AO «Otucudapm»

yi. TecroBckas, 1. 10, a1. 12, mom. 11,
KOMH. 29,
. Mockaa, 123112

IHOCTAHOBJIEHHUE
0 HaJ10:xeHMU mTpada mo geay Ne 08/04/14.3-37/2020
00 aIMMHHCTPATUBHOM NMPABOHAPYIIEHUHU

06 aBrycra 2020 r. r. MockBa

3amectutens pykoBoautens DenepanbHONl  aHTUMOHOIMONBHOW — CIHyXKOBI <...>,
paccMmoTpeB npoTokosl U marepuanbl nena Ne 08/04/14.3-37/2020 o6 agMHUHHCTPATUBHOM
npaBoHapylleHuu, Bo30yxaeHHoro B ortHomenun AO  «Ortucudapm» (agpec:
yi. TecroBckas, 1.10, 31.12, mom.II, komMH.29, . Mocksa, 123112 , OT'PH 1135047014145,
WNHH 5047149534, KIIII1 770301001, nata peructpauuu: 23.12.2013),

YCTAHOBWUJI:

Peknama jexapcTBEHHOro Impemnapara «ApOHAON» pPACIpPOCTPaHsIach B SIHBape
2020 roga B 3¢upe paavocTaHIUM, B YaCTHOCTH, Ha paauo «Paauo 7 Ha ceMH XOJIMaxy,
«Perpo FM», «EBpona ILitocy, «ABTopaano».

B pexmname coobmanocs: «B Mupe yBennuuBaeTcs KOJIMUECTBO 3a00JIEBIINX HOBBIM
KOPOHABUPYCOM, BBI3BIBAIOIIMM OIACHYIO ITHEBMOHMIO. BUpycC nepenaercs OT 4elnoBeKa K
yenoBeKy. Puck 3apaxenus BbIcOK. McciemoBanust nokasanu: ApOHMION aKTUBEH Jake
IPOTUB KOpPOHaBHpyca. ApOHI0N — aHTHUBUPYCHOE JAECHCTBHE IIMPOKOrO CIHEKTpa IS
3aIIATHl JI€Te M B3pOCHbIX. VIMEITCS NPOTHBOIIOKA3aHUSA, IPOKOHCYJIBTUPYMTECH CO
CHELUATHCTOM.

B pekname yTBepxkaaercs, 4To «ApOHI0T» aKTHMBEH NPOTUB HOBOI'O KOPOHABHpYycCa
2019-nCoV, u cnenoBaTenbHO 00JIAAET TEpPaneBTUYECKON 3()(HEKTUBHOCTHIO B OTHOLIEHUHU
HOBOW KOpPOHABUPYCHOM MH(EKINHU, KOTOpasi mopa)xaeT Bce OOJIbILIee YNUCIIO J0Iel B MUpE.

2019-nCoV, Bnocnencteun SARS-CoV-2 - HOBBIN BU KOPOHABUPYCOB, BbISBICHHBIN
B koHie 2019 roga Bo Bpemsi Bcmbimiku mHeBMOHUU B Yxane (Kwutait). MHKyOarmoHHbII
MepUoJl THEBMOHMHM HOBOTO THMA JJIUTCS OecCUMITOMHO OT 2 a0 20 aHe#, u, cornacHo
IOCJICIHUM JaHHbIM, 3a00JIeBaHUE CTAHOBUTCS 3apa3HbIM JO MOSABICHHUS CHMIITOMOB.
OnacHocTh BUpyCa KpPOETCSl B €ro TSDKEJIOM M ONAacHOM Ul KU3HM TedeHuH. 30 sHBaps
2020 r. Ha 3aceaHUM KOMUTETA IO 4Ype3BblYaiiHbIM cuTyanusM BO3 Bcmblika HOBOTO
KOpOHaBUpyca Obula IpHU3HAHA Ype3BbIUANHON cHUTyalMed B 00jgacTh OOLIECTBEHHOIO

2020-100973(1)



2

3[paBOOXPaHEHUs, HUMEIOIIeH MeXayHapogHoe 3HaueHue. 11 deBpans 3aboneBaHue
MOJTyYUJIO Ha3BaHUe HOBOM KopoHaBupycHor nHpeknuun COVID-2019.

B cootercTBHE ¢ peructpanmonnsiM yaoctosepenuem P N003610/01 ot 10.05.2007
«ApOUI0M) 3aperucTpUpoBaH B KayecTBE JIEKAPCTBEHHOIO Ipenapara, JeKapCTBEHHAs
dbopma: Karncymbl.

CornacHo  pasgeny «®PapMakoAMHaMUKa» HWHCTPYKIHH TIO  MEIUIIMHCKOMY
IPUMEHEHMIO JIEKAPCTBEHHOTO mpenapara « ApOuaoiy» JEKapCTBEHHBIN Mpenapar sBIsETCs
MPOTUBOBUPYCHBIM CPEJICTBOM, KOTOPOE CHEIM(PUUECKU MOAABISIET 1n Vitro BUPYCHl FPUIIIA
A u B (Influenzavirus A, B), Bkitouas BbicokomarorenHble moarumnbl A (HIN1)pdmO09 u
F(H5N1), a taxxe npyrue BHpPYCbl — BO30YOUTENIM OCTPBIX PECIUPATOPHBIX BUPYCHBIX
unpexnuii (OPBU) (xoponaupyc (Coronavirus), acCCOLMUPOBAHHBIA C TSHKEIBIM OCTPBIM
pecniuparopubiM curipomomM (TOPC).

[TokazaHUsIMU K IPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara sSBISIIOTCS: NPO(pUIaKTHKa
U JeYeHHe y B3pocibiX M aereil: rpunn A u B, npyrue OPBU; kommiekcHas Tepamnus
PEIMIMBUPYIOIICH TEpIeTHYeCKO WHQPEKIUU; NPO(UIAKTHKA TIOCICONEePaMOHHBIX
UHQPEKIIMOHHBIX OCJIOKHEHUH; KOMIUIEKCHAsI TEepamusi OCTPbIX KHUIICYHBIX WHQEKIHUit
pPOTaBHPYCHOM ATHOJIOTUH Y JAETEN cTapie 6 JIeT.

Cornacuo unpopmaiuu ®I'BY «HIIDCMIID» MunsnpaBa Poccun (ucx. 2359 or
06.02.2020), npenocrarinennoit Munzapasom Poccun (Bx. 27597/20 ot 14.02.2020) B oTBET
Ha 3ampoc DPAC Poccmm (mex. AK/6118/20 or 30.01.2020), B UWHCTpYKIHH TIO
MEAMIIMHCKOMY TPUMEHEHHMIO JIEKapCTBEHHOIO TMpemnapara «ApOumon» B paszaenax
«[lokazanust k npuMmeHeHuio» U «Crnoco® NPUMEHEHUs» OTCYTCTBYeT HHQopmauus 00
MH(PEKIMOHHOM 3a0oJieBaHUM, BbI3bIBaEMOM KopoHaBupycoMm 2019-nCoV. 3amanuii 1o
BHECEHMIO M3MEHEHHIl B JCHCTBYIOUIYI0 HOPMATHUBHYIO JIOKYMEHTAIMIO C LENbI0
pacHIMpeHus TOKa3aHUW K NPUMEHEHHUIO JIEKapCTBEHHOTO IIpemapara «ApOumon» B
YUpEXKIEHHUE HE TOCTYIAJO.

B coorBerctBUM ¢ uacThio 6 cratbu 24 @expepanbHOro 3akoHa «O pekigame»
CcOoO0IIeHHE B pEKJIaMe O CBOWCTBAX M XapaKTEPUCTHKaX, B TOM 4YHCIE O crocobax
IPUMEHEHMS] U MCIOJIb30BaHUS, JEKAPCTBEHHBIX IPENApaToB M MEIULUHCKUX H3AETUN
JIOIYCKAaeTCsd TOJBKO B IMpeAenax IOKa3aHUM, COIEp)KAIUMXCd B YTBEPKICHHBIX B
YCTAaHOBJIEHHOM TOPSJAKE HWHCTPYKUMSIX 10 MPUMEHEHUI0 W HCIOJB30BAHUIO TaKHX
00BEKTOB pEeKJIAMUPOBAHHUS.

[Tpu strom Komuccuss ®AC Poccum He onennBaeT 3()(HEKTUBHOCTh MPUMEHEHUS
JIEKapCTBEHHOIO Mpemnapara «ApOuaon» AJis JIeYeHUs] HOBOM KOpPOHABUPYCHON HMH(EKIUU
COVID-2019, onenke moanexuT cCoOOIIEHHAs B pekiame MH(OpMaIus O JIEKapCTBEHHOM
npenapare «ApOumon» Ha cooTBeTcTBHEe TpeOoBanusaMm DenepanbHoro 3akoHa «O
peKIame».

B pekname coobiiaercs 0 CBOWCTBAaX M XapaKTepUCTUKAX JIEKAPCTBEHHOTO Mpernapara
«ApOugom» - 00 aKTUBHOCTH Ipemapara gaxke npotuB kopoHaBupyca 2019-nCoV, BHe
IPEEioB IOKA3aHUM, COAEPKALIMXCA B YTBEPKACHHOM B YCTAHOBJIEHHOM IIOPSIKE
MHCTPYKIIMH 110 MPUMEHEHHUIO JIEKAPCTBEHHOTO Tpenapara.

CoOTBETCTBEHHO Ha MOMEHT BBIXOJ]a PEKJIaMbl COAEpXKAIIUWCA B HEH peKIamMHbIN
NOCBIJI, OTHOCUTEIBHO JEHCTBUS mpenapara «ApOuaoia» MPOTUB HOBOIO KOPOHAaBUpYCA,
BBIXOJMJI 32 Mpeleibl MOKa3aHUM, YKa3aHHBIX B MHCTPYKLUHMHU MO MPUMEHEHHUIO JIaHHOTO
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npernapara, XU JO  BHECEHUS B HMHCTPYKLHIO COOTBETCTBYIOUIMX JOIMOJHEHUN OBbLI
IIPEKIEBPEMEHHBIM.

Takum o0paszom, B pexiame, pacrpoctpansBiielics B stHBape 2020 roma B adupe
paauoCTaHIIMi, B YaCTHOCTH, Ha paauo «Paguo 7 Ha cemMu xonMmax», «Perpo FM», «EBpona
[Tmrocy», «ABTOpannoy» HapylieHa 4acTh 6 ctatbu 24 deaepanbHoro 3akoHa «O pekname.

B coorBerctBuu ¢ uacthto 6 crarbu 38 DenepanbHoro 3akoHa «O pekiamey
peKIamMoJaresnb HECEeT OTBETCTBEHHOCTh 3a HapylIeHHE TpeOOBAaHMW, YCTaHOBJIEHHBIX
yacThio 6 ctatbu 24 OenepanbHoro 3akoHa «O pekname.

Pexnamonarenem ykazanHou peknambl sBiusiercss AO  «Otucudapm» (ampec:
yi. TectoBckas, a. 10, »1. 12, mom. II, xomu. 29, . Mocksa, 123112, OI'PH
1135047014145, NHH 5047149534, KIII1 770301001, nara peructpanuu: 23.12.2013).

B coorBerctBuu ¢ uwacteto 5 crarbm 14.3 Komekca Poccuiickoii ®denepanuu 00
aJMUHUCTPATUBHBIX MMPABOHAPYIICHUSIX HAPYIIIEHUE YCTAaHOBJICHHBIX 3aKOHOJATEIHCTBOM O
pekiiaMme TpeOOBaHMI K peKJiaMe JIEKaPCTBEHHBIX CPEACTB, MEIUIMHCKUX W3ACIUN U
MEAMIIMHCKUX YCIYT, B TOM YHCJIE METOAOB JICYCHHUS, a TaKKe OMOJOTUYECKU AKTUBHBIX
n00aBOK BJICUET HAJIOKEHUE aJMHHHUCTPATHBHOTO ITpada Ha HOPUAWYECKHX JIAI[ OT
JIByXCOT THICAY JIO MSATUCOT THICSY pyOJieH.

AO  «Otucudapm» HMeEIO BO3MOXKHOCTH [JIi  COOMIOAeHUs  TpeOoBaHUM
3akoHojarenscTBa Poccmiickoit @Deneparuu o pexiname, omHako OOIIECTBOM He ObLIH
MPUHSITHI MEPHI TIO COOJTIOICHUIO €T0 TPEOOBAHUM.

Takum oOpazom, ycranoBieHa BuHa AO «Otucudapm» B HapylIeHUU
3akoHozarenbcTBa Poccuiickoln @eaepanyii 0 pekjaMe INPU paclpOCTPAHEHUU PEKIaMbl
JeKapCcTBEHHOTO mpemnapara «Apoumom» B sHBape 2020 roma B 3Qupe paanoCTaHIUi, B
4acTHOCTH, Ha pamano «Pammo 7 Ha cemm xonmax», «Perpo FM», «EBpoma Ilmtocy,
«ABTOpAINON.

Cpox nmaBHoctu mpuieueHus AO  «Otucudapm» K  aIMUHUCTPATUBHON
OTBETCTBEHHOCTH, YCTAaHOBJIEHHBIN 4acThio 1 ctarbu 4.5 KoAlIl PO, Ha MOMEHT BbIHECEHUS
HACTOSIIIETO MOCTAHOBJICHUS HE UCTEK.

CornacHo uvactu 3 cratbu 4.1 KoAll P® npu HazHaueHUM aJAMUHUCTPATHUBHOIO
HaKa3aHUg  OPUAUMYECKOMY JIMIy  YUMTBHIBAIOTCS  XapaKTep  COBEPUIEHHOTO UM
aMUHUCTPATUBHOTO TMpPaBOHAPYIIEHUs, HMYIIECTBEHHOE M (HUHAHCOBOE IOJIOKECHUE

IOPUIUYCCKOTO JIi1a, O6CTO$ITCJ'IBCTB3, CMATYAKOIIIHNC AJIMUHHUCTPATUBHYTO
OTBCTCTBCHHOCTbD, U O6CTO$[TCJ'IBCTB3., OTAT4ar0murue aIMUHUCTPATUBHYIO OTBCTCTBCHHOCTD.
O6CTO$IT€J'IBCTB, CMsATI4aromux nIIn OTATYAOIIMUX AJIMUHHUCTPATUBHYIO

orBercTBeHHOCTh  AO  «Otucudapm»  3a  COBEpIIEHHOE  aJMUHUCTPATHUBHOE
IIpaBOHApyIIEHUE, HE YCTAHOBJIEHO.

Mano3nauntensHOCTh B coBepmieHHOM AQO «Otucudapm» agMUHHCTPATHBHOM
NpaBOHAPYILLIEHUU HE yCTaHOBJEeHa. TakuM o0pa3oM, OCHOBaHMs st ocBOOOkIeHus AO
«Otucudapm» OT aAMUHUCTPATUBHONH OTBETCTBEHHOCTH cornacHo crarbe 2.9 KoAll PD
OTCYTCTBYIOT.

PykoBonctBysce yacTeio 6 ctatbu 24, yactbio 6 crarbu 38 denepanpbHOrO 3aKOHA
ot 13.03.2006 No38-®3 «O pexname», yacteio 5 crareu 14.3 Kopekca Poccuiickoit
deneparun 00 aIMUHUCTPATUBHBIX IPABOHAPYILICHUSIX,

IHOCTAHOBMUJI:
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1. [Tpumenuts k AO «Otucudapm» (aapec: yia. Tectosckas, A. 10, a1. 12, mom. II,
KOMH. 29, . Mockaa, 123112, OI'PH 1135047014145, UHH 5047149534, KIIIT 770301001,
nara peructpauuu: 23.12.2013) mepbl aAMHUHUCTPAaTUBHOM OTBETCTBEHHOCTHM B BHJIE
mTpada 3a HapylIeHHe 3aKOHOaTeIhCTBA 0 pekiiame B pazmepe 200 000 pyosiei.

2. Cymmy mTpada HaIeKUT YIUIaTUTh MO CIETYIONINM PEKBU3UTAM:

YHH 16100500000000620337

[Tomyuatens: MexpernonanpHoe onepannonHoe YOK (ans ®AC Poccum i1/c
04951001610)

bank nomyuarens: OnepaunonHsblil nenaprament banka Poccun 1. Mocksa 701
WNHH 7703516539

KIIIT 770301001

BUK 044501002

Pacuetnsiit cuer 40101810500000001901

KbK 16111601141010003140

OKTMO 4538 0000

Cornacio mnyHkty 1 crateu  32.2 Komekca Poccuiickoit ®enepanuu 00
aJJMUHUCTPATUBHBIX TIPABOHAPYIICHUAX aIMUHACTPATUBHBIN MTpad M0DKEH ObITh yIUTadeH
JUOM, MPUBJICYEHHBIM K aIMUHUCTPATUBHOW OTBETCTBEHHOCTH, HE MO3/HEE IIECTUIECITH
JHEH CO JIHS BCTYIUICHHSI TIOCTAHOBJICHUS O HAJOKCHUU aMUHUCTPATUBHOTO MmTpada B
3aKOHHYIO CHJIy JuM00 CO JHS KCTEUEHHS CpPOKa OTCPOYKH HJIM CpOKa pPacCpPOUKH,
npeaycMmoTpeHHbIx cratbeid 31.5 Koaekca Poccutickoit deneparun 06 aqMUHUCTPATHBHBIX
MpaBOHAPYIIECHUSAX.

B TpéxaHeBHBII Ccpok co AHA ymiuatel 1mTpada mpockda TMPEACTaBUTH B
denepalibHYI0 AaHTUMOHOMOJBHYIO CHYyXO0y HaauexamuM o0pa3oM 3aBEpEHHBbIC KOMUHU
TUIaTEKHBIX JTOKYMEHTOB (110 3JIEKTPOHHOI noyTe <...>, delo@fas.gov.ru).

B coorBerctBun ¢ mynkrtom 1 crtarbu 30.3 Komekca Poccuiickoit denepannu 06
aIMUHUCTPATUBHBIX TMPaBOHAPYIIECHUAX MOCTAHOBJICHHE MO Jeay 00 aJMHUHUCTPATHBHOM
MIPABOHAPYIIIEHUU MOXKET OBITh 00’KaJIOBAHO B TEUEHUE JCCATU CYTOK CO JHS BPYUCHUS WU
NOJly4YE€HUs KONMU TMocTaHoBieHus. JKamoba Ha TMOCTAaHOBIEHHWE MO Jedy 00
aIMUHUCTPATUBHOM IPABOHAPYIICHUM TOMACTCSA BBIMIECTOSIIEMY JOKHOCTHOMY JIMILY
100 B cyJ1 B mopsiake, mpeaycMoTpeHHoM miaBoid 30 KoAIl PD.

3aMecTHUTENb PYKOBOAUTES <..>
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