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OMPEAEAEHUE
0 BO3OY>KAEHUM MPOU3BOACTBA Mo Aeny Ne 077/05/24-1664/2020
MO NPU3HAKAM HOPYLLIEHMS 3AKOHOAQTEABCTBA

Poccumncikom Qeapepaumm o pekrame

«06» peppans 2020 roaa r. Mockea

Mpeaceaatenb Kommccnm YnpasaeHnst PepepaAbHON AHTUMOHOMOABHOM CAYXKObI MO ropoAY
Mockee (aanee — Mockoeckoe YPAC Poccun) no pACCMOTPEHNIO AEA MO MPU3HAKAM HARYLLEHMUS
30KOHOAQTEABCTBA Poccumckon ®Peaepaumt O pPekAaMe, 30MECTUTEAb PYKOBOAUTEAST <...>,
POCCMOTPEB 3ASBAEHNE ODUBMYECKOTO AMLA, A TAIOKE MATEPUAABI MO MPUSHAKAM HOPYLLEHMS
AO «bocHanek» (bocHus n MepueroemHa) (aapec: CasemHCKAs HAB., A. 11, . Mockea, 119435) nyHkTa 8
yactn 1 ctatbn 24 GepepanbHoro 3akoHa ot 13 mapTta 2006 roaa Ne 38 O3 «O pekaamer» (Aanee —
3AKOH O pekAaMe),

YCTAHOBUA:

B Mockosckoe YPAC Poccum MNOCTYNMMAO  3ASBAEHME  OUINYECKOrO  AMLA  OTHOCUTEABHO
PACNPOCTPAHEHNS HO CTPAOHMLE 75 BbIMYCKA >XYPHOAA «BecTHuK [obeabl» 3a HosiBpb 2019 roaa
PEKAOMbI AEKAPCTBEHHOTO CPEACTBA «ANB0OAKTY,

B cootBeTcTBMM C nyHKTOM 1 cTaTbh 3 PepepanbHoro 3akoHa oT 13.03.2006 r. Ne 38-03 «O pekaame»
(paonee — 3AKOH O PEKAAME) PEKACMOM SIBASIETCST MHOOPMALMS, PACTPOCTRAHEHHAS AOObBIM
cnocobom, B AloBOIM GOpPME 1 C MCMNOAb3OBAHMEM AIODBIX CPEACTB, AAPECOBAHHAS HEOMPEAEAEHHOMY
KPYry AWL, 1 HAMPOBAEHHAST HO MPUBAEYEHNE BHUMOHKSI K OObEKTY PEKAAMMNPOBAHMSI, POPMUPOBAHMNE



AN MOAAEPXKAHNE MHTepeCa K HeEMY 1 ero npoABM>KEeHNEe HA PblHKE.

B COOTBETCTBUM C MYHKTOM 2 CTATbU 3 3AKOHO O PEeKAOME OOBEKTOM PEKAAMUPOBAHKS SIBASIETCS
TOBAP, CPEACTBA MHAMBUAYOAU3AUMM IOPUANMYECKOTO AMLA U (UAM) TOBAPA, W3rOTOBUTEAb WAU
NPOACBEL, TOBAPA, PEIYALTATHI MHTEAAEKTYOABHOW AESTEABHOCTV AMBO MepornpustTie (B TOM YMCAE
CMOPTVBHOE COPEBHOBAHME, KOHLUEPT, KOHKYPC, GECTUBAAb, OCHOBOHHBIE HO PUCKE Urpbl, MApK), HA
NPEUBAEYEHME BHUMAHUS K KOTOPLIM HOMPOBAEHA PEKACMA.

CoranQCHO NyHKTY 3 cTaTb 3 3AKOHA O PEeKAaME TOBAPOM MPUBHAETCS MPOAYKT AESITEABHOCTU (B TOM
yucAe paboTa, YCAYra), NPeAHA3HAYEHHbBIV AAS MPOACYKN, OBMEHA MAM MHOMO BBEAEHUS B OBOPOT.

B cooTBeTCTBMM C MYHKTOM 8 4ACTM 1 CTATbM 24 3AKOHA O PEKAAME PEKAAMA AEKAPCTBEHHBIX CPEACTB
HE AOAYKHA FOPAHTUPOBATL MOAOXKUTEABHOE AENCTBME OOBEKTA PEKACOMUMPOBAHUS], €ro 6€30MACHOCTD,
SPDEKTUBHOCTb M OTCYTCTBME NOBOYHBIX AENCTBUN.

OBBbEKT PEKAOMUNPOBAHUS SIBASIETCSI AEKAPCTBEHHBIM CPEACTBOM, YTO MOATBEPMKAOETCSI CBEAEHMNSIMM
N3 TOCYAQPCTBEHHOIO PEECTPA AEKAPCTBEHHBIX CPEACTB (PEMMCTPAUMOHHOE yAOCTOBEPEHME Ne T[]
N014179/01-2002 ot 06.05.2008.

icnoAb3yemble B pACCMATPUBAEMON PEKAAME YTBEPIKAEHMSI M CAOBOCOYETAHMS «OT MHPEKLMM FOPAC
— 2T0 QAKTl», «YCTPAHSET npuuMHy OOAM B TOPAE» CO3ACKOT BMEYATAEHUE O 6e3yCAOBHOWM
2PPEKTUBHOCTU PEKAAMUPYEMOrO AEKAPCTBEHHOrO NPEnapaTa.

Ncxoas U3 BBILLEUM3AOXKEHHOTO, MPU  PACMPOCTPAHEHUM YKA3AHHOM PEKAOMbl  YCMATPWBAKOTCS
MPEU3HAKKM HAPYLWeEHUST nyHKTa 8 vyactm 1 ctatbm 24 3AKOHA O pPEKAAME, BbIPA3MBLUETOCSl B
PACMPOCTPAHEHNUN PEKAOMbBI, B KOTOPOW OTCYTCTBYET 4YACTb CYLIECTBEHHOM WMHOOPMALMK, YEM
MOTPEDBUTEAN BBOASITCS B 3ADAYKAEHME,

B COOTBETCTBMM C AOKYMEHTOMW U CBEAEHUSMU, NpeAcCTaBAeHHbIMKM OOO «MmnepaTtre Meanan,
paccMaTprBaeMAsl PEKAAMA PA3MELLOAACh HO OCHOBOHMU AOTOBOPA, 3AKAKYEHHOTO Mexay OOO
«Mmnepate  Meamna» mn  AO «bocHanek» (BocHust n  [epueroBrHA), AENCTBYIOLLEE Yepes
NPEACTOBUTEABCTBO.

Ha ocHOBAHWMM MYyHKTA 2 4yacTu 1 CcTaTbM 33, yacTten 1, 2 CTaTb 36 3AKOH O PEeKAaMe U B
COOTBETCTBUM C nyHKTOMM 20, 21 TIpaBUA PACCMOTPEHUST OHTUMOHOMOABHBIM  OPIrOHOM  AEA,
BO3OY>KAEHHBIX MO MPU3HAKAM HARYLLEHUS 3AKOHOAQTEALCTBA Poccuickon Peaepaummn O pekaame,
YTBEPIKAEHHBIX MOCTAHOBAEHMEM [paBnTenbcTBa Poccuimckom Geapepaumm ot 17 aerycta 2006 roaa Ne
508 (panee — lNpasnAQ),

ONMPEAEAUA:

1. BosbyauTb MPOM3BOACTBO MO aAeAy Ne 077/05/24-1664/2020 no NpUW3HOKAM  HAPYLUEHUS
30KOHOAQTEABCTBA Poccuinckonm Peapepaunm O pekAaMe, d MMEHHO NyHKTA 8 4yacTtu 1 cTatbn 24
3AKOHA O peKAaME.

2. MpW3HOTb AULLAOMW, YHOCTBYIOLLVIMN B AEAE:

AMLO, B ASWCTBUSX KOTOPOrO COAEPKATCS MPU3HAKM HAPYLEHWMST 3AKOHOAQTEALCTBA POCCUMNCKON
Peaepaunm o pekrname, — AO «bocHanek» (BocHus 1 MepuerosmHa) (aapec: CaBeUHCKAS HOD., A. 11,
r. Mockea, 119435);

3anHTepecoraHHoe AMLO — OO0 «MMnepaTtme Meana» (MECTO HAOXOXKAEHUS: AMUTPUS YABSIHOBA YA., A.
31, nom. XL VI, kom. 13, aT. 2. Mockea, 117447; OI'PH 5067746074325; HH 7728591344).

3. HasHauntb aAeno Ne 077/05/24-1664/2020 «k paccmoTpeHutio Ha 13 yacoe 30 MuHyT «06» MapTa
2020 roaa o aapecy: r. Mocksa, MsicHUUKMIM Np-A, A. 4, cTp. 1, kab. 307 (BXxoA CO CTOPOHbI Bosiockoro
nepeyAKka).

4, AO «bocHanek» HO OCHOBOHUM CTATbM 34 3AKOHA O peKkAame, NyHKTA 21 MNpaBnA NPEACTABUTL B



aapec Mockosckoro YOAC Poccum B TedeHue Tpex paboumx AHEM CO AHSI MOAYYEHMST HACTOSILErO
OnpeaeneHnst, HO He MO3AHEE, YEM 3a ABA PABOYKMX AHST AO AQTbI 3ACEAQHMST KOMUCCUK, CAepyoLme
AOKYMEHTbI 1 CBEAEHNST:

KOMMIO NPWKA3A O HA3HAYEHUW FTEHEPAABHOMO ANPEKTOPA, MHOMO PYKOBOASILLLErO AULQ;
KOMUIO CBUAETEABCTBA O MOCTAHOBKE HA YYET B HOAOIOBbIV OPIaH IOPUANYECKOrO AULQ;

LBETHbIE MAKETHI (KOMUK) PACCMATPYBAEMON PEKAOMbI (MHOOPMALNN);

AOKYMEHTOABHO TMOATBEPMAEHHYIO  MHOOPMAUMIO OTHOCUTEABHO CPOKOB PACMPOCTPAHEHMS
PACCMATPUBAEMON PEKAAMbI (MHOOPMALNN);

MHOOPMALMIO O PEKAOMOAATEAE (PEKATOMOAATEASIX) PACCMATPMBAEMOW PEKAAMbI (MHOOPMALMIN)
C YKO3OHNEM PEKBU3NTOB AQHHBIX AL, (HOMMEHOBAHME, MECTO HOXOXASHMSI, PAKTNHECKN, MOYTOBbIV
QApPEC Y FOCYAQPCIBEHHbIV PEMCTOAUMOHHBINI HOMEPD 3AMNCK O CO3AQHUN IOPUANYECKOrO AMLQA,
MO0 PAMUAMIO, VIMS, OTYECTBO, QAPEC, OCHOBHOM OCYAQPCTBEHHbIVI PErNCTOALUMOHHBIYI HOMED
3anMcKy O roCYAQPCTBEHHON PErncipaumm @U3nYeckKoro AvUQ B KQYeCTBE WHAMNBUAYQAbHOMO
npeAnpvHIMarens; AMbo QAMUAVIO, VIMS, OTYECTBO, QAPEC, MACMOPTHbIE AQHHBIE WM KOHTQKTHBIE
TeAeQOHbI QU3NYECKOIO AVLQ);

AOTrOBOp (AOroBOPbLI) HA PACMPOCTPAHEHVE PACCMATPUBAEMON PEKAAMbl (MHOOPMALUKM) C
peknamMopaTeneM  (PEKAOMOAQTEASIMU), C TMPUAONKEHMEM BCEX WVMEIOLLUUXCST AOMOAHUTEABHbBIX
COMAQLUEHUN, MPUAOKEHUNA U T. M., OTHOCSILMXCSI K PACCMATPUBAEMON PEKAOME, MNAATENHbIE
AOKYMEHTbI MO OMNAQTE AQHHBIX AOrOBOPOB; AKTbl BBIMOAHEHHbBIX PABOT, TOBAPHBIE HAKAQAHBLIE U
MHbIE AOKYMEHTbI MOAMMCHIBOBLUMECS AMBO COCTABASIBLUMECS] CTOPOHAMM B PAMKOX M3rOTOBAEHWS],
PACAPOCTPAHEHUST UAN AIODBbIX MHBIX AENCTBUM, COBEPLUABLUMXCSI CTOPOHOMW B  OTHOLLEHMM
CIMOPHON PEKAAMBbI;

MHOOPMAUMIO 06 AKTYAAbHbIX (MOYTOBBIX, GAKTUYECKMX U T. M.) OAPECAX, B TOM YMCAE appece
SAEKTPOHHOM MNOYTbl, HOMEepe @QAKCA, MO KOTOPbIM BO3MOXHO HOAAEXKALLee OPOPMAEHME
KOPPECMOHAEHLMN 11 CBOEBPEMEHHOE YBEAOMAEHME AULA O XOAE PACCMOTPEHUS AEAQ, MecTe,
AOQTE UV BPEMEHU 3ACEAQHMST KOMUCCUWM, HEOBXOAMMBIX K MPEACTOBAEHMIO AOKYMEHTAX W
CBEAEHUSIX;

AOKYMEHTAABHO MOATBEPMKAEHHYIO MHOOPMALMIO O HASHAYEHNN OAMUHUCTOATUBHBIX HOKA3AHMN
30 COBEpPLUEHME MPABOHAPYLUEHNIN, OTBETCTBEHHOCTb 30 KOTOPbIE MPEAYCMOTPEHA cTaThben 14.3
Koaekca Poccumckon QPepepaunm 06 AAMUHUCTPOATYBHBIX MPABOHAPYLLEHUSX, 30 MEepuop C
01.01.2019 no HacTosee BpeMs (C NMPUAOKEHNEM AOKYMEHTOB, NMOATBEPIKAQIOLLMX NCMNOAHEHNE
MOCTAHOBAEHWIN O HA3HAYEHVM YKA3AHHBIX QAMUHUCTPATUBHBIX HOKA3AHUN);

CBEAEHMSI O AOAKHOCTHOM AMLe (AMLAX), OTBETCTBEHHOM 30 pA3MelleHre pAacCMATprBAEMON
PEKAQMDI;

KOMUIO MPUKA3A O HA3HOYEHUU AOAXHOCTHOrO AMLA (AML)? OTBETCTBEHHOINO 30 pa3MelleHue
PACCMATPYBAEMON PEKACMBI;

AOAKHOCTHYIO MHCTPYKLMIO AMLA (AUL), OTBETCTBEHHOIO 30 PA3MELLEHNE YKA3AHHOM PEKAOMbI;
NACMNOPTHbBIE AQHHBIE (PAMUAUSI, UMSI, OTYECTBO, CEPUS <...> HOMEP <...> MECTO U AQTA BblAQYM,
appec perncTpaumm)  AOAKHOCTHOrO  AMUA  (AML), OTBETCTBEHHOrO 30  pa3MeLlleHve
PACCMATPYBAEMON PEKACMBbI;

TPYAOBOM AOMOBOP C  AOAXHOCTHBIM  AMLOM  (AMLAMMK), OTBETCTBEHHLIM 30 PA3MELLEHME
PACCMATPYBAEMON PEKACMBI;

NNCbMEHHbIE OOBbSICHEHMUSI N AOMOAHUTEABHBIE MATEPVAAbBI MO CYLLECTBY PACCMATPUBAEMOro AEAQ.

5. OO0 «mnepate Meana» HO OCHOBAOHUM CTATbM 34 3AKOHA O pekAaMe, NyHKTa 21 [MpaBUA
npeACTaBUTb B aapec Mockosckoro YOAC Poccun B Te4eHMe Tpex PaboUnx AHEN CO AHSI MOAYYEHUS
HacTosiero OnpeaAeAeHus], HO He MO3AHEE, YEM 30 ABA PABOYMX AHSI AO AQThbl 3ACEAQHNMS Kommuccum,
CAEAYIOLLME AOKYMEHTbI 1 CBEAEHUSI:

MHOOPMAUMIO 06 AKTYAAbHbBIX (MOYTOBBLIX, GAKTUYECKMX U T. M.) AAPECAX, B TOM UYMCAE aApece
SAEKTPOHHOW MO4YThbl, HOMEepe GAKCA, MO KOTOPbIM BO3MOMHO HOAAEXKALlee ODOPMASHME
KOPPECMOHAEHLMMN 1 CBOEBPEMEHHOE YBEAOMAEHME AULIA O XOAE PACCMOTPEHUST AeAd, MecTe,
AQTE U BPEMEHN 30CEAOQHNST KOMUCCUM, HEOBXOAUMBIX K MPEACTOBASHUIO AOKYMEHTAX W
CBEAEHUSIX;

MMNCbMEHHbIE OOBSICHEHWS U AOTIOAHUTEABHBIE MATEPWAAbI MO CYLLECTBY PACCMATPUBAEMOro ASAQ.

Konmm AOKYMEHTOB AOAMHDI HbITb 3dBepeHbl HOAASXKALWNM O6pO3OM, HAMNPABAEHbI C MPUAOKEHNEM
COMPOBOANTEABHOIO MMCbMA (C YKA3AHMEM MEPEYHST MPUAATAeMblX AOKYMEHTOB, KOAUYECTBA AUCTOB U
BK3EMMASIPOB). B CAydyae HEBOBMOMHOCTU MPEACTOBAEHUSI KAKOro-Ambo 13 nepednCcAeHHbIX



AOKYMEHTOB, HEeOBXOAMMO NPeACTABNTb MMCbMEHHbIe OBDBSICHEHUSI O NENYNHAX ero OTCyTCTBUSIL.

Mpn NPEeACTABAEHUN AOKYMEHTOB U CBEAEHMN MPOCKUM CCbIAOTbCSI B COMPOBOAUTEABHOM MMUCbME U B
MUCbMEHHbBIX MOSICHEHNSIX HO HOMEP AQHHOIO AEAQ, A TAKXKE HA UCXOASILLVA HOMEP HACTOSILMIA HOMEP
HacTosero OnpeAeAeHusl.

HenpeactoBaeHne B Mockoeckoe YOPAC Poccum AOKYMEHTOB U CBEAEHUM  (MHOOPMALUMKY),
MPEAYCMOTPEHHbBIX 30KOHOAQTEABCTBOM O PEKAOME, O PABHO MPEACTOBAEHME TAKUX CBEAEHUN
(MHPOPMALUMN) B HEMOAHOM OBbeEME UAK B UCKOXKEHHOM BUAE AMBO MPEACTABAEHNE HEAOCTOBEPHbBIX
ceepaeHU (MHOOPMALMN), BAEYET 30 COBOM AAMVMHUCTPATUBHYIO OTBETCTBEHHOCTb B COOTBETCTBUMN C
yacTbto 6 ctatbn 19.8 Koaekca Poccuiickon Geapepaumm 06 aAMUHUCTRATUBHBIX MPCBOHAPYLLIEHUSIX.

B ueAsix obecnedyeHus npoxoAa Ha Tepputopuio Mockosckoro YOAC Poccun, a paBHO AOMYCKA K
PACCMOTPEHMIO AEAQ, MPEACTABUTEASIM AULL, YYACTBYIOLLMX B AEAE, NPU cebe HEOBXOAMMO UMETD:

AOKYMEHT, YAOCTOBEPSIOLLNIA AUYHOCTb;

AOKYMEHT, MOATBEPXKAQIOLLMA MOAHOMOUYMST AULA HO MPEACTABAEHUE WHTEPECOB CTOPOHbI MO AEAY
(AOBEPEHHOCTb, MPUKA3, MHOE);

KOMmio HACToOSILLero OﬂpeAe/\eHI/Iﬂ Mo Aeny.

SIBKA CTOPOH MO AEAY, M3 3AKOHHbIX MPEACTABUTEAEN U (MAM) MPEACTABUTEAEN MO AOBEPEHHOCTU
06513aTEABHA. B CAyYOE HESIBKM YKABAHHBIX AUL, AEAO MOXKET BblTb PACCMOTPEHO B X OTCYTCTBUE.

MNpeaceaaTenb Kommuccum <..>



icnoAHUTeAb: <...>



