 90%, 20 A - KOHUCTPDI
NOAUSTUAEHOBBIE, B pasmMepe 2747,60 pyb.

Q. «MeANUMHCKIN aHTMCcenTUYeCKnA pacTeop (MHH — «2TaHOA»), paCcTBOpP
ANSI HOPY>KHOTO npuMeHeHust (crmptoson), 90%, 10 A - KOHUCTPDI
NOAUSTUAEHOBBIE, B pasmMepe 1373,78 pyb.

10. «MeaAnuMHCKMIA aHTucenTnyecknin pactTeop (MHH — «2TaHOA»), pACTBOP
AASI HOPY>KHOTrO npuMeHeHus (crimptoeoin), 0%, 5 A - KOHUC TP
NOAUSTUAEHOBBIE, B pasmMepe 767,05 pyb.

B cootBeTCTBMM C NYHKTOM 41 MeToAVKN pacyeTa NpeAeAbHbIX OTMYCKHbIX
LEeH NPOnN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbBIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peaepaumm oT 15.09.2015 Ne 979 (Aanee — MeTOAUKA) BEANYMHA YBEANYEHNS]
30PErMCTPUNPOBAHHOW MPEAEABHOW OTMYCKHOW LEeHbl HO AEKAPCTBEHHbI
NPEenapPaAT NPOU3BOAUTEASI TOCYAQPCTBA - YAEHA EBPA3NINCKOro
9KOHOMMYECKOro COK3A MK ee NnepeperncTpaumm B CAYHAsIX, YKA3AHHbIX B
NOAMYHKTAX «Q» 1 «B» NyHKTA 32 MNMPABUA, HE AOAXKHA NPEBbIWATL YPOBEHDb
PAKTUYECKOUN UHPASILUN NMPEALIECTBYIOWEro KOAEHAQPHOro roaod € y4eTom
NPOrHO3NpPyemMoro YpoBHS UHPASLUN TEKYLLETO NOAC, YCTAHOBAEHHOIO
PeAEPAAbHbIM 30KOHOM O PEeAEPAABHOM BI0AXKETe HO COOTBETCTBYIOLWLNA
PUHAHCOBbIN FOA U NACHOBbIN NEPUOA.

B cooteeTCcTBMM C PepepanbHbIM 3aKOHOM OT 02.12.2019 Ne 380-03 «O
depepanbHoM BropykeTe Ha 2020 roa 1 NAGHOBLIM Neproa 2021 1 2022 ropos»
MPOrHO3UNPYEMbBIN YPOBEHD MHOASILNN, YCTOHOBAEHHbBIN HO TEKYLLINA FOA,
cocTtaBAsieT 3,0 %.

3asIBAEHHbIE BEAVYMHDBI YBEAVNYEHMST 3APEMMCTPUPOBAHHBIX NMPEAEABHDIX
OTMYCKHbIX LLeH HO AEKAPCTBEHHbIE MPENAPAThI, YKA3AHHbIE B NYHKTAX 1,2, 6, 7
HacTosiLero pelwenns (39,03 %, 48,74 %, 48,87 % , 49,95%) npeBbilLaOT
NPEAEABHO AOMYCTUMYIO BEAVYMHY YBEAMYEHMS (HE 6oAaee 6,13 %)
30PErnCTPUPOBAHHON MPEAEAbHOW OTMYCKHOM LeHbl B COOTBETCTBUM C
TPEeBOBAHUSIMM MOAMYHKTA «O» MYHKTA 32 [MOABUIA.

Kpome Toro, B COOTBETCTBUM C MyHKTOM 37 MeTOoAUKN Mpe AEAbHAST OTMYCKAS
LeHQA HO AeKAPCTBEHHbIV NPEenapdaT Npu ee nepepernctTpalmm
YCTOHOBAVBAETCS AAST KOXKAOTO MPOOU3BOAUTEAS B PAMKOX
PErMcTPAUMOHHOIO YAOCTOBEPEHNSI AEKAPCTBEHHOIO NPEenapaTa B
COOTBETCTBMU C TPEBOBAHUSIMU MYHKTOB 24 11 25 MNPABUA 1 HE MOXKET
NPEBbLILLATb MUHMAOABHYIO LIEHY, PACCUYUTAHHYIO B COOTBETCTBUM C



HACTOSILLMM PA3AEANOM.

B aTOM CBS13U, NPEeAEAbHAS OTNYCKHAST LEHA, YKA3AHHAS B MYHKTE 2
HOCTOSILLErO PELLUEHUS TAKKE HE COOTBETCTBYET TPEOOBAHUSIM NYHKTA 37
MeToaAnKN.

I'Ipe,A,e/\bele OTrNyCKHble UeHbl HO AeKAPCTBEHHDbIE MPEenapaTbl HE
COraAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

3asIBAEHHbBIE BEANYMHDBI YBEANYEHMS (6%) 3APErNCTPUPOBAHHBIX MPEAEABHbIX
OTMYCKHbIX LIEH HA BbILLEYKA3AHHbIE AEKAPCTBEHHBIE MPENAPATHI, YKA3AHHbIE B
nyHkTOX 3, 4, 5, 8, 9, 10 HOCTOSLWErO PEeLLEHUSs, HE YUYUTHIBAOT TPEOOBAHMS
NYHKTOB 43-45 MeToAMKM, O TAKXKE MPOTVBOPEYAT TPEOOBAHMSIM NOAMNYHKTA
«M MyHKTA 32 [NPpABUA,

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBuA, PAC Poccum HaNpaABAEH 3anpocC oOT
20.11.2020 Ne TH/101715/20 0 Npe ACTABAEHUN YTOYHEHHBIX PACHETAX
3ASIBASIEMBIX MPEAEAbHBIX OTMYCKHbBIX LEH C Y4EeTOM TPEBOBAHMM MeToAMNKN,

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHBIM 30MPOCOM
OAC Poccum nHOopMaLms He NOCTYMAQ.

B CBS131 C BbILLEMN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMW «B» U «» MYHKTA
19 MNP OBUA MPEBbLILLEHNE MPEACTABASIEMON AAS TOCYAQPCTBEHHON
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[oasmAOMU M METOAMKOW, A TAKKE HEMPEACTOBAEHNE CBEAEHUN,
NPEAYCMOTPEHHDBIX MYHKTOM 14 [1PABUA, SIBASIETCSI OCHOBAHMEM AAST OTKA3A B
COrAQCOBQOHMM TOCYAQPCTBEHHOW MNepeperncTpaunm npeAeAbHOM
OTMYCKHOWM LIEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHbBIV NPENApAT.

T.B. Hmkeropoaues






