NOCTAHOBAEHUE
O HOAOXKEeHUM wTpada no AeAy Ne 08/04/14.3-37/2020
06 AAMUHUCTPATUBHOM NPOBOHAPYLIEHUM
06 aerycta 2020r. r. Mockea

3amecTuTtenb pykoroanTenst PeAepanbHOM AHTUMOHOMOABHOW CAYYKObI <...>,
PACCMOTPEB MPOTOKOA 1 MATEPUAABI Aena Ne 08/04/14.3-37/2020 o6
OAMUHUCTPATVBHOM MPOBOHAPYLLEHNN, BO3BYXKAEHHOIO B OTHOLWEHMM AO
«Otncnoapm» (aapec: ya.Tectosckas, A.10, a1.12, nom.Il, kKoMH.29, 1. Mocksa, 123112,
OIlPH 1135047014145, HH 5047149534, KM 770301001, aoaTta pernctpaummn: 23.12.2013),

YCTAHOBUA:

PeknaMa AeKQpCTBEHHOIO MpenapaTa «ApOUAOA» PACMPOCTPAHSIAACD B SIHBAPE
2020 roaa B a0upe PAANOCTAHLUMIA, B HOCTHOCTU, HO PAAMO «PAAMO 7 HO CEMU XOAMAOX»,
«PeTpo FM», «EBpona lNAtoCc», « ABTOPAANOY.

B pekaame coobLaAOCh: «B MUpe YBEAMYMBAETCS KOANYECTBO 3AOOAEBLLMX HOBBIM
KOPOHOBMPYCOM, BbI3bIBAKOLLMM OMNACHYHO MHEBMOHMIO. BUpYC NepeaAqeTcst OT YeAOBEKA
K 4eAOBEKY. PUCK 3apaykeHns BbICOK. ICCASAOBOHNS AOKA3AAU: APOUAOA AKTVBEH
ACDKE NPOTUB KOPOHABMPYCA. APBUAOA — AHTUBUPYCHOE AENCTBUE LUMPOKOrO CNEKTPA
AAS 3ALLINTBI AETEN N B3POCABIX. IMEIOTCS MPOTVBOMOKA3AHMS, MOOKOHCYABTUPYMTECH
CO CMEeUVOANCTOMD,

B pekname yTBEepIXKAQETCS, YTO «APBUAOA» AKTVIBEH NPOTUB HOBOIO KOPOHABMPYCA
2019-nCoV, 1 cAeAOBATEABHO OOAQACET TEPANEBTUYECKON DPPEKTVIBHOCTLIO B
OTHOLLEHU HOBOW KOPOHOBWPYCHOM MHOEKLMM, KOTORAS MOPAXKAET BCE BOAbLLEE YNCAO
AOAEN B MUPE.

2019-nCoV, BnocaeacTeMM SARS-CoV-2 - HOBbIN BUA, KOPOHABUPYCOB, BbISIBAEHHbIV B
KOHLEe 2019 roAQ BO BPEMSI BCTbILLKM MHEBMOHUK B YXaHE (Kutam). NHKY B AUMOHHbIN
NepmoA MHEBMOHM HOBOIO TUMNA AAUTCSI BECCUMMTOMHO OT 2 A0 20 AHEN, 1, COTAQCHO
NOCAEAHVM AQHHBIM, 36 0OAEBAHME CTAOHOBMTCS 3APA3HBIM AO MOSIBAEHMST CUMMTOMOB.
OnACHOCTb BMPYCA KPOETCSI B €0 TSHKEAOM 1 ONACHOM AAST YKU3HW TedeHn. 30 sIHBAPS
2020 r. HO 30CEAQHVN KOMUTETA MO YPE3BbIYANHBIM CUTYAumsiM BO3 BCMbILLKA HOBOIrO
KOPOHABKPYCA BbIAQ MPU3HAHA YPE3BLIYOMHOM CUTYAUMEN B OBAACTM OBLLIECTBEHHOIO
3APOBOOXPAHEHNS, UMEIOLLEN MEXKAYHAPOAHOE 3HAYEHME. 11 QEBPAAS 30OOAEBAHME
MOAYYMAO HA3BAHME HOBOW KOPOHABMPYCHOM MHO ek COVID-2019,

B cOOTBETCTBUM C PEMMCTPAUMOHHBIM YAOCTOBEepeHem P NO03610/01 ot 10.06.2007
«APBUAOA» 3APETMCTPUPOBAH B KOYECTBE AEKAPCTBEHHOIO MPENApaATa,
AEKAPCTBEHHAST POPMA: KAMCYAbI.

CoraacHo pasaeny «OapMaKoOANHAMKKA» MHCTPY KLU MO MEAMLIMHCKOMY MPOUMEHEHWIO
AEKAPCTBEHHOIO NPENAPATA «APBUAOA» AEKAPCTBEHHDBIV MPENAPAT SIBASIETCS
NPOTVBOBUPYCHBIM CPEACTBOM, KOTOPOE CNeUMdUIECKM NOAABASIET iN Vitro BUPYCbl
rpynna A 1 B (Influenzavirus A, B), BkAtOUas1 BbiIcOKONATOreHHble NoATUMbl A (HTNT)pdmQ09
n F(H5NT), a Takke aApyrre BUpyCbl — BO3BYAUTEAM OCTPbIX PECTUPATOPHbBIX BUPYCHbIX
nHoekumin (OPBU) (kopoHaempyc (Coronavirus), QCCOUMMPOBAHHBIN C TSHKEABIM OCTPbIM



PECTMPATOPHBIM CUHAPOMOM (TOPC).

[MOKA3AHMSIMW K MPUMEHEHNIO AEKAPCTBEHHOIO MPENAPATA SIBASIKOTCST: MPOPUAAKTUAKA A
AEYEHVEe Y B3POCAbIX U peTent: rpmnn A n B, aApyrre OPBI; kKOMNAeKCHAs Tepanis
PELUVNAMBUPYIOLLEN repneTn4eCKor MHOEKUNN; NPODUAAKTUKA MOCAEONEPALMOHHBIX
NHPEKLIMOHHbBIX OCAOXKHEHNI; KOMMNAEKCHAS TEPAMMST OCTPbIX KULLEYHBIX MHOEKLNI
POTABMPYCHOM STUOAOIMN Y AETEN CTApLLE b AET.

CoraacHo nHpopmauum OreyY «<HUSCMIM» MuHsapasa Poccum (ncx. 2359 ot 06.02.2020),
NPeAOCTABAEHHOM MUH3APABOM Poccum (BX. 27597/20 ot 14.02.2020) B OTBET HA 3AMPOC
OAC Poccunm (nex. AK/6118/20 ot 30.01.2020), B MIHCTRYKLUMM MO MEAMLIMHCKOMY
NPVIMEHEHNIO AEKAPCTBEHHOMO NPENAPATA «APBUAOA» B PASAEACX «[1OKA3AHMST K
NPUMEHEHNIO» N «CNOCOB NPUMEHEHNSI» OTCYTCTBYET NMHMOPMALMS OO MHOEKLUMOHHOM
3060AEBAHUN, BbI3bIBOAEMOM KOPOHABMPYCOoM 2019-nCoV. 3aAQHUM MO BHECEHMIO
M3MEHEHNIN B ASVCTBYIOLLYIO HOPMATUBHYIO AOKYMEHTALMIO C LEABIO PACLUMPEHS
NOKA3AHNM K MOUMEHEHUIO AEKAPCTBEHHOIO NPENAPATA «APONAOA» B YHPEIKAEHNE HE
MNOCTYNAAO.

B cooTBETCTBMM C YACTbIO 6 CTATbU 24 DeAepPAAbHOrO 3AKOHA «O pekAame» COobLLEHNEe
B PEKACME O CBOVNCTBOX U XOPAKTEPUCTUKAX, B TOM YMCAE O CMIOCOBAX MPVIMEHEHWMS U
NCMOAb30OBAHMS, AEKAPCTBEHHbIX MPEnapATOB U MEAULIMHCKNX U3AEAUIN AOTYCKAETCS
TOABKO B MPEAEAAX MOKA3AHNN, COASPIKALLMXCS B YTBEPYKAEHHBIX B Y CTOHOBAEHHOM
MNOPSIAKE MHCTPYKLMSIX MO MPOUMEHEHMIO 1 MCMIOAb3OBAHMIO TAOKUX OOBEKTOB
PEKACOMUPOBAHUSI.

Mpw atoM Komuncecunsg GAC Poccum He oueHMBAET adOEKTUBHOCTb MPUMEHEHMS
AEKOAPCTBEHHOIO NPENAPATA «APBUAOA» AASI AEYEHNS HOBOW KOPOHOBUPYCHOMN
nHPekumn COVID-2019, oLeHKe MOAAEXKUT COODLLEHHAS B PEKAAME MHDOPMALMS O
AEKAPCTBEHHOM MnpernapaTe «ApOUAOA» HO COOTBETCTBME TPebOBAHNIM PepepPAAbHOrO
3aKOHA «O peKkAamey,

B pexname coobLaeTcst O CBOMCTBAX M XAPAKTEPUCTUKAX AEKAPCTBEHHOIO NPenapaTa
«ApBNAOA» - 06 AKTVBHOCTW NPENAPATA AQXKE NPOTUB KopoHaeupyca 2019-nCoV, BHe
NPEeAEAOB NOKA3AHMM, COAEPXKALLMXCS B YTBEPIKAEHHOW B Y CTOHOBAEHHOM MOPSIAKE
MHCTPYKUMM MO MPUMEHEHUIO AEKAPCTBEHHOIO NPEnapaATa.

COOTBETCTBEHHO HO MOMEHT BbIXOAC PEKACMbBI COAEPIKALLMINCS B HEM PEKACMHbIV
MOCBIA, OTHOCUTEABHO AENCTBIUS MPENAPATA «APONAOA» MPOTUB HOBOrO KOPOHABUPYCA,
BbIXOAMA 30 MPEAEAbl MOKA3AHWN, YKA3AHHBIX B MHCTPYKLUMM MO MOUMEHEHMIO ACHHOIO
NPenapaTa, 1 AO BHECEHWS B MHCTPYKLMIO COOTBETCTBYHOLLMX AOMOAHEHN ObIA
NPEeXAEBPEMEHHBIM.

Takmm 06pA30M, B PEKAOME, PACMIPOCTPAHSBLUENCS B sHBAPE 2020 roaa B apupe
PAAMOCTAHUMI, B YHOCTHOCTU, HO PAAMO «PAAMNO 7 HO CEMUN XOAMAX», «PeTpO FM»,
«EBpona MNAC», «ABTOPAAMO» HOPYLLIEHA YOCTb 6 CTATbY 24 PeAEepPAAbHOrO 3AKOHA
«O peknamen.

B cooteeTcTBUMM C YACTbIO 6 CTaTbM 38 PeAepPAAbHOro 3aKOHA «O PEKAAME
PEKAOMOAQTEAD HECET OTBETCTBEHHOCTb 30 HAPYLUEHWE TPEOOBAHMIN, Y CTAHOBAEHHbBIX
4acTbto 6 cTaTby 24 PepAepPAAbHOrO 3AKOHA «O pekAame».



PeknamoaaTeEAEM YKA3AHHOWM peKAAMBbI siBASIETCST AO «OTCndapm» (QAPEC:
yA. Tectoeckas, A. 10, aT. 12, nom. Il, komH. 29, r. Mockea, 123112, OI'PH 1135047014145,
NHH 5047149534, Kl 770301001, aoaTa pernctpaumm: 23.12.2013).

B cooteeTcTBUM C YaCTbio 5 cTtaTbm 14.3 Koaekca Poccuimcrkon Peapepaumm ob
AAMUHUCTPATUBHBIX MPABOHAPYLLEHNSIX HOPYLLEHNE Y CTAHOBAEHHDIX
3AKOHOAQTEABCTBOM O PEKAAME TPEDOBAHNIN K PEKAOME AEKAPCTBEHHbBIX CPEACTB,
MEANUMHCKMX M3AEAUA N MEANLIMHCKMX YCAYT, B TOM YACAE METOAOB A€YEHWSI, A TAIOKE
BUNOAOTNYECKM AKTUBHBIX AODABOK BAEYET HOAOXKEHNE OAMUHUCTPATUBHOIO LUTPADA HA
IOPUANYECKMX AUL, OT ABYXCOT ThICSIH AO NATUCOT ThiCSIY pyOAEN.

AO «OTUCUDAPM» UMEAO BO3MOXMKHOCTb AASI CODAIOAEHNS TPEOOBAHMIN
30KOHOAQTEALCTBA Poccuinckomn Pepepaumm o pekrame, oaHako OBLECTBOM He ObIAK
MNPUHATL MEPbl MO COBAKOAEHMIO ero TPEOOBAHMIA.

Takmm 06pa30oM, YyCTAHOBAEHA BMHA AO «OTUCHPAPM» B HOPYLLEHNW
3aKOHOAOTEABCTBA Poccumckom Peapepaumm 0 pekaamMe Npm PACrpOCTRAHEHUN
PEKAQMbI AECKAPCTBEHHOMO NPENAPATA «ApBMAOA» B siHBApe 2020 roaa B adupe
PAAMOCTAHUMI, B YHOCTHOCTU, HO PAAMO «PAAMNO 7 HO CEMUN XOAMAX», «PeTpO FM»,
«EBpona lNAC», «<ABTOPOAMNOD.

Cpok poaBHOCTU NpuBAedeHKst AO «OTUCUOApM» K AAMUHUCTOATUBHOM
OTBETCTBEHHOCTU, YCTAHOBAEHHbIM YacTbto 1 cTaTbk 4.5 KOAl PO, HO MOMEHT BbIHECEHMSI
HACTOSILLLErO MOCTAHOBAEHUS HE UCTEK.

CoraacHo yact 3 ctatbu 4.1 KoAl PO npu HO3HAYEHUN AAMUHUCTPATUBHOIO
HAKQA3AHWS KOPUANYECKOMY AULY YYNTBIBAKOTCST XAPAKTEP COBEPLLUEHHOIO UM
AAMUHUCTPATVBHOMO MPABOHAPYLLEHWS, UMYLLLECTBEHHOE 1 GUHAHCOBOE NMOAOYKEHNE
IOPUANYECKOrO AULIA, OBCTOSITEABCTBA, CMArYAOLLIIE AAMUHUCTRATUBHYHO
OTBETCTBEHHOCTb, M OBCTOSITEALCTBA, OTSINHAOLME AAMUHUCTOATUBHYIO
OTBETCTBEHHOCTb.

OB6CTOSTEABCTB, CMSIMHAIOLLMX UAU OTAMYAIOLLINX AAMUHUCTPATUBHYIO OTBETCTBEHHOCTb
AO «OTUCUDAPM» 30 COBEPLLEHHOE AAMUHUCTPATVBHOE NMPABOHAPYLLEHNE, He
YCTAHOBAEHO.

MQAO3HAYNTEABHOCTb B coBepLUeHHOM AO «OTUCMPAPM» AAMUHUCTPATUBHOM
NPABOHAPYLLEHNMN HE YCTAHOBAEHA. TAKUM OBPA30M, OCHOBOHMSI AAST OCBODOXKAEHMS
AO «OTMCNOapPM» OT AAMUHUCTPATVBHOM OTBETCTBEHHOCTM COIAQCHO CTaThbe 2.9 KOAT
P® oTcyTCTBYIOT.

PYKOBOACTBYSICb YOCTbIO 6 CTATbU 24, 4acTbio 6 cTaTbm 38 DeAepPAAbHOrO 30KOHA
oT 13.03.2006 Ne38-P3 «O pexkaamer, 4yacTbto 5 ctatbu 14.3 Kopaekca Poccumnckom
Pepepauy 06 AAMUHUCTPATUBHDBIX MPOOBOHAPYLLEHMUSIX,

NOCTAHOBWA:

1. MpumennTs K AO «OTUcndapm» (aapec: YA. TecTtorckas, A. 10, aT. 12, nom. Il, KOMH. 29,
r. Mockea, 123112, OT'PH 1135047014145, NHH 5047149534, Kl 770301001, oaTa
pernctpaumm: 23.12.2013) Mepbl AAMUHUCTPATUBHOM OTBETCTBEHHOCTU B BUAE LUTPADA
30 HAOpYLUEHME 3AKOHOAQTEABCTBA O pekname B paamepe 200 000 pybaen.



2. CyMMYy LUTPADA HOAAEXKUT YNIACTUTb MO CASAYIOLLIMM PEKBUUTAM:

YWH 16100500000000620337

Moay4daTenb: MexxkpernmoHanbHoe onepaumoHHoe Y PK (ansg PAC Poccum A/c
04951001610)

BaHk noAyyateas:: OnepaumoHHbI AenapTtameHT banka Poccum r. Mocksa 701
NHH 7703516539

KM 770301001

B1K 044501002

PacueTHbin cyeT 40101810500000001901

KBK 16111601141010003140
OKTMO 4538 0000

CoraacHo nyHkTy 1 ctatbu 32.2 Koaekca Poccumckon Qeapepauym ob
OAMUHUCTPATUBHBIX MPABOHAPYLLUEHNSIX AAMUHUCTOATUBHBIN LUTPA®D AOAXKEH OblTb
YAAQYEH AULIOM, MPUBAEYEHHBIM K AAMUHUCTPATUBHOM OTBETCTBEHHOCTU, HE MO3AHEE
LLUECTUAECSITU AHEN CO AHSI BCTYMNAEHMSI MOCTAHOBAEHWST O HOAOXKEHN
OAMUHUCTPATUBHOIO LUTPADA B 3AKOHHYKO CUAY AMBO CO AHSI UCTEYEHNS CPOKA
OTCPOYKN MAM CPOKA PACCPOYKM, MPEAYCMOTPEHHBIX CTaThben 31.5 Koaekca
Poccuickon Gepepaumr 06 AAMUHUCTOATUBHBIX MPOABOHAPYLLUEHKSIX.

B TPEXAHEBHBIN CPOK CO AHST YAAQTHI LUTPAMA NPOCbOA MPEACTOBUTb B PepASpPAAbHYIO
OHTUMOHOMOABHYIO CAY>KOY HOAAEXKALLMM OBPA30M 3ABEPEHHDBIE KOMM MAQTEKHDIX
AOKYMEHTOB (MO 3AEKTPOHHOM noyTe <...>, delo@fas.gov.ru).

B cooteeTcTtBMM C nyHKTOM 1 cTaTbK 30.3 Koaekca Poccuinckon Peaepaumm ob
OAMUHUCTPATVBHbBIX MPOBOHAPYLLEHMSIX MOCTAHOBAEHNE MO AEAY 00
OAMUHUCTPATVBHOM MPOBOHAPYLLUEHNN MOYKET OblTb OBYKOAOBAHO B TEYEHNE AECSTU
CYTOK CO AHSI BRYYEHUST AU MOAYYEHMST KON MOCTAHOBAEHMS. XKAAODA HO
NOCTAHOBAEHME MO AEAY 06 AAMUHUCTPATUBHOM MPABOHARYLLEHUM MOAQETCS
BbILLECTOSILLIEMY AOAKHOCTHOMY AMLY AMBO B CyA B MOPSIAKE, MPEAYCMOTPEHHOM FABOM
30 KoATll PO.

3AMeCTUTEND PYKOBOAUNTEAS] <..>



