COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 11.06.2024 N= 11641
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHGFOTIPERAPATA 1702

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

bucomnpoion, 2,5 mr, TabIeTKH, MOKPHITHIE INIEHOYHONW 000JI0UKOM

2. KAYECTBEHHBIA U KOJTUYECTBEHHBI COCTAB

JleiicTByrolee BenecTBO: OUCOMpOIo

Kaxxnas TabneTka, MOKphITas IJIEHOYHONW 000JI0UKOU, CONEPKUT 2,5 MT Oucomposioa (B BUIe
oucomnpoiona pymapara).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
Ta0nerku, NOKPBITHIE MIICHOYHOH 000I0UKOH.
TaOJETKN KPYTJIOH, JABOSKOBBITYKIION (DOPMBI, TOKPBITHIE TICHOYHOH 000JI0UKO# Oermoro mimm

[IOYTH OEJIOro LBETA.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHHIO

bucornponon nokasaH K IPUMEHEHHUIO Y B3POCIIBIX.

— XpOHHUYECKas cep/iedHas He10CTaTOYHOCTb.

4.2. PeuM 103MPOBAHMSA U CIIOCOO MPUMEHEHHUSs

PexxuM 103upoBaHusd

CrannmaptHass cxema nedeHuss XCH Bkio4aer NpuUMEHEHHWE WHTHOMTOPOB aHTHOTEH3WH
npepartraromiero ¢pepmenta (AIID) unm aHTaroHUCTOB perenTopoB anruoTensuHa |l (B ciydae
HermepeHocUMOocTH ~ uHruoutopoB  Alld),  Oera-agpeHOONOKATOPOB,  JUYPETUKOB M,
(dakynbTaTUBHO, cepieuHbIX Tnuko3unoB. Hauano neuenus XCH npenaparom bucomnponon
TpeOyeT o00sS3aTeNbHOTO TPOBEACHUS CHEIHAIbHON (a3sl THUTPOBAHUS U PETYISPHOTO
BpaueOHOro KOHTPOJIS.

[TpenBapuTenbHbIM yCIOBHEM s JIeYeHHUS NpernapaToM bucomponon sBisercs crabuibHas
XpOHHUYECKasl cepAeyHas HeAOCTaTOYHOCTh 0e3 mnpu3HakoB oOocTtpenus. Jleuenne XCH
npenapaToM brucorpoion HaurHAETCS B COOTBETCTBUU CO CIIEIYIOIEH CXeMOI TUTPOBAHHMS.

[Ipu sTOoM MOXeT mnoTpeOOBATHCS MHIAMBHIyaJbHas aJanTalys B 3aBHCHUMOCTH OT TOTO,
HACKOJIbKO XOPOIIO TMALMEHT MEePEeHOCHT Ha3HAYEHHYIO /103y, T.€. 103y MOXHO YBEITHYHBATh
TONBKO B TOM CJy4ae, €CIH TpeablIymas 103a XOpOIIo IepeHocHIachk. PekomeHmyemas

HavyajgbHas J03a cocraBiser 1,25 Mr oauH pa3 B JeHb. B 3aBUCHMOCTH OT WHIWBHAYaJIbHOU
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1 pa3 B nenb. Kaxknoe nocienyromiee yBeJIMueHUE J03bI TOKHO OCYHIECTBISATHCS HE MEHEE YeM
yepes3 JBE HEJENH.

Ecnu yBenuueHnue 103bl Mperapara IUIOXO IMEPEHOCUTCS MAlMEHTOM, BO3MOXHO CHMKEHHUE
JTO3BI.

MakcumanbHasi pekomengoBanHast go3a npu XCH cocrasnser 10 mMr npemnapara bucomnposion
1 pa3 B neHb.

Bo Bpems TuTpoBaHus pekomMeHayercs peryssipHbeiii  koHTposib AJl, YUCC wu crenenu
BeIpakeHHOCTH cuMnToMoB XCH. Ycyryonenne cumnromoB TedeHuss XCH BO3MOXXHO yke ¢
NepBOTO AHS MpUMEHEHUs npenapara bucomnposno.

Ecin nanueHT mioxo nepeHoCUT MaKCHMalbHO PEKOMEHOBAHHYIO 103y IIpenapaTa, BO3MOKHO
MOCTETIEHHOE CHUKEHHE JIO3BI.

Bo Bpemst ¢da3bl TUTpOBaHMS WM TIOCIIE HEE MOTYT BOSHUKHYTh BPEMEHHOE yXYIIIICHHE TEUCHHS
XCH, aprepuanbpHasi TUIIOTEH3USI WK Opanukapaus. B 3ToMm ciaydae peKoOMEeHAYyeTCs, TPEkKe
BCEro, IPOBECTU KOPPEKLUMIO J03 IpPEenaparoB COMYTCTBYIOIIEH Tepanuu. Takke MOMKET
noTpeboBaThCs BPEMEHHOE CHIKEHUE J03bl Ipernapara brucomnposion umm ero otMeHa.

[Tocne cTabunm3anuu COCTOSIHHMS MAIlMEHTa CJIENYeT MPOBECTH MOBTOPHOE TUTPOBAHHE JO3BI,
100 IPOAOIIKUTE JIEYEHHE.

IIpooonosicumenvrocms neuenus

Jleuenue npenaparom buconponos 00bIYHO SBISIETCS JOITOBPEMEHHON Teparuei.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmol ¢ napywenuem @yHKYuu novex
[Tpu BeIpakeHHbIX HapymeHUsX QyHkuuu nodyek (KK menee 20 mu/MMH.) M y MallMEHTOB C
TSKEJIBIMU 3a00JIEBaHUSIMU [T€YEHU MaKCUMallbHasl CyTOYHas 7103a cocTaBisieT 10 mr.
YBenuyeHue 1036l y TaKuX OOJIBHBIX JOIKHO OCYIIECTBISATHCS ¢ 0CO00M OCTOPOKHOCTHIO.
THayuenmol ¢ napywenuem yHKyuu neyeHu
[Tpu HapymieHUM (QYHKIUU NEYEHU WM TOYEK JIETKOM WM YMEPEHHOH CTENeHH OOBIYHO He
TpeOyeTcst KOpPEKTUPOBATh J03Y.
YBenuyeHue 1036l y TaKuX OOJIBHBIX JOIKHO OCYIIECTBISATHCS ¢ 0CO00M OCTOPOKHOCTHIO.
THayuenmor noscunozo eo3pacma
Koppekuuu 10361 HE TpedyeTcs.

eTH
Tak Kak HET AOCTATOYHOIO KOJMYECTBA JaHHBIX IO NPHUMEHEHUIO IpemnapaTta bucomposon y

JIETe|, HE peKOMEHIyeTCs Ha3HavyaTh penapar AeTsaMm 10 18 er.
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Buconponon y nmanuentoB ¢ XCH B coueranuu ¢ caxapHbIM aAuadeToM | Tuma, BHIPaKEHHBIMH
HapymeHUsAMA (QYHKIMM TIOYeK W/MIAM TEYEeHH, PECTPUKTHUBHOM  KapAHOMHONATHEH,
BPOXKJEHHBIMU IIOpPOKaMHM CepJla MM IOpPOKOM KJalaHa cepAla C BbIPaKEHHBIMU
reMOJIMHAMUYECKUMHU HapylleHusMHU. Takke 10 CUX MOp He ObUIO HOJIY4YEHO JO0CTATOYHBIX
JMaHHBIX OTHOcUTEeNbHO manueHToB ¢ XCH ¢ uHpapkTOM MHOKapia B TEU€HHE IMOCIEIHUX
3 mecsues.

Croco0 rmpuMeHeHus

Tabnerku bucomponon cieayer HpUHUMAaTh OJIUMH pa3 B CYTKH YTPOM C HEOOJIbIIUM
KOJINYECTBOM JKUJKOCTH, HE3aBUCHUMO OT BpPEMEHM IpHeMa NHIM. TableTKu He ciexyer
pa3KeBbIBATh WK PACTUPATH B MOPOILIOK.

4.3. TIIporuBomoka3zaHus

— ['unepuyBCTBUTENBHOCTh K OHMCONPOJIONY WM K JIIOOOMY M3 BCIIOMOIaTENIbHBIX BEILECTB,
IIEPEYUCIICHHBIX B pazzene 6.1;

— OCTpas cepjieuHas HEIOCTaTOYHOCTh, XPOHHYECKAs CepJedHas HEeJIO0CTaTOYHOCTh B CTaJAUU
JICKOMITEHCALlUH, TpeOyrolasi IPOBECHUS HHOTPOITHON Tepanuu;

— KapJMOT'€HHBIN II0K;

— arpuoBeHTpukysipaas (AV) 6xokana Il u 11l crenenn, 6€3 31eKTPOKAPANOCTUMYIIATOPA;

— CHUHJIpOM €1a00CTH CHHYCOBOTO Y371a;

— CUHOATpHaJIbHast 0JI0Kaa;

— BeIpaxkeHHas Opaaukapaus (UCC menee 60 ya/MuH) 10 Hadana Tepanumy;

— BbIpa)KCHHas apTepuanbHas runoreHsus (cuctoianueckoe AJl menee 100 MM pr. CT.);

— TsbKeJble (POpMbI OPOHXHUAIBHON aCTMBI;

— BBIP@XEHHbIE HapyIIEeHUs MepudepruuecKkoro apTepuaibHOr0 KpoBOOOPAIIEHUsI UM CUHAPOM
Peiino;

— (heoxpomoruToma (0€3 OJJHOBPEMEHHOTO MPUMEHEHHS alb(a-aapeHo0TI0KaTOPOB);

— MeTa0OJINYECKUH allI03;

— Bo3pacT A0 18 ner (HerocTaTOYHO JaHHBIX MO 3((EKTUBHOCTH U OE30MAaCHOCTH y JaHHOM
BO3PAacTHOM TPYIIIIBI).

4.4. OcoOble yka3aHHSl M MepPbl PEAOCTOPOKHOCTH NPH NPUMEHEHH U

C 0CTOPOKHOCTBIO

[IpoBenenue neceHCHOMIM3UPYIOIIEH Tepanuu, cTeHokapaus lIpuHIMeTana, THIEepTHPEO3,
caxapHblif 1uaber | Tuna u caxapHblil JUAa0ET CO 3HAUYUTENbHBIMU KOJIEOAHUSIMU KOHIIEHTPALUU
INII0KO3bl B KpoBH, AV Omokaga | cremeHu, BbIpa)keHHash IOYEYHas HEAOCTATOYHOCTh

(KK menee 20 mui/MHH), BbIpa)K€HHbIE HapylIeHUs! QYHKIUHU MEYEHH, 1COpHUa3, PECTPUKTUBHAS
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remMoguHamMu4eckumu HapymieHussMd, XCH ¢ uHpapkTOM MHOKapaa B TEUEHHE IMOCISTHHUX
3 wMecsimeB, HapylieHUs Tepu(eprudeckoro apTepuaIbHOr0 KpPOBOOOpAIIEHUs JIETKOW |
YMEPEHHON CTENeHH, TsDKeNble (OPMBI XPOHHUYECKOW OOCTPYKTHBHOM OOJIE3HU JIETKHUX,
HeTsDKebIe PopMbI OpOHXHAILHON acTMBI, OpOHXOCIIa3M (B aHAMHE3E), AJNIEPTHYECKUE PEAKITUN
(B aHaMHe3€), OOIIMPHBIC XUPYPrUYECKHEe BMEIIATEIBCTBA U O0IIasi aHECTE3HsI, CTPpOrasi TUeTa,
OepeMEHHOCTh, IEPUO/I TPYAHOTO BCKAPMIIMBAHHUS.

Oco0ble yKazaHus

Ilpexpawenue mepanuu u « CUHOPOM «OMMEHbLY

He cnenyet pe3ko npepbiBaTh JeUeHHE OMCOMPOIIOIOM HWIIM MEHITh PEKOMEHI0BAaHHYIO /103y 0e3
[IPEIBAPUTENIBHON KOHCYJIbTAlUM C BpPadyoM, TaK KaK 3TO MOXKET IPHUBECTH K BPEMEHHOMY
YXYALIEHUIO NIEATENbHOCTH cepaua. JleueHne He cieayeT mpepbiBaTh BHE3AIHO, OCOOEHHO Y
naiueHToB ¢ MBC (oTMedanoch yTspKeleHue MPUCTYIOB CTEHOKapAWU, pa3BUTHE WH(papKTa
MHUOKap/la U BO3HMKHOBEHME JKEIYJOUYKOBBIX apuTMmuil y mauueHtoB ¢ MBC mnpu BHe3anHOM
MpeKpaIieHnu npueMa oera-aapeHo0aokaTopoB). Ecinu npekpaienue eueHrus HeoO0X0auMo, TO
03y Oucomposona cleqyeT CHIXKATh IOCTENEeHHO. B ciiyuae 3HAYMTENBHOTO YTSKENEHUs
CTCHOKApJNH WU Pa3BUTHS OCTPOr0 KOPOHAPHOT'O CHHApPOMA CIeAYeT BPEMEHHO BO30OHOBUTH
npuemM Oucorpooa.

3abosieBaHus, PU KOTOPBIX HEOOXOAMMO C OCTOPOKHOCTBIO MPUMEHSTH Mpenapat bucormpomion
cleyeT IPUMEHSATh C OCTOPOKHOCTBIO B CIEIYIOLIUX CIIydasiX:

— 1spkensle popmbl XOBJI u HeTspxenbie popMbl OpPOHXUATBHOM aCTMBI;

— caxapHbli Aua0eT cO 3HAUYUTENbHBIMU KOJEOAHUSMU KOHIEHTPALMU TJIOKO3bl B KpPOBHU:
OHMCOIPOJIO MOXET MAaCKHpOBaThb CHUMIITOMBI TUIOTJIMKEMUN (BBIPQXKEHHOTO CHMKEHUS
KOHIIGHTPALlMU TJIIOKO3bl B KPOBH), TaKW€ KaK TaXWKapaus, cepALeOMEeHUE WU TOBBIIICHHAs
NOTIIMBOCTb;

— cTporasi IMerTa;

— MPOBEJICHUE JIECEHCUOMIIN3UPYIOILIEH TepaInu;

— aTPUOBEHTPUKYIIApHas Oiokana | crenenu;

— BasocrnacTuueckas creHokapaus (creHokapaus IlpuniMerana); HaOmoJanuCh Cilydyau
KopoHapocnazmMa. HecMoTpss Ha BBICOKYIO 0€Tai-CeeKTUBHOCTh, MPHUCTYNBI CTEHOKapAUU
HeNb3sl TOJIHOCThIO HCKIIOYUTH MpHU MpHUeMe OHUCOIposiosia y MAaIMeHTOB €O CTEHOKapauei
[Tpunimerana. Caenyer ¢ 0co00i OCTOPOKHOCTHIO MPUHUMATH MPETapar;

— HapyleHUs Nepu(epruuIecKoro apTepHaJbHOI0 KPOBOOOpAIIEHUs JETKOM M yMEpEeHHOM
CTEeNeHH (B Hayaje Tepanuy MOXET BOSHUKHYTh YCUJIEHUE CUMIITOMOB);

— 1ncopua3s (B T.4. B aHaMHe3e).



COOTBETCTBYET 3KI(
o1 11.06.2024 N2 11641
3abonesanus cepoeuHo-cocyOuUcmoll cucmemol (NOCNEOCBATENEHOCTEL 0002)

_NNEPTHOMY OTYETY

Bera-anpeno0iokaTopsl HE JODKHBI HNPUMEHSTHCA TMPH JIEKOMIIEHCHPOBAHHOM XPOHHUYECKOU
CepAeYHON HeIOCTATOYHOCTH JI0 TeX MOP, OKA COCTOSHUE MAallMEHTa HE CTAOUIM3UPOBAIIOCh.

Ha HauanpHbBIX 3Tamax HOpPUMEHEHHs OHUCOIpOJIoJa MAlUEHThl HYXJIAIOTCS B IOCTOSHHOM
HaOJIFOJEHUH.

bera-agpenoOiokaTopsl MOTYT BbI3bIBaTh Opanukapauto. IIpu ypexenun YCC B nmokoe MeHee
50-55 yn/muH cienyer yMEHBIIUTh 103y MM MPEKPAaTUTh PUEM OHCOMpPOIIoa.

Kak u npyrue 6era-apeH00I0KaTOPBI, OUCONPOIOT MOKET BbI3bIBATh YJUIMHEHHE WHTEpBasa
PQ na OKI. Ciemyer C OCTOPOXHOCTBIO TIPHUMEHSATH OHCONPOJION Y TAIUEHTOB C
aTPUOBEHTPUKYIAPHOH O10Kanou | cTernenu.

HecenextuBHbie Oera-aapeH00I0KaTOPbl MOTYT YBEIHUYMBATH YAaCTOTY W MPOAOJDKHUTEIHHOCTD
AQHTMHO3HBIX IPUCTYIIOB Yy MAI[MEHTOB C Ba30CIACTHUYECKOW CTeHOKapiaueil (cTreHokapauein
[lpunimerana)  BCIEICTBUE — ONOCPENOBAaHHOM  anb(da-penentopamMud  Ba30KOHCTPHUKIUH
KopoHapHo# aptepuun. KapamocenekTuBHble OeTai-aapeHOONI0KATOphl (BKIItOYask OMCOMPOIIOIN)
IIPU Ba30CMAaCTUYECKON CTEHOKApUH CIEAYET IPUMEHSATH C OCTOPOKHOCTHIO.

K HacTosilieMy BpeMEHM HEJOCTaTOYHO JaHHBIX OTHOCHTEIbHO IPUMEHEHHUs Oucomposona y
nanenToB ¢ XCH B couetanuu ¢ caxapHbIM JuadberoM | Tumna, BEIpa)KEHHBIMHU HapyLICHUSIMU
(GYHKIMU TTOYEK /WM TIEYCHH, PECTPUKTHBHON KapAWOMHONATUEH, BPOXKICHHBIMH TTOPOKaMHU
cepla WM MOPOKOM KilalaHa cepua ¢ BbIPa)KEHHBIMH I'€MOAMHAMHUYECKUMU HApYLIECHUSMHU.
Tarxoke 10 cUX MOp He ObUIO MOJYYEHO JOCTATOYHBIX JaHHBIX OTHOCHTENIbHO naiueHToB ¢ XCH
¢ UH(}apKTOM MHOKap/ia B T€UEHUE MTOCIEAHNUX 3 MECALIEB.

Hvixamenvnas cucmema

HecMmotpst Ha TO, 4TO celeKTUBHBIE OeTai-aJApeHO0I0KATOPbl B MEHBIIEH CTENEHH BIUSIOT HA
(GYHKLUIO JIbIXaTeIbHOM CHUCTEMBI, YeM HeCEJIEeKTHBHbIE OeTa-aJpeH00]I0KaTOphl, MallHeHTaM C
XpOHUYECKOW O0OCTpykTHBHOW Oone3npto Jerkux XOBJI wu  HerskensiMu  hopmamu
OpOHXUATBHOM aCTMBI OMCOIPOJION CJIEAYyeT Ha3HA4YaTh ¢ 0COOOW OCTOPOKHOCTHIO M TOJIBKO B
TOM CiIy4ae, €Clii BO3MOKHBbIE IPEUMYILECTBA €ro MPUMEHEHUs MPEBBIIIAIOT MOTEHIIUAIbHBIN
puck. Ilpu OponxuanpHOii actme win XOBJI mTokazaHO OJHOBPEMEHHOE MPUMEHEHHE
OpOHXOUIIATUPYIOLINX CPECTB.

VY nanueHToB ¢ OpOHXHMAIBHON acCTMON BO3MOXKHO IMOBBIIIEHUE PE3UCTEHTHOCTU JbIXATEeNIbHbIX
nyTei, 4to TpedyeT 0oJiee BHICOKOM 10361 OeTaz-aIpeHOMUMETHUKOB.

VY nmauuentoB ¢ XOBJI Gucornposnon, Ha3HauYaeMblil B KOMIUIEKCHOM Teparuu ¢ HeNblo JeYeHUs
CEpJEYHOM HEIOCTAaTOYHOCTH, CJIEAYEeT HAuMHAaTh C HaWMEHbUIEWM BO3MOXKHOM J03bI, a
MAIMEHTOB TIIATEIbHO HAOJI0/aTh HAa TMOSABIEHHUE HOBBIX CHMIITOMOB (HampuUMep, OIBIIIKH,

HEMEePEHOCUMOCTH (PU3NUECKUX HArPY30K, KaIIlIA).
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Obwupnvle xupypaudeckue emeuiamenscmsea u @ouas aHébinediA DBATENBHOCTE 0002)

[Ipy HEOOXOOUMOCTH NPOBEACHUS XUPYPIMUYECKHMX BMEIIATEIbCTB CIEAYeT IpenylnpeanTh
Bpaya-aHECTE3MOJIOTa O TOM, YTO TMAUMEHT TMPHUHUMAET OeTa-aapeHo0IoKaToOpsl (pUCK
JICKapCTBEHHBIX B3aMMOJICUCTBUH C pa3BUTHUEM TSKENbIX OpaJuapUTMUA, YMEHbILIECHUS
pedIIeKTOpHONW TaxXuUKapAUM U apTepuanbHOW TUNOTEeH3UH). Pexomenmyercs 06e3 sBHOU
HEOOXOMMOCTH HE MpPEeKpallath MpUeM OMCONpoJoia B IMEPHONEPAIMOHHOM mepuone (T.K.
Omokana 6era-aJpeHOPEIeNTOPOB CHUKAET PUCK BO3SHUKHOBEHUS ApUTMHUN U MIIEMHH MHOKap/a
BO BpeMsl BBOJHOIO HapKo3a W HMHTyOanuu Tpaxew). B ciyuae HeoOXOIMMOCTU NpepbIBaHUS
JiedyeHus: OHCOMpPOJIOIOM TMepel MNPOBEACHHEM XHPYPrHuecKOro BMeENIATeNbCTBa, Ipenapar
ClIelyeT OTMEHUTh HE MEHEE YeM 3a 48 4acoB J10 ONEPALIUH.

Deoxpomoyumoma

VY nauueHToB ¢ (HeoXpOMOIIMTOMOM OHCOIMPOJIOA MOXKET ObITh Ha3HAuY€H TOJIbKO Ha (QoHe
MPUMEHEHHU ab(a-aIpeHO0I0KaTOPOB.

Tupeomoxcukos

[Tpr runepyHKIUK IUTOBUIAHON JKeIe3bl OeTa-aIpeHOOIOKATOphl (BKIItOYAsh OHMCOIPOIION)
MOTYT MAaCKHpPOBaTh TaXWKApPAHIO M YMEHBIIATh BBIPAKEHHOCTh CHMIITOMOB THPEOTOKCHKO3A.
Pe3kas oTMeHa mpemnapara MOKeT BbI3BaTh 000CTPEHUE CUMIITOMOB 3a00JI€BaHUSI U Pa3BUTHE
TUPEOTOKCUYECKOTO KpHU3a.

Peaxyuu nosvluwennoii uygcmeumenvnocmu

bera-anpeHoOnokaTopbl, BKIIOYash OHCOMPONON, MOTYT TIOBBICUTH YYBCTBHTEIBHOCTH K
alyepreHaM U THKECTh aHa(UIaKTUYECKUX peaKlMUi/peakiuil TUIepYyBCTBUTEILHOCTH H3-32
ocnabneHus aJpeHEPru4ecKon KOMIIEHCATOPHOU peryianuu nof, JIEHCTBHEM
Oera-agpeHoOnokaropoB. [IpumeHeHHe OOBIYHBIX TEpanmeBTUYECKUX 03 JMNHHE(pUHA
(anpenanuHa) Ha ¢oHe mpuema OeTa-aJpeHOOIOKATOPOB HE BCErJa MPUBOAUT K JOCTHXKEHUIO
JKEJIaeMOr0 KIMHUYECKOTO0 2 deKTa.

Heo6xoauMo coOmtoaTh OCTOPOXKHOCTh TPU  HAa3HAYEHUH OHCOMpoJiona TalMeHTaM ¢
TSOKETIBIMH ~ PEAKIUSIMU TUIEPYYBCTBUTEIBHOCTH B aHAMHE3€ WM MPOXOJAIIUM  Kypc
JECCHCUOMITH3AIIH.

Ilcopua3z

[lpn pemeHn# BoOIpoca O TMPUMEHEHHUH OHCOMPOJIONAa y IAIMEHTOB C TCOPHAa30M CIEIyeT
TIHIATEIEHO COOTHECTH MPEATIOIaraeMyo MMOJIb3y OT MPUMEHEHHUS TIperiapaTa i BO3MOKHBIA PHCK
000CTpeHHUs TeUEHHs IIcopHasa.

Konmaxmmnuie nun3vi

[TareHTHI, TONB3YIONMIMECS KOHTAKTHBIMH JIMH3aMH, JOJDKHBI YYHTHIBaTh, 4TO Ha (QoOHE

pUMEHEHUs OeTa-apeH00I0KaTOPOB BO3MOXKHO CHUYKEHHUE MPOIYKIIMH CIE3HOM KUAKOCTH.



COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 11062024 N2 11641
45. BzammojeiicTBHE ¢ JAPYTHMH JieKa TBCHH]:LR’IIP{:"'HEQTIQIE;Q;FEWEIﬁl":hﬂ_);fﬂ Ughnr

B3aMMOJEHCTBHUA

Hepexomenoyemvie kombunayuu

AHTuaputMuyeckue cpexacrtsa | kmacca (Hampumep, XUHHIWH, IU3OMHUpPAMUM, JIMJOKAaWH,
dbenutouH, QuekauHuy, npomnadeHOH) MPU OAHOBPEMEHHOM IPHUMEHEHHUH C OHCOMPOIIOIOM
MOTYT CHUXaTh AV MPOBOJUMOCTb U COKPATUTEILHYIO CIIOCOOHOCTH CEep/IIa.

biiokaropel «Mennenubix» kKanblueBbiX kaHaioB (BMKK) tuma Bepanamuiia u B MEHbIIEH
CTEMeHH, JUITHA3EMa, IIPU OJTHOBPEMEHHOM MPUMEHEHUH ¢ OUCOIPOIOIOM MOTYT IPUBOAUTD K
CHI)KCHHMIO COKpATUTENIbHON crmocoOHOCTH MHOKapaa u HapyuieHuto AV npoogumoctu. B
YaCTHOCTH,  BHYTPUBEHHOE  BBEJICHHE  BepalaMuwia  [allUEHTaM,  [PUHUMAIOLIUM
Oera-aapeHo0I0KaTOPBl, MOXKET MPHBECTH K BBIPAXKEHHOW apTepHalbHOW TUmoTeH3nu u AV
OJIoKaze.

['unoTeH3uBHBIE CpEACTBA I[EHTPAIBHOTO JEHCTBUS (Takue Kak KIOHUIUH, METUIAOIA,
MOKCOHMJIUH, PUJIMEHHAMH) MOTyT mpuBecTH K ypexeHuro YCC M CHUKEHHIO CEpIEYHOTO
BbIOpOCa, a Takke K Ba30JWJIaTallid BCJEACTBHE CHI)KEHUS LEHTPAIbHOIO CHUMIATHUYECKOTO
ToHyca. Pe3kas oTMeHa, 0COOEHHO /10 OTMEHBI OeTa-aIpeHOOI0KaTOPOB MOXKET YBEIHUUTh PUCK
pPa3BUTHUS «PUKOIIETHOID apTepHabHOMN THIIEPTEH3HUH.

OUHTOIMMO] MOXKET YCUJIMTh OTPHUIIATEIBHBIA XPOHOTPOITHBIH 3 PekT Oera-aapeHo0I0KaTopoB
U TIPUBECTH K BBIpAXEHHOW Opamukapauu. OJHOBpEMEHHOE NPHMEHEHHE (UHTOIUMOIA U
METOIpoJiofia He peKkoMeHayeTcs. B cimydae HE0OXOIUMOCTH OJHOBPEMEHHOTO MPUMEHEHUS
¢uHronmumoza u npemnapara buconposnon TpebyeTcs TmaTeNbHOE HaOJIOIEHHE 332 COCTOSIHMEM
nanueHTa. PekomeHyercsi HauMHaTh KOMOMHHUPOBAHHYIO TEPAIMIO B YCIOBUSX CTalllOHapa U
OCYIIECTBIISITh COOTBETCTBYIOIIMHA MOHUTOPUHI (IIOKa3aH JJIMTENbHBI KOHTPOJb YaCTOTHI
CEpJEYHbIX COKpAIICHWH, MO MEHBIIEH Mepe, 10 yTpa CIEAYIOIIEro IHs I0CIIE IEPBOro
OJIHOBPEMEHHOT0 IpreMa (GUHroIUMOo/a U npenapata buconpoon).

Kombunayuu, mpebyrowue ocoboii ocmoposicnocmu

BMKK npousBojHble AUTHAPONHUpUINHA (HAIpuMmep, HU(EIUNuH, (eoaUNNH, aMIJIOJUIINH)
OpU OJHOBPEMEHHOM MPHUMEHEHMH C OHCOIpPOJIONIOM MOTYT YBEIMYMBAaTh DPUCK Pa3BUTHUS
apTepuaJibHON TrunotreH3uu. Y mnanueHToB ¢ XCH Henp3s UCKIIOYUTH PUCK MOCIENYIOIIETO
YXYALIEHUS COKPATUTENbHON (QYHKIIMH cepLa.

Antnapurmuueckue cpeactsa Il kimacca (Hanmpumep, aMHOIapOH) MOTYT YCHIIMBATh HapyIIEHUE
AV npoonumoctH. [eiictBue 6era-apeH00I0KaTOPOB AJIsi MECTHOTO IPUMEHEHUs (Harpumep,
TJIa3HBIX Karmelb I JeUeHUs TTIayKOMbI) MOKET YCUITUBATh CUCTeMHBIE 3(heKThl Oucompomnona
(camxenue AJl, ypexxenue YCC). [lapacuMnaTOMUMETUKH MPU OAHOBPEMEHHOM MPUMEHEHHH C

OHMCOIPOJIOIOM MOTYT YyCWIMBaTh HapyumieHne AV TpoBOAMMOCTH U YBEJIWYUBATH PHUCK
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CPeACTB Ui MpHEMa BHYTPh MOXET ycuiauBaTbcs. [IpU3HAKM TMIOTIIMKEMHH — B YaCTHOCTHU
TaXWKapAWus — MOTYT MacKHUpOBaTbCs WM NonaBisAThes. [lomoOHble B3ammoneiicTBus Oosee
BEpPOATHBI MpPU NPUMEHEHUU HECEIeKTHUBHBIX OeTa-anpeHoOnokaropoB. CpeacrBa ais
MpOBeJCHUS OOIIEeH aHecTe3uu MOTYT YBEJIWYUBATh PUCK KapJIUOJEIPECCUBHOIO JIEHCTBUS,
HPUBOJIS K apTepUalIbHOM runotreH3uu (cM. pazuen 4.4.).

CepnieuHble TIUKO3UIbI IPU OJHOBPEMEHHOM IPUMEHEHUHU ¢ OUCOMPOIIOIOM MOTYT MPHBOIHUTH
K YBEJIMYEHUIO BPEMEHHU IIPOBEJCHUS UMITYJIbCa, U TAaKUM 00pa3oM, K Pa3BUTHUIO OpaguKapauu.
Hecrepounnbie npotuBoBocnanutebabie npenapatsl (HIIBIT) MoryT cHI>kKaTh THIIOTEH3UBHBIN
addekr Oucomponona. OmHOBpEeMEHHOE NpPHMEHEHHE TIpermapara bucomponon ¢ Oeta-
aJIpCHOMUMETUKAaMH (HallpuMep, W30IPEHAINH, T00yTaMUH) MOXKET MPUBOJIUTH K CHIKEHHUIO
s dexra 060Ux mpemnapaTos.

Coueranue Owucomponona ¢ aJpeHOMHUMETHKAMHU, BIMSIONIMMH Ha Oeta- U anbda-
aJIpeHOPELenTOpsl  (Hampumep,  HOpamuHEPpUH,  JNUHEPPUH)  MOXKET  yCHIIMBATh
Ba30KOHCTPUKTOPHBIE d3((EKTBI 3TUX CpEeACTB, BO3HUKAIOMIMX C y4dacTueM aibda-
aZipeHopenenTopoB, NpuBos K nossimeHn0 AJl. [Togo6HbIe B3auMoIeicTBUS OoJiee BEPOSTHBI
IIpU IPUMEHEHUH HECENIEKTHUBHBIX OeTa-aJpeH00I0KaTOPOB.

AHTUTUIIEPTEH3UBHbIE CpPEACTBA, TaKK€ KaKk U Jpyrue CpelIcTBa C  BO3MOXHBIM
AQHTUTUIIEPTCH3UBHBIM  3¢dexkToM  (HampuMep,  TPULIUKIMYECKHE  AHTHJIETPECCAHTHI,
OapbuTypartbl, (EHOTHA3WHBI) MOTYT YCHIMBAaTh TUIOTEH3UBHBIM 3(dekT Oucompoiona.
MednoxuH npu OAHOBPEMEHHOM IPUMEHEHHU C OHCOIPOJIOIOM MOXKET YBEIMYMBATh PHUCK
pa3BUTUS OpaTuKapaANU.

Wurubutoppt MAO (3a wuckimroueHueM uHruouropos MAO B) Moryr ycunuBaTh
TUIOTEH3UBHBIN 3¢ ekt OeTa-aapeHobnokaTopoB. OTHOBpEMEHHOE MTPUMEHEHHE TaKXKe MOXKET
IPUBECTH K Pa3BUTHIO TUIIEPTOHUYECKOTO KPHU3a.

4.6. @epTHIbHOCTH, 0EPEMEHHOCTH U JAKTAIUS

bepeMeHHOCTB

dapmaxonoruueckue 3ppexTsl OMCcOnpoIIosia MOTYT OKa3aTh HEOIAaronpusaTHOE BO3JIeiiCTBHE Ha
TedyeHue OepeMEHHOCTH M OpraHM3M I1JI0[a/HOBOPOXAeHHOTr0. B 11emom, 6era-aipeHo610KaTopsl
CHI)KAIOT KpPOBOTOK B IUIAllEHTE, 4YTO MOXET NPHUBOIUTH K 3aJlepKKe pocTa IUIoja,
BHYTpUYTPOOHOI THlenu Mmioja Wik NpeXIAeBpPEMEHHBIM pojaM. Y IJI0Ja U HOBOPOXKIAEHHOIO
MOTYT pa3BHUBAThCS HEXellaTebHbIE SIBICHUS (HapuMep, TUIOTJIMKEMUs 1 OpaJuKapans).

[Ipu HeoOXomuMoOCTH JieueHHUsl OeTa-aApeHOOJIOKATOpaMu MPEANOoYTEeHHE CIEAyeT OT/AaBaTh

CEJIEKTUBHBIM O€Ta1-aIpeHO0I0KATOPaM.
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HEOOXOMMOCTH, €CITH OKHUaeMasi T0JIb3a JJI1 MaTePU MPEBBINIACT BO3MOXHBIX PUCK Pa3BUTHUS

no00YHBIX 3G (}EKTOB y MJoJa /WM HOBOPOXKACHHOTrO. Clemyer OTCIeKUBATh KPOBOTOK B

IUTAlIEHTE ¥ MaTKe, a TaKKe HAaOJI0IaTh 32 POCTOM H pa3BUTHEM Oymymiero pebeHka. B ciydae

MIOSIBJICHHSI HE)KEJIaTeIIbHBIX SBJICHUN B OTHOIICHUH OEPEMEHHOCTH W/WIIU TUTOJIA PEKOMEHTYETCSI

NPUMEHSTH aJIbTCPHATUBHBIC METOJIbI TEPAITUH.

Crnenyer THiaTeabHO 00C/IeI0BaTh HOBOPOXKICHHOIO TI0CIIE POIOB. B repBbie TpH THS KU3HU Y

HOBOPOXKJICHHOTO MOT'YT BO3HUKATh CUMIITOMBI OpaJIMKapAHH U TUTIOTIIMKEMUH.

JlakTanus

[To JaHHBIM TOKIMHUYECKUX MUCCIACIOBAHUN OMCOIPOJION U/WIIK €ro METa0OIUThI BBIJCISIOTCS B

MOJIOKO JIAKTUPYIOIIUX KpbIC. JJaHHBIX O BBIACICHUN OUCOIPOJIOia B IPYTHOE MOJIOKO HET.

[TosToMy mipueM Owmcompojiola HE PEKOMEHIYeTCS SKEHIIMHAM B MEPUOJA TPYJHOTO

BCKapMJIMBaHus. Eciau mpueM OucCONposiona B MEpPHOJ JAKTallMd HEOOXOIUM, TPYIHOE

BCKapMJIMBAHHE CIICAYET MPEKPATUTD.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPAaBJSATH TPAHCHOPTHBIMHM CPeACTBAMH M PadoTaTh ¢
MeXaHu3MaMH

[Ipenapat bucomnposnon He BIMSET Ha CIIOCOOHOCTH YIIPABJIATH ABTOTPAHCIOPTOM COTJIACHO

pe3yabTataM uccienaoBanus y maiueHToB ¢ MBC. OngHako BCICACTBHEC HHIMBUAYAIbHBIX

peaKkiyii cnocoOHOCTh YIPABISATh aBTOTPAHCIIOPTOM HIIM pabOTaTh ¢ TEXHHUYECKH CIOKHBIMH

MeXaHU3MaMH MOXKET ObITh HapymieHa. Ha 3To ciemyer oOpatuTh 0co00¢ BHUMaHUE B Havalie

JICUCHHMSI, TIOCIIC U3MEHEHHUS JI03bI, & TAK)KE TIPU OJJHOBPEMEHHOM YIOTPEOJICHUN aJIKOTOJIS.

4.8. HexenareJbHbIe peaKIuu

PesroMme HexxenaTeabHbBIX PEAKIINT

Yacrota nOOOYHBIX peakiuif, MPHUBENECHHBIX HIDKE, OMNpeAeNsiach COOTBETCTBEHHO
CIEeYIOIIEMY:

— o4eHb yacto > 1/10;

—yacro > 1/100, <1/10;

—Heuacrto > 1/1000, <1/100;

— penxo > 1/10 000, <1/1000;

— oueHb peako < 1/10 000.

Icuxuueckue napyuwenus

Heyacmo. nenpeccus, 6ecCOHHUIIA.

Peoxo: raniaronuHaIy, HOYHbIE KOITMapHI.
Hapywenus co cmoponvl nepenotl cucmemol

Yacmo. TOI0BOKpPYKEHHE, TOJIOBHAs 00JIb.
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Hapywenus co cmoponuvl opeana 3penust

Peoxo: ymenblieHHE ClIe30TEUCHHS (CIIEAYeT YYUTHIBATh MPH HOIIEHUH KOHTAKTHBIX JINH3).
OueHb peoko: KOHbIOHKTHBHUT.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Peoko: HapymieHus ciyxa.

Hapywenus co cmoponwvl cepoya

Ouenv wacmo: OpaguKapaus.

Yacmo: ycyryonenue cumntomMoB Teuenust XCH.

Heuacmo: napymenne AV npoBOIuMOCTH.

Hapywenus co cmoponuvl cocyoos

Yacmo: ouylieHre MOX0JIOAaHUS WM OHEMEHHS B KOHEUHOCTSAX, BEIPAKEHHOE CHUKeHue A/l
Heuacmo: oproctatnyeckasi THIIOTEH3HS.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmens]
Heuacmo: 6poHxocnasM y maiueHToB ¢ OpOHXHAILHON aCTMOM HJIM OOCTPYKITUEH JbIXaTEIbHBIX
MyTeil B aHaMHE3e.

Peoxo: anneprudyeckuii puHUT.

Kenyoouno-kuuieunvie napyueHus

Yacmo: TOIIHOTA, pBOTA, AMApES, 3aII0P.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Peoxo: renarur.

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHel

Peoxo: peakiiuy MOBBIIEHHON YyBCTBUTEIbLHOCTH, TAKUE KAK KOXKHBIN 3y, ChIb, TUIIEPEMUS
KOXHBIX [IOKPOBOB, aHTHOHEBPOTUYECKHH OTEK.

Ouenv pedro: anoneuus. beTa-aapeHOOIOKATOPHI MOTYT CIIOCOOCTBOBaTh OOOCTPEHUIO
CUMITOMOB IICOpHa3a WX BbI3bIBaTh IICOPUA30II0I00HYIO ChIIIb.

Hapywenus co cmoponvl ckenemuo-muludedHou U cOeOUHUmMenbHOU MKAHU

Heuacmo: Mplednas cnabocTb, CyJOPOrd MBIIIII.

Hapywenus co cmoponwvl penpodykmusHoll cucmemsl U MOJIOYHBIX JHcelle3

Peoko: spexTunbHas AUCPYHKIMSL.

Obwue napywenus u peakyuu 8 Mmecme 68e0eHus

Yacmo: acTeHus, NOBBILIEHHAS YTOMIIIEMOCTD.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

Peoko: noBplllIeHNE KOHIIEHTPAI[UN TPUTIIMLIEPHUIOB U aKTUBHOCTH «TI€UEHOYHBIX)» TPaHCAMUHA3

B KpoBH (acnaptatamuHoTpancdepasa (ACT), amannHamuHoTpanchepasa (AJIT)).

10
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BaxxHo co001mare 0 mo03peBaeMbIX HEKeIaTeNbHBIX PEeaKIMIX IMOCIe PeTUCTPalliy Mpenapara
C T1enbl0 00eCnedeHHs HEMPEPHIBHOTO MOHHUTOPUHTA COOTHOIICHHS  <«I10JIb3a-PUCK)
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKIM pa0OTHHUKAM PEKOMEHAYETCsl cOoOmaTh O JIHOBIX
MOI03PEBACMBIX HEXENNATEIbHBIX PEAKIUAX JICKQPCTBEHHOTO Tperapara 4epe3 Hal[MOHAIbHbBIC
CUCTEMBI COOOINEHUS O HEKEIATeNbHBIX PEaKIUsIX TOCYAapCTB - YWICHOB EBpasuiickoro
SKOHOMHYECKOI'0 COI03a.

Poccuiickas ®@enepanus.

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CriaBstHCKas IJI0IIaib, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://roszdravnadzor.gov.ru/

4.9. Tlepeno3upoBka

CuMOTOMBI

HaubGonee wacTtele cUMOTOMBI mepeao3upoBku: AV 0Oiokana, BbIpaKEHHas Opagukapaus,
BEIpaXeHHOe CcHWKeHne AJl, OpoHxocmasm, ocTpas cepAcYHas HEJOCTaTOYHOCTh U
TUTIOTJTHKEMHUSL.

UyBCTBUTEIBHOCTh K OJHOKPATHOMY IPHUEMY BBICOKOW 03Bl OMCOIPOJIONa CHIBHO BapbUPYeET
Cpeau OTACNbHBIX TMalMeHTOB U, BeposATHO mnamueHThl ¢ XCH oOnamaioT BbICOKOM
YyBCTBUTEIHLHOCTHIO.

Jleuenue

[Ipy BO3HUKHOBEHUHU TMEPENO3UPOBKHU, MPEKIE BCEro, HEOOXOAMMO MPEKPATUTh MPUEM
mpernapaTa U Ha4aTh MOAAEP>KUBAIOIIYI0 CHMIITOMATHUECKYIO TEPAIIUIO.

Ilpu swipascennoli  OpaduxapOuu: BHYTPUBEHHOE BBeleHHME arponuHa. Ecmm sddekt
HEJIOCTAaTOYHBIM, C OCTOPOXKHOCTHIO MOKHO BBECTH CPEJICTBO, 00JIa/Ia0IIee MOJOKUTEIbHBIM
XPOHOTPOMHBIM  JeiictBueM. IMHorma MokeT moTpeOoBaThcsi BpEeMEHHAs MOCTaHOBKA
AIIEKTPOKAPAUOCTUMYIISITOPA.

Ilpu evipasicennom crudxcenuu AJ]: BHyTPUBEHHOE BBEJICHHE TIIIA3MO3aMEIAIOIINX PACTBOPOB U
Ba30MPECCOPHBIX  TpEmapaToB. BHyTpUMBEHHOE BBEJCHHUE TJIIOKAaroHa MOXKET  OBITh
EJIeCO00Pa3HBIM.

Ilpu AV 610xade: ManveHThI TOMKHBI HAXOUTHCS TTOJ] TOCTOSIHHBIM HAOIO/ICHUEM, U TTOTYYaTh
JedyeHue Oera-aJipeHOMMMETHKAMM, TaKUMU Kak snuHedpuH. B cioyyae HEoOXOAMMOCTH —

MIOCTaHOBKA JIEKTPOKAPAUOCTUMYIISITOPA.

11
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MOJIOKUTEITHHBIM HHOTPOITHBIM 3(h(PEeKTOM, a TaKkKe Ba30MIIaTaTOPOB.
Ilpu 6ponxocnazme: Ha3HAYCHHE OPOHXOIWIIATATOPOB, B TOM 4YHCIE Oe€Taz-apeHOMHUMETUKOB
W/UiM aMUHO(UIUIHHA.

Ilpu cunoznuxkemuuy: BHyTPUBEHHOE BBEJCHHUE JEKCTPO3bI (TITIOKO3bI).

5.  ®APMAKOJIOTMYECKHME CBOVMCTBA

5.1. ®apmakoguHaMHYeCKHe CBOicTBA

dapmakoTreparneBTHIECKas Tpymnmna: 0eTal-aipeHo0I0KaTOp CENEKTUBHBIN.
Kon ATX: CO7ABO7

Mexanusm aeiicteus U hapMmakonuHamuueckue 3O deEKThI

CenexTuBHbIH OeTar-apeHo010kaTop 06e3 COOCTBEHHOM CHMIIATOMUMETHYECKOM aKTHBHOCTH, HE
o0nagaer MeMOpaHOCTaOWIM3UPYIOIIMM JelcTBUeM. bucomnposon B TepaneBTHYECKUX J103aX
o0yaziaeT HE3HAYUTENIbHBIM CpPOACTBOM K Oe€Taz-aJpeHOpelenTopaM BHYTPEHHUX OpIaHOB
(momxemyiouHasi Kene3a, CKEJIETHBIC MBIIIIbI, TJaakas MYCKyJaTypa NepupepudecKux
aprepuii, OpOHXOB U MaTKH), a TaKXke K OeTaz-aApeHOpeLenTopaM, Y4acTBYIOIUM B PEryisiun
merabonusma.  CienoBatenbHO,  Oucomposion (B OTIMYME  OT  HECEJIEKTHBHBIX
Oera-agpeHo0JI0KaTOPOB) B IIEJIOM HE BIMSAET Ha CONPOTHBIICHHE JbIXaTENbHBIX ITyTEH,
OKa3bIBACT MEHEE BBIPAKEHHOE BJIMSHUE HA OPraHbl, coAeprKaliue Oeraz-aJpeHOpeenTopsl, U
Ha YIJIEBOAHBIM OOMEH, HE BBI3bIBAET 3a/IeP’KKM MOHOB HATpHs B opraHusMe. BblpakeHHOCTh
aTepOreHHOT0 JIeHCTBUS OMCOMPOIIoia He OTIMYAETCS OT ACHCTBHS MIPOIIPAHOIIONIA.

B TtepameBTMueckux [03ax OuCOINpONION  OJOKUpYeT OeTai-aipeHOpPElenToOpsl Cepala,
YMEHBIIAET CTUMYJIUPOBAHHOE KaTexojamuHamMu oOpa3zoBanne HAM® uz AT®, cHmxkaer
BHYTPUKJIETOYHBIH TOK MOHOB KaJIbLIUS, OKAa3bIBAET OTPULIATENILHOE XPOHO-, APOMO-, OaTMO- U
HE SBHO BBIPXEHHOE WHOTPONHOE JEHCTBHE. BHCONposIoN yMEHBIIAeT 4YacTOTy CepledHbIX
cokpamennii (YCC) B mnokoe U TMpU Harpy3ke, 3aMeMIsieT AaTPUOBEHTPUKYISIPHYIO
IPOBOAMMOCTb, YMEHbIIAeT BO30yAMMOCTh MHOKapja. CHuXKaeT cepaeyHblii BHIOpOC, B
HE3HAUUTENIbHOW CTENEeHM CHMKAeT yJIapHbld 00beM. YMeHbIIaeT MOTpeOHOCTh MHUOKapAa B
KHCJIOPO/Ie, CHUXKAET aKTUBHOCTh PEHHUHA IJIa3Mbl KPOBH.

B nauane nedyeHust B mepBeie 24 yaca Tocie mprema Oucomposiona odmee mnepudepuydeckoe
cocyauctoe comnporupieHue (OIICC) Heckobko yBennuuBaeTcs (B pe3ysbTaTe PEeLUIIPOKHOIO
BO3PACTaHMs aKTUBHOCTH ajib(a-aapeHOPeLenTOPOB).

Yepes 1-3 cyrox OIICC Bo3Bpamaercs k ucxogHoMmy. llpu nnurensHO# Tepanuu U3Ha4aIbHO

nosbimenHoe OIICC cHmxaercs.
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BHYTpb. [Ipu npumenenun | pa3 B CyTKu TepaneBTHUECKUI 3 ekt Ouconposiona coxpaHsercs
B TeueHue 24 yacoB 6marogaps 10-12 qacoBomy neproay NoTyBBIBEICHUS U3 TUIa3Mbl KPOBH.
buconponon obnamaer TakUMH ke ANMEKTPOPU3UONIOrHYecKUMU 3(PQeKTamu, Kak U JIpyrue
Oera-aapeHoOI0KaTopsl. B anekTpodu3nonornyeckux HcciaeoBaHUSAX OHCOMpPONION ypeKam
YacTOTY CEpPACUYHBIX COKpAIICHUMN, YBEIMYUBAT BpeMsl IPOBEICHUS U pedpaKTEpHBIC TEPUOIBI
CHHOATPHAJIBHOTO U aTPUOBEHTPUKYISIPHOTO y3710B. OTMeuaeTcs yuiMHeHre nHtepsainoB RR u
PQ, a taxxke xoppurupoBanHoro uarepBaga QT (QTc) ma DKI' (B mpemenax HOpMabHBIX
3HAYCHHM ).

buconponon oxa3plBa€T AHTUTMIEPTEH3UBHOE, AHTHMAPUTMUYECKOE U aHTUAHTMHAJIbHOE
JIICUCTBUE.

5.2. dapMakoKHHeTHYEeCKHE CBOHMCTBA

AOGcopbuus

buconponon noutu nonaHocteio (Oosiee 90%) BcachlBaeTCs M3 HKEMYIOYHO-KUIIEUHOTO TPAKTA.
Ero OHOZOCTYNHOCTH  BCIEICTBHE HE3HAYMTENBHOM  METa0ONM3aIMM  «IIPH  TMEPBOM
MPOXOXKACHUN» 4Yepe3 meueHb (Ha ypoHe mpumepHo 10%) coctaBmsier okoio 90% mocne
npuema BHYTpb. [Ipuem mumm He BiIMAET HA OMOJOCTYIHOCTh. bUCOMPONION AEMOHCTPUPYET
JUHEWHYI0 KHHETHKY, IMPUYEM €ro KOHLEHTpalud B IUIa3M€ KpPOBU IMPOMOPIMOHAIBHBI
MPUHATON N103€¢ B auamnazoHe oT 5 mo 20 mr. MakcumaibHash KOHIEHTpAIus B IUIa3Me KPOBHU
JlocTuraercs yepes 2-3 yaca.

Pacnpenenenue

buconponon pacnpenensiercs 10BoJbHO MHPoko. OOBEM paclpeneneHusl cocTaBisieT 3,5 JI/KT.
CBs13b ¢ OenKkaMHu M1a3Mbl KpOBH TOCTUTAET mpuMepHo 30%.

BI/IOTDaHC(bODMaHI/IH

Mertabonu3upyercss MO OKHCIUTEIbHOMY MyTH ©Oe3 Tocienyroue KoHbloraunu. Bcee
MEeTa0OJUTHI TOJSIPHBI (BOAOPACTBOPUMBI) M BBIBOAATCS TMOYKaMu. OCHOBHBIE METaOOJUTHI,
oOHapyX1BaeMbI€ B IJIa3Me KPOBU U MOUE, HE MPOSABIISAIOT (PApMaKOIOrMUeCKON aKTUBHOCTH.
JlanHbIe, OJTyYEHHbIE B PE3yJIbTaTe SKCIIEPUMEHTOB ¢ MUKPOCOMAaMH TICUCHH YeToBeKa in Vitro,
MOKa3bIBAIOT, YTO OMCONPOIIOT METabOIN3UPYETCS B IEPBYIO OUYEpe/ib C MOMOLIbIO H30(hepMeHTa
CYP3A4 (oxono 95%), a uzopepment CYP2D6 urpaer nuib HeOOTBIIYIO POIb.

DJIMMUHALMS

Knupenc Ouconpornona ompenensercss paBHOBECHEM MEXIy BBIBEJCHHEM IOYKaMHU B
Heu3MeHeHHOM BHje (okono 50%) u metabomu3moMm B meueHu (okoio 50%) mo mMeTabonuToB,
KOTOpBbIE 3aTeéM Takke BbIBOAATCA moukamu. OOmmii kimpeHc cocrasiser 15 n/dac.

[Mepron nonyseiBenenus (T12) — 10-12 gacoB. OtcyTcTBYyeT HHGOPMAIHS O PapMAKOKUHETHKH
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oucornponona y manuentos ¢ XCH u onHoB eMeHHLfM'-}'Iép%QH MT% it reHetH

ITIOYCK.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

B uccrnenoBanuu y nanueHTOB ¢ MOYEYHON HEOCTATOUYHOCTHIO (CpeHUN KIMPEHC KpeaTHHHUHA
[KK] 28 mu/munH) ObU10 mokazaHo, uto cHrkeHne KK compoBokmaercs yBemumueHUEM Cmax,
AUC (mnomaap Mo KPUBOM «KOHIIEHTpaIus-Bpemsi») u T1/2 Oucomnpornona. [Tockonbky KIUpeHC
Oucomnposoia B PAaBHOW CTEHNEHH OCYIIECTBISETCS MOYKAMU W TEYEHbIO, CYIIECTBEHHOMN
KyMyJSIHUKM  OMCOIpOJIoia y TMalUMeHTOB C JIETKOM M YMEPEHHOH CTENeHbI0 IOYEHHOM
HEJOCTaTOYHOCTU HE OTMedaerca. B ciaywyae Tspkenold IOYEYHOW HEAOCTaTOYHOCTU
(KK < 20 mu/MHH) KyMyJISIUST MOXKET IMPOUCXOIUTH M J103a Mpernapara He JOJHKHA MPEBBIIIAThH
10 mr B cyTKH.

Ilayuenmoi ¢ Hapywenue QynKyuu neveHu

VY mamueHToB C IMPPO30M TEYCHH OTMEUYAeTCs BBICOKAs BapHaOEIbHOCTh M 3HAYUTEIHLHOE
3aMeJIJIeHHE SJIMMHUHALIMU 110 CPaBHEHUIO €O 310poBbIMU JtoAbMU (T1/2 Griconposioia cocTaBisieT
or 83 mo 21,7 wuacoB). KnuHuuecku 3HauMMble paznuyus (apMAKOKUHETHKH MEXKIY
NanUeHTaMu ¢ HOPMAalbHOM M HapylleHHOW (yHKIMEH Ne4YeHW He BBIBJICHBL. B ciydae
BBIPQKEHHOW T€YCHOYHOW HEIOCTAaTOYHOCTH KyMYISILUS MOXKET MPOUCXOIUTh, W 032
npernapara He JI0JDKHA MpeBhImaTh 10 Mr B CyTKH.

XpoHnuueckas cepOeunas HeOOCMAamoyHOCMb

V¥ nanuentoB ¢ XCH Il pynkumonansHoro kinacca no kiaccuduxammu NYHA Obutn oTMedeHsl
Oosiee BBICOKOE COJEp)KaHHWE OHCoIpojiosia B IUIa3ME€ KPOBU U YBEJIMUYEHHBIM IMepuoJ
TIOJTYBBIBEJICHUS 110 CPABHEHHUIO CO 3JIOPOBBIMH JOOPOBOJIBIIAMU. MakcHMallbHAsI KOHIIEHTPAIHS
Ouconpososa B IIa3Me€ KPOBM B PABHOBECHOM COCTOSIHMM cocTaBisgeT 64+21 Hr/mun npu
cyrouHoit fo3e 10 mr; mepuoa MonyBbIBEIEHUs cocTaBisieT 17+5 gacoB. PapMakOKHMHETHKA
ouconponona y manueHToB ¢ XCH u comyrcTByromum HapymeHneM (QyHKIUH TeUYeHH I
MOYEK HE U3ydanach.

Tayuenmoi nodcunozo eospacma

— VYV nanueHTOB MOXKWIOIO BO3pacTa OTMEYAaeTCsl HE3HAUMTEIbHOE YBEIMUYEHHUE HEKOTOPBIX
dapmakokunernyeckux mnokazarenet (Tiz, AUC, Cmax) Oucomponona 1o CpaBHEHHIO C
MOJIOJIBIMU TAllMEHTAMH, MPEANOJIOKUTENFHO B CBA3M C BO3PACTHBIM CHUKEHHEM IOYEYHOT'O
kaupeHca. OIHAKO AOTH pa3uids HE SBISIOTCS KIMHUYECKM 3HAYMMBIMH W HE TPEOYIOT

KOPPEKLIHMHU 03Bl OHCOMpOoIIoa.
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6. ®APMALIEBTMYECKHE CBOficTRA  |MOUCJIEACBATENEHOCTE 0002)

6.1. IlepeyeHb BcOMOraTeJIbHBIX BeLECTB

Cocras sapa TabneTKu:

Kanbuwms rugpodocdar 6e3B0aHBIN
[{emtrono03a MUKPOKPUCTAITAYECKAS
Kpaxman kykypy3HblIid

Maruus creapat

Kpemuust 1MOKCH KOJITTOWAHBIN

CocraB 000J104YKH TA0JIETKHU:

Komnoszuyus ons obonouxu:

I1oNMMBUHUIOBBINA CIIUPT

Turana guokcun (E171)

Makporoxn 3350

Tanpk

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHHUs)

2 rona.

6.4. Oco0ble Mepbl NPeTOCTOPOKHOCTH MPHU XPAHEHUH

XpaHUTh B 3alIUILIEHHOM OT CBETa MECTE MPHU TeMIiepaType He Bbiuie 25 °C.

6.5. XapakTep M cojiep:kaHue NePBUYHON YIAKOBKH

I[To 10, 15 TabneTok B KOHTYpPHOH SlUEHKOBON YHAaKOBKE, COCTOSIIEW U3 IIJICHKU

MOJIMBUHMJIXJIOPUAHON U (POJIBIY aTIOMUHUEBON N€YAaTHOM JTJaKUPOBAHHOM.

Ilo 1, 2, 3, 5, 6, 9 unn 10 KOHTYpPHBIX SYEUKOBBIX YHNAKOBOK BMECTE€ C HMHCTPYKLHEH MO

MEAUIIMHCKOMY MPUMEHEHUIO TOMEIIAIOT B AUKy U3 KapTOHa KOPOOOUHOTO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TP  YHUYTOKEHUH  WCMOJIH30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara WJIM OTXOA0B, IMOJYYEHHBIX TMOCJde NPUMEHEHUs!
npenapara, u Apyrue MaHMIYJSIUM € PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Poccniickas @enepanvs

000 «M3Bapuno ®apmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-it (. Buykosckoe), neia. 1, ctp. 1

Tenedon: +7 (495) 232-56-55;
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Daxc: +7 (495) 232-56-54. (NOCNEAOBATENBLHOCTL 0002)

OnekTponHas noyra: info@izvarino-pharma.ru
7.1. IlpencraBuTe/ib AepiKaTessi PperucTPAllMOHHOIO Y/10CTOBEPEeHH s

[Iperen3zun HOTD66HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccuiickas @enepanus

000 «M3Bapuno ®apmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-it (. Buykosckoe), nsia. 1, cp. 1
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnekrponHas moura: info@izvarino-pharma.ru

8.  HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. JIATA NEPBUYHOM PETUCTPALIMU (IIOATBEPXKJIEHUSA PETUCTPAIINH,
INEPEPETUCTPALIMN)

Jlata nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

O6ma;1 XapaKTCPHUCTHUKA JICKApCTBCHHOT' O npemnapara BI/ICOHpOHOH AOCTYIIHA Ha

MH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/
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