PELLEHUE
no AeAy Ne 08/05/24-72/2019
10 ceHT96pa 2019 T. r. Mockea

Komunccusa QAC Poccrm No pACCMOTPREHUIO AEA MO MPUBHAKAM HOPYLLUEHWS]
3AKOHOAQTEABCTBA O PEKAOME B COCTABE:

3amecTutens lNpeaceaartenst Kommccum
<...> - HOYOAbHUK YMPOBAEHMS KOHTPOAST PEKAAMbBI M HEAODBPOCOBECTHOW KOHKY PEHLN;
YAeHbl Komumneceuu:

<..> — 30MECTUTEAb HOYOABHMKA YTMPABAEHMSI KOHTPOASI PEKAAMbI 1 HEAODBPOCOBECTHOWM
KOHKYPEHLUMM,

<..> - HOYOABHMK OTAEAC KOHTPOAS 30KOHOAQTEABCTBA O PEKAAME YTPOBAEHMS]
KOHTPOAS PEKACMbI 1 HEAODPOCOBECTHOM KOHKYPEHLIMN

<..> - KOHCYAbTOHT OTAEAQ KOHTPOASI 3AKOHOAOTEABCTBA O PEKAAME YTPABASHMS
KOHTPOAS! PEKACMbI Y1 HEAODPOCOBECTHOM KOHKYPEHLIN,

PACCMOTPEBR MATEPUAABLI O PACTPOCTPAHEHNN PEKACAMbI AEKOPCTBEHHOMO NPenapaTa
«AfODACTOH» B PEMPUHTE N3 HAYYHO-MPAKTUYECKOT O YKYPHAAQ «AKYLLEPCTBO U
rmHeKkonormsg» 5/2018 n Bykaete «AOPACTOH AASI AEYEHNS SHAOMETPUNO3A» U PEMPUHTE
HQ OCHOBE N3AQHMS «BeCcnAOAHbBIN BPAK», PACMPOCTRAHSBLUMXCS HO X
ObLEPOCCUNCKOM HOYYHO-MPAKTUYECKOM CEMUHAPE «PenpOAYKTUBHbBIN MOTEHLMAA
Poccum: Bepcum 1 koHTpasepcum» B . Coun 8-11 ceHta6ps 2018 roaa; Lkone POAI B T.
Hoeocunbupcke 14-15 Hosi6ps1 2018 roaa;

B MPWCYTCTBUM AUL, YYOCTBYIOLLMX B ASAE:
3ASBUTEAD:

OO0 «beseH Xenckea PYC» (appec: yA. Ceprest Makeesa, A. 13, . Mocksa, 123022,
OIl'PH 1077758848310, HH 7715661354, KN 770301001, aoaTta permnctpaummn: 08.08.2007)
—<...>,

AVILIO, B AGNCTBUSIX KOTOPOIrO COAEPXKATCS MOU3HAKM HOPYLLEHMST 30KOHOAOTEABCTBA
peKkAaMe:

OO0 «2660T AabopaTopma» (aapPeEC: AEHMHIPAACKoe Lwocce, A. 16 A, cTp. 1,
r. Mockea, 125171, UHH 7720166323, OI'PH 1077762585680, Kl 774301001, AaTa
perncTtpaumm 23.01.2007) — <...>,

YCTAHOBUAA:

OO0 «2660T AabopaTopra» 3ASIBUAK XOAATANCTBO O MPUBAEYEHNM K YYACTUIO B AEAE
CNeLMaAmMCTa B OBAQCTV MEAMLMHDI <...> U MPUOBLLIEHUS K MAOTEPUAAOM AEAQ
3AKAKYEHUS CNELUMNAAMNCTA <...> OT 06.09.2019 11 AONOAHUTEABHBIX AOKYMEHTOB.

Komuncecuma GAC Poccum OTKO3AAC B nomBAevHeH1 K y4aCTnio B AeAne CrnedanmcTta m



YAOBAETBOPUAQ XOAQTANCTBO O NPUOBLLEHNN K MATEPUAAOM AEAQ 3AKAKOYEHMS
cneuraancTa <...> ot 06.09.2019 1 AONOAHUTEABHbBIX AOKYMEHTOB.

Taiwke OO0 «2660T AsbopaToPU3» 3AIBUAN XOAATANCTBO OO OTAOXKEHU
POCCMOTPEHUS AEAC AASI MOOBEAEHMS OBLLIECTBOM COLIMOAOTMYECKOrO ONMPOCA BPAYEN
AAS OLLEHKM BOCTIPUSITUS MU CTMOPHBIX MATEPWAAOB.

OO0 «beseH Xenckea PYC» BO3PAXKAAO MPOTUB YAOBAETBOPEHMST XOAATANCTBA,
yKQA3bIBAs HAO TO, 4TO OO0 «2660T AsbopaTOPU3» 3ANHTEPECOBAHO B 3ATAMNVBAHKMN
CPOKOB PACCMOTREHNS AEAQ.

Kommccma QAC Poccum OTKA3AAA B Y AOBAETBOPEHMNN XOAQTANCTBO OB OTAOMKEHN
PACCMOTPEHMUST AEAQ AAS MPOBEAEHMST OBLLLECTBOM COUMOAOTMHYECKOrO OMpOCaA BpAYen
ANS OLEHKM BOCTIPUSITUSI UMW CMIOPHBIX MOTEPUAAOB.

B ®AC Poccum noctynmao obpatleHmne OOO «beseH Xeackea PYC» ¢ >kanobom Ha
PEKACMY AEKAPCTBEHHOrO MPENnAPATa «AODACTOHY.

PekAaMa AeKAPCTBEHHOr o NpenapaTa « AoQACTOH» PACMPOCTPAHSIAACD:

1) B penpuHTe 13 HAYYHO-MPAKTNYECKOrO YKYPHOAQ «AKYLLEPCTBO W FTMHEKOAOTrASI»
5/2018,

2) B ByKkaeTe «AOOACTOH AASI AEYEHUST SHAOMETPUOIA» N PEMPUHTE HO OCHOBE N3AQHUS
«BecnAopHbIN BPAK», PACMPOCTPAHSBLUMXCS HA XI OBLWEPOCCUNCKOM HOYYHO-
NPAKTNYECKOM CEMUHAPE «PenpOAYKTUBHbBIN MOTEHUMAA POCCumn: BepCumn
KOHTpaBepcum» B . Coun 8-11 ceHt6ps 2018 r.; LLkoae POAT B r. Hosocmnbupcke 14-15
Hos1BpPs1 2018 T.

1. B pekrame, pacripOCTOAHSIBLLENCS] B PEMPUHTE M3 HAYYHO-MPAKTNYECKOrO XYPHAAQ
«AKYLLEOCTBO U rnmHekoAormsi» 5/2018 coobLuyaercs:

«AODACTOH — IMPEMAPAT BbIBOPA ANS AEHEHWS SHAOMETPUO3A
e SIBASIETCS MPENAPATOM NEPBON AUHUM AEYEHUST DHAOMETPMO3A.
e DPDEKTUBHO YCTPAHSET BOAb B MOAOM TA3Y, AUCTIIAREYHNIO N AUCMEHOPEIO.

o [TOPMBOAMT K PErPECCU O4ArOB SHAOMETPUO3A 30 CHET YMEHBLLEHUS B HUX
KASTOYHOM MPOAUPEPALNM 1 AKTUBALMKM ANONTO3A.

e [1OAXOAUT AASI AAVTEABHOIO MPUMEHEHMS], HE HaPYLIAET BbIPABOTKY COBCTBEHHbIX
FOPMOHOB U HE BbI3bIBAET CHUYKEHMS MUHEPOABHOW MAOTHOCTU KOCTEW.

e He nopAaBASIET OBYASILMIO SIMYHUKOB B TEPAMNEBTUYECKMX AO3OKX.
e YacToTra bepemeHHOCTU AoCTUraeT 50% NOCAE AEYEHNST SHAOMETPMO3A.

e [TOKQ3AH AAS MPErPABUAQPHOM MOAFOTOBKM MPU SHAOMETPUO3€e (Becnaoame,
06y CAOBAEHHOE HEAOCTATOYHOCTBIO AKOTEMHOBOW PA3bI).



e [Tprem MOXKHO MPOAOANKUTD MPW HACTYNASHNM BEPEMEHHOCTU.
PEKOMEHAYEMBbBIE PEXXINMbI TEPATA

1. AevyeHne sHAOMETPMO3A C BbIPAYKEHHBIM BOAEBBIM CUHAPOMOM Y YKEHLLMH, HE
NAQHVPYOLWMX BEPEMEHHOCTb B HAOCTOSsILEeE Bpems: AodACToH no 30 mr
exke AHEBHO Be3 nepepblBA UAM C 5-T0 No 25-M AeHb — He MeHee 6 MecC.

2. \e4YyeHne sHAOMETPMO3a C BECNAOANEM UN/UNAV HOPYLLEHNSIMA MEHCTRYAABHOIO
LUMKAQ (AncMmeHopeen, AMK u np.): AodacToH no 20-30 Mr eXkeAHEBHO C 5-To Mo 25-
M A€Hb MEHCTPYOAbHOIO UMKAQ — AO HACTYNAEHMS1 BEPEMEHHOCTM (AQAEE
NPOAONKUTL TEPAMUIO AASI MOAAEPXKKN AFOTEVHOBOWM OA3bl U NPEAOTBPOALLEHMUS
HEBbIHALLIMBAHMSI MO 20 Mr/cyT).»

Tak>ke B pEKAAME COAEPIKNTCS PSIA CHOCOK HO MHCTRYKLMIO MO NMPUMEHEHNIO
npenapaTa « AtodACTOH», AKTbl MUHNCTEPCTBA 3APABOOXPAHEHNST POCCUMNCKON
Peaepaumm, paboTbl POCCUNCKMX U 3APYDOENKHBIX YUYEHbIX.

2. B pekxnrame, pacrpoCToQHsIBLLIEVICS] B PEMPOUVHTE HO OCHOBE M3 AQHUST «beCriAOAHBIV
6pak» coobLyaercs:

«[Mpenmyuiectea AOQACTOHA MNPV SHAOMETPMO3E

e SIBASIETCS MPENAPATOM NEPBOV AUHUN AEHYEHUST SHAOMETPMO3A (B A03e 20-30
Mr/A€Hb C 5-10 MO 25-1 A€Hb LMKAQ UAW HEMPEPDBIBHO).

e XOpoLmmn NPOodUAb 6E30MACHOCTU: BBICOKOCEAEKTVBHBIN AAS MPOOreCTEPOHOBbIX
PELENTOPOB, A ero MeTabOoANTE OBAQAQIOT MPOreCTareHHbIMY 3QPEKTAMM —
OTCYTCTBYIOT MOOOYHBIE DPDPEKTbI, CBSIBAHHBIE CO CTUMYASILMEN SKCTPOMEHHbBIX M
APYrX PELENTOPOB.

e DDDEKTUBHO YCTPAHSIET 6OAb B MOAOM TA3Y, AUCTIAPEYHNIO 11 ACMEHOPEIO.
e He NoAOBASIET OBYASILMIO SIMYHMKOB B TEPAMNEBTUYECKMX AO3CX.

e [TOKQ3AH AAS MPErPABUAQPHOM MOAFOTOBKM MPU SHAOMETPUO3e (Becnaoamne,
06YyCAOBAEHHOE HEAOCTATOYHOCTBIO AKOTEMHOBOW PA3bI).

¢ YacTtora 6epeMeHHOCTV yBeAndnBaeTcs A0 50% NOCAE A€YEHUST SHAOMETPUO3A.

e [10 MOKA3AHMSIM MPUEM ANAPOMrECTEPLOHA MOYKHO MPOAOAXKUTL MPW HACTYNAEHNN
6epemeHHocTn ( Becnnoame, 06y CAOBAEHHOE HEAOCTATOYHOCTBIO AKOTENHOBOW
®A3bl, MOAAEPKKA AOTENHOBOW ®A3bl MK KO, YrpOXKAOLLMIA U NMPUBBbIYHBI
BbIKMADILL.

Takoke B peKAAME COAEPIKNTCS PSIA CHOCOK HO MHCTRYKLMIO MO MPUMEHEHNIO
npenapaTa « AtodACTOH», AKTbl MUHNCTEPCTBA 3APABOOXPAHEHST POCCUMNCKON
Pepepaumm, paboTbl POCCUNCKMX U 3APYBOEXKHBIX YUYEHbIX.



3. B bykrere «AoQQACTOH AN AEYEHUST SHAOMETOMO3a» COOBLLQETCSI:
«AtOPACTOH NPUN SHAOMETPMO3E

e SIBASIETCSI NPENAPATOM NEPBOV AHNMN AEYEHNS SHAOMETPMO3A (B A03€e 20-30
MI/A€Hb C 5-10 Mo 25- AEHb LMKAQ AU HEMPEPBIBHO).

o BKAKOYEH B NOPSIAOK OKA3AHMST MEANLIMHCKOM MOMOLLM MO MPOPUAIO «AKYLLEPCTBO U
rMHeKoAOr sy (MPUKa3 Ne 572H ot 1 Hos16ps1 2012 1)

e XOpPOLMN NPOPUAb BE30NACHOCTU: BBICOKOCEAESKTUBHDBIN AAS MPOreCTEPOHOBbBIX
PeLenToOPOoB, d ero MeTaboAUTbl OBATACIOT MNPOrecTareHHbIMM 3OPEKTAMN —
OTCYTCTBYIOT MOOOYHbIE 3PP EKTHI, CBSI3AHHBIE CO CTUMYASILMEN SKCTPOMEHHbBIX U
APYIUX PEeLernTopoOB.

o DDPEKTUBHO YCTPAHSIET OOAb B MAAOM TA3Y, AUCTIAPEYHNIO 1 AVICMEHOPEID.
e He NoAQBASIET OBYASILMIO SIMYHNKOB B TEPAMNEBTUYECKMX AO3AX.

e [lOKQ3QH AAS NPErPABUAQPHOM MOAFOTOBKM (MPU HEAOCTATOYHOCTU AKOTEMHOBOM
®QA3bl, B TOM YNCAE MPU SHAOMETPUNO3E).

e YacTtota HacTynAeHust 6epeMeHHOCTN AocTUraeT ~50% Npuv NOCAEeoNepPALVIOHHOM
AEYEHNN ANAPOrECTEPLOHOM SHAOMETPMO3A,

e 10 NOKA3AHUSIM MPUEM AUAPOrECTEPOHA MOXKHO MPOAOAYKUTL MPU HAOCTYMAEHUM
BepemMeHHOCTU (YrpoXkaoLwmm abopT v Np.)

Taike B pekarame noa, 3aroAoBkoMm «penapat AloQACTOH 3QDEKTVIBHO YMEHbLLAET
HOAb NPV SHAOMETPUOIE MPUBOASITCS PE3YAbTATHI UICCAEAOBAHUI.

Aanee B BykneTe COOBLAIOTCS PEKOMEHAYEMbIE PEXKUMbI TERLAMMK MPENAPATOM
AODACTOH MpK SHAOMETPUO3E.,

1. AeyeHre sHAOMETPUO3A C BbIPAYKEHHBIM BOAEBBIM CUHADPOMOM Y SKEHLLIMH, HE
NAQHUPYIOLMX BEPEeMEHHOCTb B HOCTOSsILEee BpeMsl: AodacToH Mo 30 M eXKeAHEBHO
6e3 nepepblBad — He MeHee 3-6 MecC.

2. \eyeHne sHAOMETPUO3Aa C BECNAOAMNEM U/UAV HOPYLLEHNSIMMN MEHCTPYAABHOIO LIMKAC
(amncmeHopeen, AMK 1 np.): AtodacTtoH no 30 Mr exXxeAHEBHO C 5-70 Mo 25-1 AeHb
MEHCTPYOAbHOIO LIMKAQ — AO HOCTYNAEHWS BepeMEHHOCTM (MO NOKA3AHMSIM —
NPOAOAKATb TEPANMIO Y BEPEMEHHbIX).

3. B cocTaBe KOMMAEKCHOM NPErpaBUACPHOM MOAFOTOBKM NMPpv 6ECNAOANM,
06YyCAOBAEHHOM HEAOCTATOYHOCTBIO AOTEVMHOBOM OA3bl: AOOACTOH NO 10 Mr
eXXepAHEBHO C 14-ro no 25-M AeHb MEHCTPYAABHOIO UMKAQ — AO HOCTYMAEHUS
6epemMmeHHOCTU.



Taike B peKAAME COAEPIKUTCS PSIA CHOCOK HA MHCTRYKLUMIKO MO NMPUMEHEHUIO
npenapaTta « Ao®ACTOH», AKTbl MUHUCTEPCTBA 3APLABOOXPAHEHMST POCCUMMCKOM
Peapepaummn, paboTbl POCCUNCKNX U 3APRYOEKHBIX YYEHDIX.

B cootBeTCcTBUM C NyHKTOM 1 cTaTbU 3 PepAepaAbHOro 3akoHa «O pekAaMe» PEKACMA —
3TO MHOOPMALMSI, PACTPOCTPRAHEHHAS AOOBIM CNOCOBOM, B AOBOV POopME U C
MCMNOAb30OBAHMEM AKODbBIX CPEACTB, AAPECOBAHHAST HEOMPEAEAEHHOMY KPYTY AUL, U
HAMNPABAEHHAST HO MPUBAEYEHNE BHMOHUS K OOBEKTY PEKAAMMPOBAHMSI,
OOPMUPOBAHMNE AU MOAAEPIKAHNE NHTEPECA K HEMY U €ro NMPOABUMMKEHNE HA PbIHKE.

Mo CMbICAY 30KOHOAOTEABHOIO OMNPEAEAEHNST PEKAAMOWM CYMTAETCS TA MHOOPMALMSI,
KOTOPAIs1, BO-NEPBbIX, ObIAQ PACMPOCTPAHEHA, BO-BTOPbIX, AALECOBAHA
HEONPEAEAEHHOMY KPYTY AULL, B-TRETbKX, HAMPABASIET BHUMAHME N MHTEPEC HO OObEKT
PEKAAMUPOBAHUS, B-4ETBEPTbIX, UMEET LIeAb MPOABKHYTb OO BEKT PEKAAMbI HO PLIHOK.,
NHBIM CAOBAMM, PEKACMA MPUBBAHA BEIAGANTD PEKAOMUPYEMBIN OOBEKT 13 PSIAC
ARYTVIX OOBEKTOB U MPUBAEYD K HEMY BHUMAHME, A TAKXKE MOOY>KAATb AULL U3 YNCAT
HEeOMPEeAEAEHHOr O KPYyra, CPeAM KOTOPbIX PACMPOCTPAHIAACH PEKAAMA, OBPATUTHCS
30 NprobpeTeHmem ToBAPA.

NHOOpMAUMS O AeKQPCTBEHHOM Mnpenaparte « AoGACTOH», PACMPOCTPAHSIBLLASICS

B PEnPUHTE N3 HAYYHO-TIPAKTUYECKOr O YKYPHAAQ «AKYLLEPCTBO U TMHEKOAOrMs» 5/2018 1
BykaeTe «AOOACTOH AASI AEYEHUST SHAOMETPUO3A» 1 PEMPUHTE HO OCHOBE N3AQHMS
«BbecnAopHbIN BpaKk», OTBEYAET BCEM MPUBHAKAM PEKACMbI U SIBASIETCSI PEKACMOMN
AEKAPCTBEHHOr O NpenapaTa «AOQACTOHY.

CoraacHo permnctpaunoHHomy yaoctoerepeHmto Ne [1NO11987/01 o1 02.03.2010
«AODACTOH» 3APErNCTPUPOBOH B KOYECTBE AEKAPCTBEHHOIO MPEnApATaA.

B COOTBETCTBUM C MHCTPYKUMEN MO MEANLMHCKOMY MPUMEHEHMIO AEKAPCTBEHHOTO
NPenapaTa « AOACTOH» MPENAPAT «AOGACTOH» OBAAACET CASAYOLLMMU
DAPMAKOAOTMYECKUMM CBOMCTBAMM:

«AfODACTOH (AVMAPOreCTEPOH) — 3TO MPOTECTANEH, AKTUBHBIN MPY MPUEME BHYTPb U
MOKA3AOHHbIV BO BCEX CAYYASIX SHAOMEHHOM HEAOCTATOYHOCTM MPOrecTepOoHA.
AnAporectepoH obecnedmBaeT HACTYNAEHME PA3bl CEKPELMMN B SHAOMETPUM, TEM
COMbIM CHUYKAIST PUCK TMNEPNAQ3NUN SHAOMETPUS U/MNAMN KOHLIEPOreHes3q,
MHAYLUMPOBAHHOIO 3CTPOrEHAMY.

B cooTtBeTCTBUM C NYHKTOM 8 YacTy 1 cTaTbm 24 PepepAAbHOro 3aKOHA «O pekAaMmen
PEKAAMA AEKAPCTBEHHbBIX CPEACTB HE AOAKHA FAPAHTUPOBATL NMOAOXKUTEABHOE
AENCTBME OBBEKTA PEKAAMMPOBAHKST, Ero 6E€30MACHOCTb, 9PPEKTVBHOCTD U
OTCYTCTBME NOOOYHBIX AENCTBUN,

B pekname AekapCTBEHHOIrO NPenapaTa «AOPACTOH» BHMAHME NOTpebUTEAEN
DOUKCUMPYETCS HO YTBEPIKAEHUSIX «IPPEKTUBHO yCTPAHIET 6OAL B MOAOM TA3Y,
AVICMIOPEYHNIO U AUCMEHOPEIO», «<dacToTa bepemeHHOCTN AocTuraer 50% rnocAe AeHEHNS
SHAOMETPUO3A», «4ACTOTA HACTYNAeHus bepemeHHocTu Aocturaer 50% ripuv



MOCAEOMNePALMOHHOM ASYEHNN ANALOrECTELOHOM SHAOMETOMO3ax, «[lpenapaT
AODACTOH 3QPPEKTUBHO YMEHbLLAET BOAL NPV SHAOMETPUO3EN, «MPUBOAUT K perpeccum
O4AroB 3HAOMETPUO3A 30 CHET YMEHbLLUEHUS B HAX KAETOYHOM MPOANDEPALMN
QKTUBALMM QMOMTO30», «OTCYTCTBYIOT MOOOYHbIE 3PPEKTbI, CBSI3AHHBIE CO CTUMYASILIMEN
SKCTPOrEHHbIX N ARYIUX PELENTOPOB,

B pekname npenapata «AtodacTtoH» OO0 «2660TT AsbopaTOpU3» 3ABEPSIET U
PYYAETCSI, YHTO AEKAPCTBEHHBIM NPEnAPAT «AOQACTOH» 9PPEKTUBHO YCTPAHNT
(yMeHbLUNT) BOAb B MOAOM TA3Y, AUCTIAPEYHMIO M AUCMEHOPEID, FAPAHTUPYET
HacTynAeHne 6epemMeHHOCTV B 50% CAYyYOEB NMOCAE AEYEHMST SHAOMETPMO3A U
PEerpeccmio 04AroB 3HAOMETPMO3A, A TAKKE OTCYTCTBME NOBOYHBIX DPDEKTOB,
CBS$I3AHHbIX CO CTUMYASILMEN PELENTOPOB, COOTBETCTBEHHO, B PEKAAME AQHHbIE
YTBEPXKAEHUS TAPAHTURYIOT MOAOYKUTEABHOE AENCTBUE, SPPEKTUBHOCTb, HE30MNACHOCTb
M OTCYTCTBME NOOOYHBIX AENCTBUIM MPENAPATA.

OO0 «2660T AabopaTOPU3» B CBOUX MOSICHEHMSIX YKA3BIBAET HA TO, YTO CAOBO
«2PPEKTVBHO» B YKA3AHHBIX QPA30X HE CBUAETEABCTBYET O FAPAHTUN, PYYOTEABCTBE
BO3HUKHOBEHMS PE3YALTATA (3PDPEKTA) B BUAE MOAHOIO UBAEYEHNST 3AOOAEBAHMSI, A
MHOOPMUPYIOT 06 2DPEKTVUBHOCTM NPENAPATA B OTHOLLUEHMN KOHKPETHONO CUMMTOMO
3aboneranust. Ppasa «4yacToTa bepeMeHHOCTN AoCTUraeT 50% NOCAE AeUYEHMS
SHAOMETPUO3A» O3HAYAET CTATUCTUYECKYIO BEPOSITHOCTb HACTYNAEHMS1 BEepeMeHHOCTH
N TOABKO Y YOCTW YKEHLLIVH MOCAE MPOBEAEHUS ASYEHUS SHAOMETPMO3A, 1 HE
FAPAHTUPYET HACTYMNAEHUS €€ Y BCEX MALMEHTOK.

OO0 «beszeH Xenckea PYC» NpeACTOBUAO B MATEPUAABI AEAQ AUHIBUCTUYECKOE
NCCAEAOBAHME HEroCy AQPCTBEHHOrO OBPA30BATEABHOIO YOCTHOIO YUYPENKAEHMS
AOMOAHNTEABHOIO NPOPECCUOHAABHOIO OBPA30BAHMS «NHCTUTYT Cy AEBHBIX KCNEPTN3
N KOUMUHOAUCTUKUY (AOAEE — AMHIBUCTUNYECKOE MCCAEAOBAHME), OO BHEKTOM
MCCAEAOBAHMS KOTOPOIO SIBASIACSI PACCMATPUBAEMbIN TEKCT PEKAOMbI AEKAPCTBEHHOI O
npenapaTa « AopACTOHY.

COrAQCHO BbIBOAY MCCAEAOBAHUS, C AVIHTBUCTUYECKOM TOYKN 3PEHNST, B AHAAUNINPYEMBbIX
PEKACMHBIX MOTEPUAAOX OPA3bI «3PPEKTVBHO YCTPAHIET BOAb B MOAOM TA3Y,
ANCIIAPEYHWIO Y ANICMEHOPEIO», «MIOVBOAMNT K PErpeccy 04aroB sHAOMETPMO3A 3a cYer
YMEHbLLIEHVIS B HUX KAETOYHOM MPOAPEP ALK M QKTVBALMM Qrionto3a», «4acrtora
HacTyrAeHus1 bepemeHHocTv Aoctmraet 50% rpwv MOCAeonepaUOHHOM AEYEHN
ANAPOreCTEPOHOM SHAOMETPMO3A» TAPAHTUPRYIOT NMOAOXKUTEABHBIE AENCTBUSI,
3PDEKTUBHOCTb U 6E30MACHOCTb AEKAPCTBEHHOTO CPEACTBA AIOPACTOH.

CorAacHo nyHKTy 24 OeaepaAbHOro 3akKoHA «O6 0BpALLEHNN AEKAPCTBEHHBIX CPEACTBR»
3PPEKTUBHOCTb AEKAPCTBEHHOMO NPENAPATA - XAPAKTEPUCTUKA CTEMNEHN
MNOAOMNTEABHOIO BAUSIHUSI AEKAPCTBEHHOIO MPENAPATA HA TEYEHME,
NPOAONKUTEABHOCTb 30OOAEBAHMST AN €0 MPEAOTBPALLEHNE, PEADUANTALMIO, HO
COXPOHEHME, MPEAOTBPALLEHNE NAM NPEPDBIBAHNE BEPEMEHHOCTU,

COOTBETCTBEHHO AEKAPCTBEHHbIN MPENAPAT MMEET MOAOXKUTEABHOE BAUSIHNE KAK HO
NPEeAOTBPALLEHVE 3ABOAEBAHMS, TOK M HO €ro TeYeHMe.,

ICMOAb3OBOHHbBIE B PEKACME YTBEPIKAEHMS AQKOT MOTPEOUTEASIM OCHOBAHME NMOAQIATD,
4TO AEKAPCTBEHHbIV MPenapaT « AOOACTOH» SODEKTUBEH B YCTOAHEHUN N YMEHbLLIEHU
HOAM B MOAOM TA3Y, YCTPAHEHNN AUCNIAPEYHUN, AUCMEHOPEW, PErpPeCcC O4AroB



SHAOMETPMO3A U HOCTYMNMAEHUN BEPEMEHHOCTU 1 MPU 3TOM BEe30MNACeH, COOTBETCTBEHHO
B PEKAAME rapaHTUPYETCS 3DDPEKTUBHOCTb U MOAOXKUTEABHOE ASNCTBUE U
6e30MaCHOCTb AEKAPCTBEHHOMO NMPenapaTal.

TakyM 06PA3OM, B PEKAAME AEKAPCTBEHHOMO NPENAPATA « AODACTOH» COAEPIXKATCS
MPU3HAKM HOPYLUEHUS NyHKTA 8 4acT 1 cTaTbh 24 PeAepPAAbHOO 3AKOHA «O PEeKAaMED.

B MHCTPRYKUM MO MEANLMHCKOMY MPUMEHEHMIO NPEnApaTA «AoOACTOH» YKA3AHDI
MOKA3AHUS K MPVUMEHEHMIO:

«COCTOSIHUS, XAPAKTEPUIYIOLLNECS ASDULIMTOM MPOreCTEPOHA:

e DOHAOMETPMO3;

Becnaoane, 06yCAOBAEHHOE HEAOCTATOYHOCTBIO AKOTEMHOBOW (GA3bI;
e YIPOXXQKOLLMI BbIKNADILL;

e [1PVBbIYHbBIN BbIKUADILL;

o [IPEeAMEHCTPYAAbHBIN CUHAPOM;

e AMCMeEHOopES;

o HeperyasipHble MEHCTRYAUUN;

e BTOpUMYHAS aMeHopes!;

o ANCOYHKUMOHOAbHBIE MOTOYHbBIE KPOBOTEYEHWS;

o [TOAAEPIKKA AKOTEMHOBOW Q3bl B MPOLLECCe MPYIMEHEHNS BCTTIOMOMATEAbHbIX
METOAOB PEMPOAYKLMM.

3AMeCTUTEAbHAS FOPMOHAAbHAS Tepanms (31):

AAS HEMTPAAV3ALUMUN MOOAUNDEPATUBHOIO ASNCTBISI SCTPOrEeHOB HAO SHAOMETPUIN B
PAMKOX 3T Y SKEHLLMH C PACCTPONCTBAMK, 0Oy CAOBAEHHBIMU €CTECTBEHHOM VAN
XMPYPrMYECKOM MEHOMNAY30M MPU MHTAKTHON MOTKE».

B pekname AeKapCTBEHHOrO CPEACTBA «AOPACTOH» COASPKATCS OPA3bI,
YKQA3bIBAKOLME HO CBOMCTBA AEKAPCTBEHHOTO CPEACTBA «AIODACTOHY: «yCTPAHSIET OOAb
B MAAOM TA3Y, AMCMAPEYHUIO...», «TPUBOAUT K PEMPECCMM O4AroB SHAOMETPMO3A 3a
CYET YMEHBLLEHMS B HUX KAETOYHOW MPPOAVDEPRALMM 1 AKTVBALKMM AMOMTO30», «4ACTOTA
6epeMeHHOCTN AOCTUraET 50% NOCAE AEYEHMST DHAOMETPUO3ON,

OO0 «2660T AabopaTopU3» B CBOUX MOSICHEHMSIX COOBLLMAO, YTO HOAb B MOAOM TA3Y U
ANCNAPEYHUS SIBASKOTCS CUMMTOMOMU SHAOMETPMO3A.

C yyeToM AQHHbIX obcTosTenbcTB Komumccmsa QAC Poccuim MPULLIAQ K 3AKAKOYEHMIO, YTO
MOCKOAbKY NMOKA3AHMSIMW K MOUMEHEHUIO AEKAPCTBEHHOIO NPENAPATA SIBASIKOTCS
SHAOMETPUO3 1 BECTAOAME, MPUBEAEHHBIE B PEKAOME CBOMCTBA NPENAPATA YCTPAHSTb



HOAb, BECTU K PEMPECCHM O4AroB SHAOMETPUO3A, CMOCODCTBOBATH HACTYNASHIO
HEePEMEHHOCTU HE BbIXOASIT 30 MPEAEAbI MOKA3AHUA, COASPIKALLMXCS B MHCTRYKLMM MO
MEANLMHCKOMY MPUMEHEHMIO AEKOPCTBEHHOMO NMPenapaTa «AtoQACTOHD.

B MHCTPYKLUMK MO NPUMEHEHNIO AEKAPCTBEHHOMO NPENAPATA «AOPACTOH» YKA3AHDI
CAEAYIOLME MPOAOAKUTEABHOCTb TEPAMUN N AO3b:

«HAOMETPMO3: Mo 10 Mr 2-3 pA3a B AEHb C 5-r0 Mo 25-1 A€Hb MEHCTPYAABHOIO LIMKAQ
AU HEMPEPDBIBHO.

Becnaoane (06yCAOBAEHHOE HEAOCTATOYHOCTBIO AKOTEVMHOBOW ®A3bl): MO 10 Mr B A€Hb C
14-ro no 25-n A€Hb UMKAQ. AeYeHnEe CAEAYET NPOBOAMTb HEMPEPDLIBHO B TEYEHME KAK
MUHVMYM 6-TU CAEAYIOLLMX APYT 30 ARYTOM LMKAOB. B nepeble Mecsubl 6epeMeHHOCTH
PEKOMEHAOBAHO MPOAOAKATb AE4YEHME MO CXeMe, ONMMCAHHOM MPU NPUBBbIYHOM
BbIKMADBILLE.

MPWBbIYHBIV BbIKUAbILL: MO 10 M 2 pa3a B A€Hb A0 20-1 HepeA BepPeEMEHHOCTH, C
NOCAEAYOLWMM MOCTEMNEHHBIM CHUYKEHNEM AO3b.

AncmeHopest: no 10 Mr 2 pa3a B A€Hb € 5-ro no 25-M A€Hb MEHCTPYAABHOIO LIMKAQ.

ANCOYHKLUMOHAAbHbBIE MOTOYHbBIE KPOBOTEYEHMS (AASI OCTOHOBKWM KPOBOTEYEHMS): Mo 10 Mr
2 PA3A B AEHb B TEYEHME 5 AU 7 AHEN.,

ANCOYHKUMOHOABHBIE MATOYHBIE KPOBOTEYEHMST (AASI MPEAYNPENAEHUST KODOBOTEYEHUST):
no 10 Mr 2 pasa e pAeHb € 11-ro No 25-M AeHb MEHCTPYOAABHOIO LIMKAQ.

MoAAEPIKKA AKOTEMHOBOWM G A3bl B MPOLECCE NPUMEHEHMS BCTTIOMOr ATEAbHBIX METOAOB
penpoaykumm: no 10 Mr 3 pasa B CYyTKM, HOYMHAS CO AHS 3a60pa MLEKAETKM 1 A0 10
HeaeAn 6epeMeHHOCTU (B CAydae, ECAM BEPEMEHHOCTb MOATBEPIKAEHA). ECAM
NALMEHTKA MPOMYCTUAQ MPUEM TADAETKM, 3Ty TADAETKY HEOOXOAMMO MPUHSITL KAK
MOMHO PAHbLLE 1 MPOKOHCYAbBTUPOBABLCS C BPAYOM».

MedKAYy C TEM B PEKACGME COAEPIKATCS CAEAYHIOLLME YKA3AHUS HO MPOAOAKUTEABHOCTb
MPUMEHEHNS AEKAPCTBEHHOIO CPEACTBA «AIODACTOH?: «A€4YEHNE DHAOMETPMO3A C
BbIPAYKEHHBIM BOAEBBIM CUHAPOMOM Y YKEHLLMH, HE NAQHVPYIOLLMX BEPEMEHHOCTD B
HacTosiLee BpeMst: AtodacToH Mo 30 Mr exxepAHEBHO He3 nepepbiBA MAM C 5-10 Mo 25-1
AEHb — HE MeHee 6 MecC.», «XAe4YeEHNE SHAOMETPMO3A C BECNAOAMNEM N/UAK
HAPYLLEHNSIMN MEHCTPYOABHOIO UMKAQ (AMcmeHopeen, AMK 1 np.): AtodacToH no 20-
30/30 Mr edXke AHEBHO C 5-T0 Mo 25-1 A€Hb MEHCTPYOAABHOIO LIMKAQ — AO HOCTYMAEHUS]
6epeMeHHOCTU (AQAEE MPOAONKUTD TERAMUNIO AAS MOAAEPXKKN AKOTEVHOBOW GA3bI A
NPEAOTBPALLEHNS HEBBIHALLMBAHMS NO 20 Mr/CyT / MO NOKA3AHUSM — MPOAOAXATb
Tepanuio y 6epeMeHHbIX)», X Ae4YEHNE DHAOMETPMO3A C BbIPOYKEHHBIM OOAEBBIM
CUHAPOMOM Y YKEHLLMH, HE NAQHVPYIOLWMX BEPEMEHHOCTb B HOCTOSILLLEE BPEMSI:
AtodacToH no 30 Mr exkeAHEBHO He3 NepepbiBO — HEe MeHee 3-6 mec»,

N3 nosicHernn OO0 «2660T AabOPATOPK3» CAEAYET, YTO SHAOMETPUOS SIBASIETCS
XPOHNYECKMM HEMBAEYMMbBIM 3000AEBAHNEM, TPEDBYIOLLMM AOAFOrO TEPAMNEBTUYECKOrO
BO3AENCTBUSI. [ OPDMOHOAABHAS TEPAMMST B HEMPEPBIBHOM pPedkMe (B TOM YNCAE
AVNAPOreCTeEPOHOM) HA3HAYAETCSI COrAACHO KAMHUYECKM PEKOMEHAQLIMSIM U



PYKOBOACTBAM HQA CPOK OT 3 MEC. C AQAbHENLLEW PETYASIPHON OLEHKON 9DDEKTVIBHOCTU
1N NEPEHOCKMOCTU TEPAMUM N MPOAOANKEHNN AEYEHUS TAK AOATO, KOK 3TO TpebyeTcs
KOHKPETHOM YKEHLLMHE.

OO0 «2660T AabopaATOPK3» MOSICHUAO, YTO YKA3AHHBIE B PEKACME PEXMMbI TEPAMNM
npenapaTtoM «AtOPACTOH» MPY SHAOMETPUOIE HE BHIXOAST 30 MPEAEABI MOKA3AHAN,
coaepPKALLMXCS B padaene «Cnocob npUMeHeHUst U A03bl» MHCTPYKUMM NO
MEANUMHCKOMY MPUMEHEHNIO NPEenapaTa.

C yyeTtom nosicHeHnn OO0 «2660T AabopaTopma» Kommccunsa PAC Poccum npULLAQ K
3AKAIOYEHUIO, YTO NPEAAArAEMbBIE B PEKAOME PEXKVMbI TEPANMUN AEKAPRCTBEHHBIM
npenapaToM «AOPACTOH» COOTBETCTBYIOT CNOCOBAM MPUMEHEHNS N AO3AM, YKO3AHHBIM
B MHCTPYKLMM MO MEAVLMHCKOMY MPUMEHEHUIO NPENApATA.,

Takmm 06pA30M, B PEKAAME AEKAPCTBEHHOIO NMPENAPATA «AIOPACTOH» OTCYTCTBYIOT
MNPU3HAKY HOPYLLEHWS YOCTN 6 cTaTbU 24 DepepPAAbHOrO 3aKOHA «O pekAamMe,

B cooteeTcTBUMM C YaCTbIO 6 cTaTbM 38 PeAepPAAbHOro 3aKOHA «O PEKAAME
PEKAOMOAQTEAD HECET OTBETCTBEHHOCTb 30 HAPYLUEHWE TPEOOBAHMIN, Y CTAHOBAEHHbBIX
ctatben 24 PepAepPAAbHOro 3aKOHA «O pekAamen,

PeknamoaaTeAEM YKABAHHOW pekAaMbl siBAsiIeTCst OO0 «2660T1T AabopaTopma»
(topranyecknin appec: AeHMHrpaackoe wocce, A. 16A, ctp. 1,r. Mockea, 125171; OI'PH
1077746154859, NHH 7725594604, KM 774301001; aoaTa peructpaumm: 23.01.2007).

PYKOBOACTBYSICb MYHKTOM 8 4aCTU 1 CTATbU 24, NyHKTOM 2 YaCTu 1 CTATbU 33, yacTsamu 1,
2 ctatbu 36 PepepaAbHOrO 3aKOHA «O PEKAOME» U B COOTBETCTBUMM C MYHKTAMU 37-45
MPABUA PACCMOTPEHNS AHTUMOHOMOABHBIM OPIAOHOM AEA, BO3BYXKAEHHbBIX MO
NPW3HAKAM HAPYLLUEHWS 3AKOHOAAQTEABCTBA Poccuickon Peaepaumm o pekaame,
Komuccus

PELLNAA:

1. NMPKY3HATL HEHOAAEXKALLEW, HOPYLLIAOLWEN NyHKT 8 YacTh 1 cTatbu 24 PeAepAAbHOro
30aKOHA «O pekAaMe», PEKAAMY AEKAPCTBEHHOIO NpenapaTa « AOQACTOH»,
PACMNPOCTPAHSIBLLYIOCS B PEMNPUHTE N3 HAYYHO-MPAKTUYECKOr O YKYPHAAQ «AKYLLEPCTBO U
rMHeKkonorns» 5/2018 n Bykaete «AOOACTOH AASI AEYEHUST SHAOMETPUO3A» U PEMPUHTE
HQ OCHOBE M3AQHMS «BeCnAOAHbBIN BPAK», PACMPOCTRAHSBLUMXCS HO X
OBLWEPOCCUMNCKOM HAYYHO-MPAKTUYECKOM CEMUMHAPE «PENPOAYKTUBHbIM MOTEHLMAA
Poccum: Bepcum 1 koHTpasepcum» B . Coun 8-11 ceHTab6ps 2018 roaa; Lkone POAI B T.
Hoeocunbupcke 14-15 Hosnbps 2018 road, MOCKOAbKY B PEKAAME FrAIPAHTUPYETCS
SPDPEKTUBHOCTb, MOAOXKUTEABHOE AENCTBME N BE30MACHOCTb AEKAPCTBEHHOO
npenapaTa «AOPACTOH» B YCTPAHEHNN 1N YMEHbBLLEHNN BOAM B MOAOM TA3Y, YCTPOHEHN
AVCNApPEYHNN, AKCMEHOPEMN, PErpPeCcCUHii O4Arop SHAOMETPVO3A W HACTYNAEHUN
6epemMeHHOCTU.

2. Boiaatb OO0 «26601T AsbopaTopna» (KOPUANYECKUIA AAPEC: AEHUHIPAACKOE
wocce, A. 16A, cTtp. 1,r. Mockea, 125171, OIPH 1077746154859, UHH 7725594604, KINT
774301001; poata peructpauun: 23.01.2007) npeAnMCaHMe O NPEKPALLEHNN HOPYLLEHUS]
PepepaAbHOro 3akoHa «O pekAamen,

3. MNepeaaTb MATEPUAABI AEAQ YNIOAHOMOYEHHOMY AOAXKHOCTHOMY AMLy PAC Poccum
AN BO3DYKAEHNST AEAQ 06 AAMUHUCTRATUBHOM MPABOHAPYLLEHNN, MPEAY CMOTPEHHOM



ctatben 14.3 Koaekca Poccumckom Geaepaumm 06 AAMUHNCTPATUBHDBIX
NPABOHAPYLLEHMSIX B OTHOLLEHNM OO0 «2660TT AsbopaTopmnas,

PelleHne N3rotToBAeHo B MoAHOM obbeme 20 ceHTa6ps 2019 roaa. PelueHne MoXKeT BbiTb
0B>KOAOBAHO B APOUTPOXKHBIV CY A B MOPSIAKE, MPEAYCMOTPEHHOM CTATbEN 198
ApBUTPAYKHOrO NPOLIECCYAAbHOrO KoaeKkca Poccumckonm Peaepaumn.

3amectutens lNpeaceaatenst Kommccnm <...>

YaeHbl Kommccum: <...>



