COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.10.2025 N° 26833

OBILASI XAPAKTEPUCTUKA JJEKAPCTBEHHOTO HPEITAPATA- = 002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

buconponon-AKOC, 2,5 mr, TaGJIeTKH, TOKPHITHIC TNICHOYHOW 000JIOUKOM.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JleiicTBy1o1IIEee BEIIECTBO: OMCOMPOIIOI.

Buconponon-AKOC, 2.5 mr, Ta0JIeTKHU, ITOKPBITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka comepxut 2,5 mr ducorposona pymapara.

[Tonubiii epeyeHsb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TaGneTku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

buconponon-AKOC, 2.5 mr, Ta0JIE€TKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

Kpyribie 1BOSKOBBIMYKIIbIE TAOJETKH, TOKPHITHIE TUICHOYHON 000JI0UKOM OEJI0T0 MJTH IMOYTH 0eI10T0
nBeta. JlomycTiMa He3HAYMTENbHAS IIEPOXOBATOCTh MOBEPXHOCTH. Ha momepeunomM paspese sapo
TabJIeTKH OeJIOT0 WM MOYTH OETIOT0o ¢ KENTOBATHIM OTTEHKOM I[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K NPUMEHEHHUIO

[Ipemapar buconponon-AKOC mnpuMensieTcs y B3pOCIbIX MpPU XPOHUYECKOW CEepAeUHOU
HenoctarouHoct (XCH).

4.2. Pe:kxum 103MPOBaHUA U CIIOCO0 MPUMEHEHM I

PexxuM mo3upoBaHusa

Bspocnvie

Tabnerkn npenapata buconponon-AKOC cnenyer npuHHMaTh OAWH pa3 B CYTKH, YTpPOM, C
HEOOJIBLIINM KOJTMYECTBOM KUAKOCTH, HE3aBUCUMO OT BPEMEHH IpreMa Muinu. TabJaeTku He clenyer
pa3KeBbIBaTh UM PACTUPATH B OPOIIOK.

CrangapTHas cxema JICYEHUSI XCH BKJIIOYAET MPUMEHEHHUE WHTUOUTOPOB
aHTHOTEeH3UHIIpeBpaiarIiero ¢gepmenta (AIID) unm aHTaroHUCTOB PErenTOpoB aHTHOTeH3WHA 1
(B cimyuae HemepeHOCMMOCTH HMHruOuTOpoB AllD), Oera-ampeHOOIOKATOPOB, IUYPETHKOB H
(hakyIbTaTUBHO cepjaeuHbIX ruKo3unoB. Havamo neuenns XCH npenaparom bucomnponon-AKOC
TpedyeT 0053aTeTbHOTO MPOBEACHUS CIEIUATLHON (ha3bl TUTPOBAHUS U PETYJSIPHOTO BpauyeOHOTO
KoHTpoJid. [IpenBapuTenbHbIM ycaoBUEM ISl JieueHus npenaparoM buconponon-AKOC saBnsercs
crabmibpHas XCH 6e3 mpru3HakoB 000CTpEHUSI.

Jleuenne XCH mnpenapatom buconponon-AKOC HauynHaeTcs B COOTBETCTBUU CO ClEIyHOLIEH
cxemoit TutpoBanus. [Ipr 3TOM MOXeT moTpeOoBaThCS HHIUBUAYaIbHAS aJaTalus B 3aBUCUMOCTH
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OT TOI'0, HACKOJIBKO XOPOIIO MalueHT MEPECHOCUT Ha3 LICHHVIJ)F]_I[IC_)E-LV,-LIE‘;I%%é_.VTMI%[B-JH%IQKABETB

TOJIBKO B TOM ClIy4ae, €CJIM IpeablAyIas /1032 XOpollIo nepeHocuiiack. PekoMenryemasi HauaiabHas
no3a cocrasisger 1,25 Mr oiuH pa3 B CyTKU. B 3aBUCUMOCTH OT MHIUBHUAYATbHON MEPEHOCUMOCTH
7103y CIIEQyeT MOCTENEHHO MOBbIIATh A0 2,5 mr, 3,75 mr, 5 mr, 7,5 mr u 10 mr 1 pa3 B nens. Kaxnoe
MOCJIeIYIONEe YBEIMUYECHHE J103bl JOJIKHO OCYIIECTBIISITHCS HE MEHEE YEM uepe3 JIBE€ HEJeH.

Ecnu yBenuueHnue no3bl mpemnapara IjIoxXo MEPEeHOCUTCS MAallMeHTOM, BO3MOKHO CHU)KEHHE J103bI.
MakcumanbHasg pexkoMeHaoBaHHas no3a npu JedyeHun XCH cocraBmger 10 mr mnpemapara
buconponon-AKOC 1 pa3 B geHb.

Bo BpeMsi TUTpOBaHMsI PEKOMEHTyeTCs PETYJIIPHBIN KOHTPOJIb apTepuanbHoro nasienus (Al), YCC
u creneHu BoipaxkeHHocTn cuMntoMoB XCH. Yceyry6nenune cumnromoB teueHust XCH Bo3MOKHO
y>K€ ¢ IEPBOrO AHs IPUMEHEHUS Mpernapara.

Ecnu manueHT mioxo MepeHOCUT MaKCHMajlbHYI0 PEKOMEHJIOBaHHYIO J03y Ipemnapara, Ciexyer
PaccMOTPETh BO3MOXKHOCTh TOCTEIIEHHOTO CHUYKEHHUS 103bI.

Bo Bpems ¢azbl TUTpOBaHUS WM MOCTE HEe MOXET BO3HUKHYTh BPEMEHHOE YXYIIIEHHUE TCUECHUS
XCH, apTrepuanbHas TUIIOTCH3US WK Opaaukapaus. B 3ToM ciydae peKOMEHIyeTCs MPEXkKIe BCETo
MIPOBECTH KOPPEKIIMIO 7103 MPENapaToB COMYTCTBYIOIIEH Tepamnuu. Takke MOXKET moTpedoBaTbes
BPEMEHHOE CHI>KEHHE 1036l penapata buconponon-AKOC unm ero otmeHa.

Ilocne CTa6I/IJII/13aI_[I/II/I COCTOSIHUA MalMCHTa CJICAYCT MPOBCCTU MOBTOPHOC TUTPOBAHUC HO3bI 0o
IMPpOAOJIKUTE JICUCHUC.

Jleuenue npemnaparom bucornponon-AKOC 00bIYHO SBISETCS JOJTOBPEMEHHOM TepaIUei.

Oco0ble rpynisl MalueHToOB

Hauueﬂmbz C Hapyuienuem qbyﬂm;uu novyex ujiu nedyeHu

e [lpu nHapymenun (yHKIMU TMEYCHH WIM TMOYEK JIETKOM MM yMEPEHHOM CTENeHU OOBIYHO He
TpeOyeTcst KOpPEKTUPOBATH 103Y.

e [lpu BeIpakeHHBIX HapylIeHUAX GyHKIUU ovek [kimupenc kpearnanuHa (KK) menee 20 mu/mMuH]|
U y MAIMEeHTOB C TSHKEIBIMU 3a00JI€BaHUSAMU NIEUEHH MaKCUMAaJIbHAasl CYTOYHAs /1032 COCTABIISET
10 mr. VYBenmuueHue 1036l y TaKUX MAIMEHTOB JOJDKHO OCYIIECTBIATBCA € 0CO00M
OCTOPOXHOCTBIO.

Toowcunvie nayuernmoi
Koppexust 10361 He TpeOyeTcs.
eTn

Tak kak HET JOCTAaTOYHOrO0 KOJMYECTBA JAHHBIX MO MpUMeHeHuto npenapara buconponon-AKOC y
JETEeH, HE pEeKOMEHAYeTCsl Ha3HAvaTh Ipenapar aAeTsaM Ao 18 ser.

K HacrosmiemMy BpeMEHHM HEIOCTAaTOYHO [JAHHBIX OTHOCUTEIBHO IPUMEHEHMs IIpernapara
buconponon-AKOC y nanentos ¢ XCH B couetanuu ¢ caxapHbiM quaderoM I Tuma, BeipakeHHBIMU
HapyleHUsAMH (QYHKINHU [TOYEK W/UIIU NEYEHHU, PECTPUKTUBHON KapJUOMHUONIATHEH, BPOKICHHBIMU
MOPOKaMM CepAlla MM IOPOKOM KJalaHa CepAla C BbIPAKEHHBIMH TI'e€MOJUHAMUYECKHUMHU
HapyleHusMH. Takxke 10 CHX HOp He ObUIO MOJY4YEHO JOCTaTOYHBIX JAHHBIX OTHOCUTEIBHO
nanueHToB ¢ XCH ¢ nHbapkTOoM MHOKap/a B TEUCHHE IMOCIEAHUX 3 MECSIICB.

Cnoco0 mpuMeHeHus
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(NOCNEOCBATENEHOCTE 0003)

Jlnst obecrieueHusl yKa3aHHOTO BBINIE PEXHMMa JTO3UPOBAHMUA IPU HEOOXOJMMOCTH HMPUMEHEHHS
Oucomnponona B no3ax 1,25 mr m 3,75 Mr cnemyer Ha3HauyaTh IMpenaparbl OHUCOMpPONIONa APYTUX
MIPOU3BOJUTENCH B JTO3MPOBKE 2,5 MI' B JIGKAPCTBEHHOW (hopMe «TabJeTKH ¢ paslenuTeNIbHON
PHUCKOI».

4.3. IIpoTuBONOKA3AHUSA

TUINEPYYBCTBUTEIBLHOCTh K OHUCOMPONIONY WM K JIIOOOMY H3 BCIIOMOTaTENbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pazzaene 6.1;

ocTpas cepaedHas HegoctatouHocTh, XCH B cTagnm gexommneHcanuu, Tpedyroas mpoBeIeHUs
WHOTPOITHOM TepaIuu;

KapJAUOT€HHBIH IIO0K;

aTpuoBeHTpuKyispHas (AV) 6nokana Il u Il crenenu (6e3 3IEKTPOKAPAUOCTUMYIISTOPA);
CUHPOM cJ1a00CTH CHHYCOBOT'O Y3J1a;

CUHOaTpHUaJIbHAs OJI0Ka/a;

BeIpakeHHast Opagukapaus (HCC menee 60 yi/MuH) 10 Havalla Teparnuu;

BBIpOKECHHAS apTepuaibHas runoteH3us (cucrommueckoe AJl menee 100 MM pr. CT.);

TsDKeIbIe GOpPMBI OPOHXHMATBHON aCTMBI;

BBIpQXCHHBIC HApyIICHUs Nepu(eprudeckoro apTepruabHOr0 KPOoBOOOpAIIEHUs WA CUHAPOM
Peitno;

dheoxpomoruToma (6€3 OJHOBPEMEHHOTO IPUMEHEHHS anb(a-aapeH00I0KaTOPOB);
MeTa00INYECKHI alia03;

BO3pacT 10 18 ser (HemocTaTOYHO JaHHBIX MO APPEKTUBHOCTH M OE30MACHOCTH Yy JAHHON
BO3PACTHOM TPYIIIIHI).

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH NPH PUMEHeHUH

C 0CTOPOKHOCTBIO

MIPOBEJICHUE 1ECEHCUOUTU3UPYIOIIEH TepaInu;

creHokapaus lIpuninmerana;

TUIEPTUPEO3;

caxapHblii [uabet | Tuna u caxapHblif TuabeT co 3HAYUTENbHBIMU KOJICOAHUSIMH KOHIICHTPAIHH
TJIFOKO3BI B KPOBH;

aTpUOBEHTPUKYIISIpHAs Oiokana | crenenu;

BEIpaXeHHas modeuHas HegoctaTouHocTh (KK menee 20 mur/mMun);

BbIp@KEHHBIEC HAPYIICHUS (DYHKIINU MTEYECHH;

1Icopuas;

PECTPUKTHUBHAS KapIUOMHUOMATHS;

BPO’KJICHHBIE TOPOKHU CEp/ilia UM MOPOK KJIaraHa Cep/la C BbIpaKEHHBIMU FeMOIMHAMUYECKIMU
HapYUICHUSIMU;

XCH c unapkToM MHOKapAa B TEYCHHE MOCICTHUX 3 MECAIICB;

HapyluieHus nepudepuieckoro apTepuaaIbHOr0 KpOBOOOPAIIEHHUs JIETKON U YMEPEHHOH CTENeHH;
TSDKEIbIe POPMBI XPOHUYECKON 00CTpYKTUBHOM 00me3nm Jerkux (XOBJ);

HeTspKenble HOpMbI OPOHXUAIEHON aCTMBI;

OpoHxocma3M (B aHaMHE3e);

AIJIEPTrUYeCKHe Peakiuy (B aHaMHe3e);
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L)
e OOmUpPHBIC XUPYPTHUECKHE BMEIIATEILCTBA U 00THAS aHECTE3M

e CTporas Juera;
e OEpEeMEHHOCTH;
® [IEPHOJ IPYAHOTO BCKAPMIIUBAHUSI.

Oco0ble yKa3zaHus

IIpexpawenue mepanuu u « CUHOPOM OMMEHBL»

He cnenyer pe3ko mpephiBaTh JieueHHE OMCOMPOIOIOM MM MEHATh PEKOMEHJI0BAaHHYIO 703y Oe3
MpeIBAPUTENIbHON KOHCYJIbTAllMd C BPayoM, TaK KakK 3TO MOXKET MPHUBECTHU K BPEMEHHOMY
YXYALIEHUIO NESATENIbHOCTH CeplLia.

JledeHue He creayeT nMpepeIBaTh BHE3AMHO, 0co0eHHO Y manueHToB ¢ UBC (oTMeyanocs yTsokeneHue
NPUCTYTIOB CTEHOKApAMH, pa3BUTHE HH(ApKTa MHUOKapJa M BO3HHUKHOBEHHUE >KEITYIOYKOBBIX
aputMuii y nmanuentoB ¢ MBC mpu BHe3anmHOM MpeKpalieHuH npuema Oera-aJpeHo0I0KaTOpPOB).
Ecnu npekpaiienne geueHust He0OX0IMMO, TO 103y OMCOMpOIIoia CeAyeT CHUXKATh OCTENeHHO. B
Clly4ae 3HaYMTENIBHOTO YTSKEJIEHUSI CTEHOKAPAUM WM Pa3BUTUS OCTPOrO0 KOPOHAPHOI'O CHHIPOMa
cleIyeT BpEMEHHO BO30OHOBHUTH MIPHEM OHUCOIPOJIOIA.

3abonesanusn cepoeuHo-cocyoucmou cucmemol

Bera-anpeno0nokaTopsl HE JOJDKHBI MPUMEHATHCS Npu AekomnencupoBanHod XCH mo tex mop,
MOKa COCTOSIHME MaIlMEeHTa He CTa0MIN3UPOBAIOCH.

Ha HavanpHBIX JTamax MPUMEHEHHS OHMCONpOJIONA IMAMECHTHl HYXIAIOTCS B IOCTOSHHOM
HaOJIFOJEHUH.

bera-anpenoGnokaTopsl MOTYT BbI3bIBaTH Opaaukapauio. Ilpu ypexennn YCC B nokoe meHee 50—
55 ya/MuH clieyeT yMEHbIIUTD 03y WU MPEKPATUTh IPUEM OUCOTpOIoa.

Kak u npyrue 6era-aapeHo0a0kaTopsl, OMCOMPOIION MOKET BhI3bIBATH yIMHEHHE HHTepBaia PQ Ha
anektpokapauorpamme (IKI'). Crnexyer ¢ 0CTOPOKHOCTHIO MPUMEHSITH OMCOIIPOJION Y MAIIMEHTOB C
aTPUOBEHTPUKYJIAPHOM OJ10Ka0# | cTeneHwu.

HecenextuBHble OeTa-aapeHO0IOKaTOPhl MOTYT YBEJIMYMBATH YacTOTy M TMPOJOJIKUTEIBHOCTh
AQHTMHO3HBIX MPUCTYNIOB Y TAIMEHTOB C BAa30CHACTUYECKON CTEHOKapauel (CTeHoKapauen
[TpuniMeTana) BCIEACTBHE ONMOCPEAOBAHHON alib(a-perenTopaMy Ba30KOHCTPUKIIUH KOPOHAPHOU
aprepun.  KapamocenektuBHble  Oerai-agpeHOONOKATOpPHl  (BKIOYass ~ OMCOMpONoN)  IpHU
Ba30CMACTUYECKON CTEHOKAPAUU CIEAYET IPUMEHATH C OCTOPOKHOCTHIO.

K HacrosiieMy BpeMEHU HEIOCTaTOYHO [aHHBIX OTHOCHTENBHO NPUMEHEHHs] Oucomposona y
nanueHToB ¢ XCH B coderannu ¢ caxapHbIM guabeToMm | THma, BRIPaKEHHBIMH HapYyIICHHUSIMH
GYyHKIUU TOYEK W/WIM TIeYeHHW, PECTPUKTUBHOM KapAHOMHOINATHEH, BPOXKICHHBIMU IMOPOKaMU
cep/la Ui IOPOKOM KJlarlaHa cep/lia ¢ BhIpaXKEeHHBIMU T€MOAMHAMUYECKUMHU HapYIICHUSIMH.

Taxoke 10 cux mop He ObUIO MOJYYEHO JOCTaTOYHBIX JaHHBIX OTHOCUTENbHO nanueHToB ¢ XCH ¢
MH(pApKTOM MUOKap/ia B TEUEHHUE MOCIEIHUX 3 MECSIIEB.

ﬂblxameﬂbHaﬂ cucmema

HecMoTpst Ha TO, 4TO celeKTUBHBIC OeTa|-0JIOKAaTOPhl B MEHBINICH CTETICHU BIUSIOT Ha (DYyHKITHIO
JBIXaTEIbHOM CHCTEMBI, YeM HECEJIEKTHBHBIC OeTa-aapeHoOsokaropsl, nmanueHtam ¢ XOBJI u
HETsDKeNbIMH  (hopMaMH  OpOHXHMAIBHOW acTMbl OHMCOMPOJION cJelyeT Ha3HayaTb € OcoOoM
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NPEBBILIAIOT TMOTeHUUANbHbIM puck. [lpu OponxumaneHoi actme wimn XOBJI mokazaHo
OJTHOBPEMEHHOE IpPHUMEHEHHE OPOHXOMMIATUPYIOIIUX CPEICTB. Y MAIMEHTOB C OpOHXHAIBLHOU
acTMOM BO3MOJKHO IMOBBIIICHNE PE3UCTEHTHOCTH JbIXaTEeNbHBIX IyTe, 4To TpeOyeT Oosiee BRICOKOU
710361 OeTaz-aipeHOMHUMETHKOB.

VY mammentoB ¢ XOBJI Oucomposon, Ha3HAYaeMblii B KOMIUIEKCHOW TEparuu C IO JICUCHHS
CEpJICYHON HEIOCTAaTOYHOCTH, CJIeIyeT HauYWHATh ¢ HAaUMEHbIIEH BO3MOXXHOW JI03bI, a MAIMEHTOB
TIIATEIHHO HAOMIOAATh HA TMOSBJICHUE HOBBIX CUMIITOMOB (HalpuMep, OJBIIIKHA, HEMEPEHOCUMOCTH
(hbUBUYECKUX HArpy30K, KaIlis).

061/141/{pr1€ xupypcuuecKkue emeuiamenlbemed u 0611/[61}1 anecme3us

[Tpu HEOOXOAMMOCTH MPOBEICHUS XUPYPrHUECKUX BMEIIATENbCTB CJEIyeT MpelylnpeinTh Bpaya-
aHecTe3uojora O TOM, YTO MAllMEHT MPUHUMAET OeTa-aApeHOOJIOKATOPhl (PUCK JIEKAPCTBEHHBIX
B3aUMOJICHCTBUI C Pa3BUTHEM TSDKEJIBIX OpaJHapUTMHM, YMEHBIIICHUS peDISKTOPHON TaXxUKapIUH
U apTepuasbHOM runoteH3un). Pekomenayercs 0e3 sBHONM HEOOXOAMMOCTH HE MpeKpaliath MpueM
OucompoIIoa B IEPHOIIEPAITMOHHOM TTepro e (T. K. 0110Kaaa OeTa-aIpeHOPELEITOPOB CHUKAET PUCK
BO3HHUKHOBEHHUS apUTMUI U UIIEMUU MUOKap/ia BO BpeMsi BBOJHOIO HapK0o3a U UHTYOAlluU TPaxeHn).

B ciyuae HeoOXOAMMOCTH TpEepbIBaHHUSA JIEYCHUsT OUCOMPOJIOIOM TEepel IMPOBEICHUEM
XUPYpPru4ecKoro BMEIIATEIbCTBA, IIPENapaT ClelyeT OTMEHHUTh HE MeHee 4eM 3a 48 yacoB 10
OIlEpaLIUH.

@eoxpomouumoma

VY manueHToB ¢ (HEeOXpOMOIMTOMON OHUCOMPOJION MOXKET ObITh Ha3HaueH Ha (OHE MPUMEHEHHS
anbha-aapeHo0I0KaTOPOB.

Tupeomoxcuxo3

[Ipu runepyHKIMU MMTOBUIHOM Kelle3bl OeTa-aipeH00IOKATOPHI (BKIIOYass OMCOMPOIION) MOTYT
MaCKUpPOBATh TAXUKAPAUIO U YMEHbBIIATh BRIPAKCHHOCTh CHUMIITOMOB THPEOTOKCHKO3A.

Pe3kas ormena npemnapara MOKCT BbI3BATb O6OCTpeHI/I€ CUMIITOMOB 3a00JICBAaHHS H pPa3sBUTHUC
TUPCOTOKCUYICCKOTO KpH3a.

Peakuuu cunepdyecmeumelbHocmu

bera-anpeno6nokaTopsl, BKIOYask OMCOMPOJIOI, MOTYT ITOBBICUTh UyBCTBUTEIIBHOCTD K ajllIepreHaM
U TSOHKECTh aHA(WIAKTUYECKHX pEaKIHMi / peakuuii TUIepuyBCTBUTEIBHOCTH H3-3a OcCialiIeHus
aJIpeHePrUYecKOil KOMIICHCATOPHOW peryisiluu Ioja JAeHUCTBHeM OeTa-aapeH00I0KaTOPOB.
[TpuMeHeHne OOBIUHBIX TEpaneBTUYECKUX 103 SnuHepuHa (aapeHanuHa) Ha ¢oHe mpuema Oera-
aipeHOOJIOKAaTOPOB HE BCEria NMPUBOIUT K JIOCTHIKEHHUIO JKEJIAEMOro KIMHUYECKOro 3ddexra.
Heo6xonumo cobmoaaTth OCTOPOKHOCTh MPH HA3HAYEHUU OMCOMPOJIONa MAlMEHTaM C TSKEIbIMU
peaKIMsIMUA TUIIEPYYBCTBUTEIILHOCTH B aHAMHE3€ MITH MPOXOSIIUM KYPC JeCEHCUOUTH3AIHH.

Ilcopua3z

[Tpu pemienuu Bompoca o MPUMEHEHHH OUCOTPOII0ia Y MAMEHTOB € IICOPUA30M CIIEAYET TIATEIBHO
COOTHECTH TpEeIojaraeMylo Mojib3y OT MPUMEHEHUs MpenapaTa U BO3MOXKHBIA pUCK 000CTpEeHHUs
TE€UYeHUs IIcopHuasa.

Konmaxmmuwie nunsol
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6€Ta-a[[peHO6JIOKaTOpOB BO3MOXXHO CHHXXCHUC MMPOAYKIHUN CIIe3HOM KHUAKOCTH.

4.5. B3aumopeiicTBHe C [PYrHMH JeKApPCTBeHHbIMHM IIpenapataMd M Jpyrue BHABI
B3aUMOJAEHCTBUA

HepexkomMeHOAyEMBIS KOMOMHAIMHU

AHnTHapuTMHYeCKHe cpencTBa | kiacca (Hanmpumep, XMHUAMH, AU30MUPAMU, JUI0KauH, (PEeHUTONH
¢bnekanHua, nponageHoH) MpHU OJHOBPEMEHHOM NPUMEHEHUH C OMCOIPOJIOIIOM MOTYT CHUXKAThb
aTPUOBEHTPUKYIAPHYIO TIPOBOJUMOCTh U COKPATHTEIbHYIO CIIOCOOHOCTH Cepria.

brokaropsr memnenHbix kanpiueBbix kaHanoB (BMKK) tuma Bepanamuia v B MEHbBIIICH CTETICHU
IWIITHA3eMa MPU OJHOBPEMEHHOM MPUMEHEHUHU C OUCOMPOIOIOM MOTYT MPUBOAUTH K CHIXKEHHUIO
COKpPATUTENbHON CIIOCOOHOCTH MUOKap/a U HapyIIEHUIO0 aTPUOBEHTPUKYIISIPHOM TPpoBOAUMOCTH. B
YaCTHOCTH, BHYTPHUBEHHOE BBEJEHUE BepamaMuia NalUeHTaM, NOpUHUMAIKUM OeTa-
aZpeHo0JOKAaTOPbl, MOXET TMPUBECTH K  BBIPAKEHHOM  apTepuaIbHOW TUMOTEH3UH U
aTPUOBEHTPUKYJISIPHOHN OJI0Kae.

I'unoTeH3uBHbIE CpeACTBa LEHTPAIBHOIO JEHCTBUS (TakMe Kak KIOHWAMH, METWIIONA,
MOKCOHU/IMH, PUJIMEHHUIMH) MOTYT IpuBecTH K ypeskeHut0 UCC 1 CHIDKEHHIO CepJIeUHOTr0 BRIOpOCa,
a TaKkKe K Ba30JMJIaTalluy BCIIEJICTBUE CHM)KEHUS LIEHTPAJIbHOIO CUMIIATHYECKOro ToHyca. Pe3kas
OTMEHa, OCOOEHHO 10 OTMEHBI OeTa-aJpeHOOIOKATOPOB, MOXKET YBEIHUYUTh PUCK DPA3BUTHUS
«PUKOUIETHOMW» apTepUaIbHON TUIIEPTEH3UU.

OUHTOIUMO MOXKET YCHUIIUTh OTPUIIATEIBHBIM XPOHOTPOIHBIN 3P (deKT OeTa-aapeH00I0KaTOPOB U
NpUBECTH K BBIpAKEHHOW Opamukapauu. OJHOBpEMEHHOE NpPUMEHEHHE (UHTOIMMONA |
METOINpOJIoJIa HE pEKOMeHAyeTcsa. B cimydae HEoOXOIMMOCTH OJXHOBPEMEHHOTO IPHUMEHEHUS
¢unromumona u mnpenapara buconponon-AKOC tpelyercss TmiatenbHOe HaOMOAeHUE 32
COCTOSIHMEM TMaIlMeHTa. PekoMeHayeTcsi HauMHATh KOMOWHUPOBAHHYIO TEpalui0 B YCIOBHSIX
CTallMOHApa M OCYILECTBJIATH COOTBETCTBYIOIIMKA MOHHUTOPUHT (TIOKa3aH UIMTENbHBIA KOHTPOJb
YCC, nmo MmeHblIell Mepe 10 yTpa CIEAYIOLIEro JHSA TOCie MEepBOro OJHOBPEMEHHOTO Ipuema
¢unronmumona u npenapara buconponon-AKOC).

KomOunammu, Tpedyromne 0co00i OCTOPOKHOCTH

BMKK-npousBoanbie nuruaponupuanHa (Harpumep, Hueaunud, GeroaunH, aMIoUIHH) TTPH
OJTHOBPEMEHHOM MPUMEHEHUHU ¢ OUCOIPOIIOIOM MOTYT YBEIHYMUBATH PUCK PA3BUTHUS apTepUaTbHON
runoteH3un. Y mnanueHToB ¢ XCH Henb3s HUCKIIOYUTh PHUCK MOCIEIYIOLWEro yXYAIICHUS
COKpPATUTENBHON (QYHKIH CEeP/LIa.

Antnaputmuueckue cpeactsa Il kmacca (Hampumep, aMHOJapOH) MOTYT YCHJIMBATh HapyIICHUE
aTPUOBEHTPUKYIISIPHON MPOBOIUMOCTH.

JleticTBue Oera-aapeHo0I0KaTOPOB /Il MECTHOTO NMPHUMEHEHHsI (HalpuMep, TIIa3HBIX Karelb IS
JICYCHUSI TJIAYKOMBI) MOXET YCHJIMBAaTh CHUCTeMHbIE 3(dekTsl Omcomnponona (cHuwxeHue AJl,
ypexenne YCC).

[TapacMMIIaTOMUMETHKH TPU OAHOBPEMEHHOM IMPHUMEHEHHHM C OMCOIpPOJIOIOM MOTYT yCHJIMBATh
HapyIleHHe aTPUOBEHTPHUKYJISIPHON TPOBOJIUMOCTH U YBEITMUMBATH PUCK Pa3BUTHUS OpaTuKapIuH.

I'mnornukemMudeckoe I[CﬁCTBPIC HWHCYJIMHA WJIM THIOTJIMKEMHUYCCKUX CPECACTB JIA IIpHEMA BHYTPb
MOXET YCHUJIIMBATBHCA. HpI/ISHaKI/I TUIIOTTIMKEMHUH, B YaCTHOCTU TaxuKapAus, MOT'YT MaCKHPOBATLCA
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6eTa-apeHo0I0KaTOPOB.

CpenctBa aisi MpOBEACHUS OOMICH aHECTE3MH MOTYT yBEIWYMBATh PUCK KapIuOJEMPECCUBHOTO
JeHCTBYS, IPUBOJISA K apTepUaAIbHON runoTeH3un (cM. pasaen 4.4, moapasnen «OcoObie yKa3aHUs» ).
CepaeuHnble MHUKO3UABI IPU OJHOBPEMEHHOM MPUMEHEHUHU C OMCOMPOIOIOM MOTYT IMPHUBOIUTH K
YBEJIMUEHUIO BPEMEHH MPOBEICHUS UMITYJIbCA U, TAKUM 00pa3oM, K pa3BUTHIO OpaauKapIuu.

Hecreponnnsie nmpotuBoBocnanutenbubie npenapatsl (HIIBIT) mMoryt cHu»kaTh THIOTEH3WBHBIN
s dexT 6ucomponona.

OnHoBpeMeHHOE TpuMeHeHue rmpenapara bucomnponon-AKOC ¢ Gera-aapeHOMUMETHKAMU
(HampuMep, ¢ U3O0MPEHATUHOM, HOOYTAMUHOM) MOXET IPUBOAUTH K CHHKEHHIO 3(deKrTa 000ux
MpernaparosB.

CoueTanue OUCOMpPoOIIOIa C AIPEHOMUMETHKAMHU, BIHUSAIONIMMU Ha 0eTa- U alib(a-aIpeHOPEIEeITOPBI
(manpumep, HopanuHEePpUH, STHHEDPHH), MOKET YCHIIMBATh BA30KOHCTPUKTOPHBIC A (EKTHI ATHX
CPE/CTB, BO3HUKAIOIIME C ydacTHEM aib(a-aApeHOPENenTopOB, MPUBOAS K TOBbImeHHIO A/l
[TomoOHBIe B3amMonmeHCTBHsI Oojiee BEPOSTHBI TPU NPUMEHEHHH HECEIIEKTUBHBIX OeTa-
aIpeHO0I0KATOPOB.

AHTUTUNIEPTEH3UBHBIE ~ CPEICTBA, TaK e Kak M Jpyrde CpeAcTBa C  BO3MOXKHBIM
AHTUTHIIEPTEH3UBHBIM 3(dexkTom (Harmpumep, TPULUKINYECKAE aHTHIIEIPECCaHThl, 0apOUTYpaTHl,
(heHOTHA3HHBI), MOTYT YCUIIUBATh TUTIOTEH3UBHBIN d(hPeKT Oucompooa.

Meha0XuH IpH OJHOBPEMEHHOM MMPUMEHEHHUH ¢ OMCOIPOIIOTIOM MOYKET YBEITUYUBATH PUCK PA3BUTHS
OpaauKapIuu.

WNuruburopsr MAO (3a uckimoueHneM HHruOuTopoB MAO-B) MoryT ycuimBaTh TMIIOTEH3UBHBIN
apdekr Oera-agpeHodbmokatopoB. OMHOBpEMEHHOE MPUMEHEHHE TaKKE MOXKET MPHUBECTH K
Pa3BUTHIO TUTIEPTOHUYECKOTO KpHU3a.

KOM6I/IHaIH/II/I, KOTOPBIC CIACAYET MPUHUMATH BO BHUMAHUC

Ankanouosi cnopuinbu

HernapupoBaHHblE — alKalOWIbl  CIIOPBIHBM  TIOBBIIAIOT  PHCK  Pa3BUTHA  HapyIICHHUU
nepruepuyeckoro KpoBOOOpAIIeHUsl. DProTaMHH TOBBINIAET PHUCK PA3BUTUS  HAPYIICHUS
nepudepruIecKoro KpoBooOpaIieHusl.

@apMaKOKuHemull€CKu€ 83AUMO0elUCMBUs

B (bapMaKOKI/IHeTI/I‘IeCKI/IX HCCIICA0BAHUAX HE BBISIBJIICHBI B3aI/IMOI[eI>'ICTBI/I$I 6Hconponona C
TUA3UAHBIMU JUYPCTUKaAMH, TAKUMH KaK THAPOXJIOPOTHA3UIA W LUMCTUUH. BI/ICOHpO.HO.H HEC
okasbiBall ¢ dekTa Ha hapMaKOKMHETHKY TeoduuiHa. Pudamnun yBennuuBaeT MeTaOOIUICCKUN
KIMPEHC W yKopauuBaeT rnepuona noiyBbiBeneHus (T12) Oucomporona, oIHAKO KOPPEKIUH T03BI
npenapara He TpeOyercs. bucomposon He BIMSET Ha TPOTPOMOMHOBOE BpEMsl y TAIMEHTOB,
MOJTYYaIOIUX CTAOMIIbHYIO 103y BapdapuHa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMSA

bepemeHHOCTD

dapmakoornuecKasi akTUBHOCTb OMCOTIPOIIOIa MOXKET OKa3bIBaTh HETATUBHOE BIIMSHUE HA TCUCHHE
OCpEeMEHHOCTH W OPTaHHM3M IUI0JIa/HOBOPOXKIAECHHOTO. B 1emom Oera-aapeHo0I0KaTOPhl CHIKAIOT
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WI0Jja WM MPEeKIECBPEMEHHBIM pojaM. Y TUIOAa M HOBOPOXKIEHHOTO MOTYT pPa3BUBATHCA
HEeXKeNlaTeNIbHBIE SIBIICHUS (HAmpuMep, THMOrIuKemuss U Opamukapaws). [Ipu HeobxomumocTw
nedeHus Oera-apeHOOIOKATOpaMH TMPEANOYTeHHUE CIeAyeT OTAaBaTh CEICKTUBHBIM OeTai-
azpeHo0I0KaTopam.

[Ipu OepeMeHHOCTH OHCOMPONION CIEAyeT TMPUMEHATh TOJIBKO B cCllydae aOCONIOTHOM
HEOOXOJMMOCTH, €CIIM OXKHMJaeMasl MoJb3a JJIsSi MAaTepH IMPEBHIIIAET BO3MOXHBINH PUCK PAa3BUTHUS
MoO0YHBIX A(D(PEKTOB y IIT0Aa U/ WIIH HOBOPOIKIECHHOTO.

CrnemyeT OTCIEKHUBATh KPOBOTOK B TUTALIEHTE U MaTKe, a TAKXKe HAOIIOAAaTh 32 POCTOM U Pa3BHTHEM
Oynymero pedeHka. B ciydyae mosBIeHUs HEKeTaTeNbHBIX SBICHUN B OTHOIICHUU OCpEeMEHHOCTU
W/WJH T10/1a PEKOMEHyeTCsl IPUMEHSTh aJbTePHATUBHBIC METO bl TEPATTHH.

Crnenyer TmaTenbHO OOCIIENOBAaTH HOBOPOXKIECHHOTO IOCIEC POJIOB. B mepBbie Tpu IHS KU3HHU Y
HOBOPOXKJECHHOTO MOTYT BO3HUKATh CUMIITOMBI OpaJIMKapANH U TUTIOTIINKEMHH.

JlakTamus

Ilo JaHHBIM JOKJIMHHYCCKHX HCCHGHOBaHHﬁ, 6HCOHpOHOH W/MIH €ro MeTa0OIUTHI BBIACTIAIOTCA B
MOJIOKO JIAKTUPYIOIUX KPBIC. I[aHHBIX O BBIACIICHHUU 6Hconp0n0na B I'PYAHOC MOJIOKO HCT.

[ToaTomy mpuem OucompoIioina He PEKOMEHIyeTCs KEHIIIMHAM B IIEPUO]] TPYIHOTO BCKapMIIUBAHHUS.
Ecnu npuem Oucomposona B mepuoi JakTalMM HEOOXOIUM, TPyJHOE BCKapMIIMBAHUE CIIETYET
MPEKPATUTb.

4.7. BuusiHMe HAa CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeACTBAMH M PpPadoTaTh C
MeXaHu3MaMH

[Ipenapar bucomnponon-AKOC He BiausieT Ha CIOCOOHOCTH YIPaBISATh aBTOTPAHCIIOPTOM COTJIACHO
pesysibTaTaM ucciienoBanus y nanmeHtoB ¢ MBC. Ognako BeieACTBUE MHAWMBUIYATbHBIX PEAKIIMI
CIOCOOHOCTH YNIPABISATH aBTOTPAHCIIOPTOM MIIM PabOTaTh C TEXHUYECKH CIOXKHBIMU MEXaHU3MaMU
MOXeT ObITh HapymieHa. Ha 3To ciemyer oOpaTuTh 0co00€ BHUMAaHHE B Hayaje JICYCHHS, MOCTE
M3MEHEHHUS JI03bl, a TAK)Ke IPU OJTHOBPEMEHHOM YIOTPEOICHUN aIKOTOJIS.

4.8. He:xxennaTesbHbIE peaKIuu

Pe3roMe HexeaaTenbHbIX pEAKIIUNT

YacTora MOOOYHBIX PEAKIIMiA, MPUBEACHHBIX HUKE, OMPEICIIIach COOTBETCTBEHHO CIICIYIOIIEMY:
oueHb yacto (> 1/10), gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1 000, vo < 1/100), peaxo (> 1/10
000, Ho < 1/1 000), ouens penko (< 1/10 000), yacTrora Hen3BecTHA (Ha OCHOBAHUU UMEIOIINXCS
JAHHBIX OICHUTH HEBO3MOXKHO).

Icuxuueckue Hapywenus

Heuacmo: nenpeccusi, 06CCOHHHIIA;

Peoxo: rannronHanuy, HOYHbIE KOIIMAapHI.
Hapywenus co cmopoHul HepaHoll cucmembl
Yacmo: TOTOBOKPYKEHUE, TOJIOBHAs O0JIb;
Peoko: noteps co3HaHUsL.

Hapywenus co cmoponul opeana 3penus
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QOuenb pedxko: KOHbIOHKTUBHUT.

Hapywenus co cmoponul opeana cnyxa u nabupunma

Peoko: napymenus ciyxa.

Hapywenus co cmoponul cepoya

Ouyenv vacmo: dpaguKapaus;

Yacmo: ycyryonenue cumntoMoB Teuenus XCH;

Heuacmo: napyuieHre aTpuOBEHTPUKYJIIPHONU TPOBOAUMOCTH.

Hapywenus co cmoponul cocy0og

Yacmo: oulylieHNe NOXOJIOJAaHUS UM OHEMEHHS B KOHEUHOCTSIX, BRIpAXKEHHOE CHIKEeHUEe A/l;
Heuacmo: oprocTatnueckas rUIOTEH3HS.

Hapywenus co cmopoHul ObixamenvHotl cucmemsl, 0peano8 2pyOHOU KIemKU U Cpe0oCmeHUsl

Heuacmo: 6poHXocna3m y MalMeHTOB ¢ OPOHXUATBLHON acTMON MM OOCTPYKIMEH IhIXaTelbHbIX
MyTel B aHAMHE3¢;

Peoko: anneprudeckuii puHUT.

Kenyoouno-kuweyHnvle HapyuieHus

Yacmo: TOUIHOTa, PBOTA, AUApEs, 3aII0P.

Hapywenus co cmoponvl neuenu u scenyesvigo0auux nymet
Peoko: remarur.

Hapywenus co cmoponul kodtcu u noOKoHCHbIX MKaHell

Peoko: peakuuy TOBBIINIEHHON 4YyBCTBUTEIBHOCTH, TaKM€ KaK KOXKHBIM 3y, CbIIlb, TMIIEPEMMUS
KOYKHBIX IIOKPOBOB U aHTMOHEBPOTUYECKUN OTEK.

Ouenb pedxo: anornenus.

bera-aapeHo010KaTOPEl MOTYT CIIOCOOCTBOBATh OOOCTPEHUIO CUMITOMOB TEUEHHS IICOpHA3a WIH
BBI3BIBATh MICOPHA30MOI00HYIO CHITb.

Hapywenus co cmoponwvl mbluieynotl, ckeiemHuou u cCOeOUHUMENbHOU MKAHU
Heuacro: mbimeudnas ¢1abocTh, Cy10pOTH MBbIIIII.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembvl U MOJIOYHbBIX JHcele3
Peoko: spexTunbHas AuCHyHKIIHSL.

Obwue napywenus u peakyuu 8 mecme 86e0eHusl

Yacmo: acTeHus, NOBBIIICHHAS YTOMISIEMOCTb.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble
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KkpoBH (acnapratamuHotpancdepasza [ACT], ananunamunorpancdepasa [AJIT]).

COO6H.I€HI/IG 0 TOA03PEBACMBIX HCXKECIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOJO3PEBAaEMbIX HEKENATENIBHBIX PEAKIMSIX IOCIe PEerucTpanuu
JIEKapCTBEHHOI'0 Ipenapara ¢ LeJbl0 00eCNedYeHUs] HENpPEephIBHOIO MOHUTOPUHIA COOTHOLICHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOrO Ipenapata. MeAMLIMHCKUM pPAOOTHUKAM pPEKOMEHIyeTCs
coo0IIaTh O JHOOBIX M003PEBAEMBIX HEKENATENbHBIX PEAKIMAX JEKApCTBEHHOI'O IIpenapara yepes
HallMOHAJIbHBIE CHUCTEMbI COOOLIEHHS O HEXKENaTelIbHbIX PpeakUUsX T[oCyAapCTB-4JICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanus

denepanpHas cayx0a Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl miioniaib, 1om 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

HauOonee wyacTele CHMNTOMBI TEpeIO3UPOBKU: AV-0l0Kana, BbIpaXeHHas Opagukapaus,
BBIpaKeHHOE CHIKeHue A/Jl, OpoHxocnasm, ocTpasi cepAeyHas HeJOCTATOYHOCTh U THITOTIIMKEMHUSL.

UyBCTBUTEIHHOCTH K OJTHOKPATHOMY IPHUEMY BBICOKOM 10361 OMCOIPOJI0JIa CHIIBHO BAPBUPYET CPeIn
OTJICTLHBIX MMAIIMEHTOB, U, BeposITHO, ManueHThl ¢ XCH 001anatoT BRICOKON YyBCTBUTEIBLHOCTBIO.

Jleuenue

[Ipy BOZHHKHOBEHUU MEPEAO3ZUPOBKHU MPEXK/IE BCETO HEOOXOIMMO MPEKPATUTh MPUEM Npenapara u
HAYaTh MOAJIEPKUBAIOILYI0 CUMITOMAaTHYECKYIO TEPAIHIO.

IIpu BelpakeHHOW OpaauMKapauWu: BHYTpPUBEHHOe BBeAeHuUe arponuHa. Ecmu  sddekr
HE/IOCTaTOYHBIN, C OCTOPOKHOCTBIO MOXXHO BBECTH CpPEJCTBO, O0JIQAAONIEe IOJIOKUTEIBHBIM
XpOHOTPONHBIM  JeiicTBHeM. MHorma MoxkeT moTpeOoBaThCsl  BpEeMEHHas  IOCTaHOBKA
AJIEKTPOKAPAUOCTUMYJIATOPA.

[Ipu BbIpakeHHOM CHUKEHUM AJl: BHYTpPUBEHHOE BBEJCHHE IUIa3MO3aMEILAIONIUX PAacCTBOPOB U
Ba30IIPECCOPHBIX MpenapaToB. BHyTpuBeHHOE BBEIEHUE ITIOKarOHa MOKET OBbITh 11eJeCO00pa3HbIM.

[Ipyu aTpUOBEHTPUKYISIPHOW OJOKajge: TMAalUEeHTbl JOJDKHBI HAXOAUTHCS TMOJA TOCTOSHHBIM
HAOJIOCHNEM U TOJTyYaTh JieueHue OeTa-alpeHOMHUMETHKAaMH, TAaKUMH Kak snuHedpuH. B ciaydae
HE00XOIMMOCTH — IOCTAHOBKA 3JIEKTPOKAPIUOCTUMYIISITOPA.

[Ipu oGoctpennn TeueHuss XCH: BHYTpUBEHHOE BBEJCHHE UYPETHKOB, TPEMAPAaTOB C
MOJIOKUTETILHBIM HHOTPOITHBIM 3(PPEKTOM, a TaKKe Ba30UIaTaTOPOB.

[Ipu Oponxocmasme: Ha3HA4YCHHE OpPOHXOIWUIATATOPOB, B TOM YHCIE BBEJACHUE OeTap-
aIpeHOMHMETUKOB H/UIH aMUHO(UILTHHA.
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[Ipu runorinvkeMun: BHyTPUBEHHOE BBEJICHUE JIEKCTP

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoanHaMHYecKHe CBOICTBA

dapMmakoTeparneBTUyYecKas rpymnmna: 0era-aapeHo0I0KaTop CENEeKTUBHBIN.
Kon ATX: CO7ABO7

Mexanusm aeiicteus U hapMakoauHamMuieckue 3O GEKThI

CenekTUBHBIN OeTai-aapeHO0I0KaTOp 0€3 COOCTBEHHOW CHUMMATOMHMETHYECKOW aKTUBHOCTH, HE
obOnmamaeT MeMOpaHOCTAOMIM3UPYIOMMM JEUCTBHEM. bHCOmposion B TepaneBTHYECKUX J03aX
o0jazaeT HE3HAUUTENbHBIM CPOJCTBOM K OeTaz-aipeHOpelenTopaM BHYTPEHHUX OpraHoOB
(mopKenmyTouHas Jkernes3a, CKEeJIETHbIE MBIIIIIBI, TTIafKas MyCKyJnaTtypa nepudepudyeckux apTepuid,
OpOHXOB M MaTKH), a TAKXKe K 0eTaz-aJpeHOoperenTopaM, YUaCTBYIOIIUM B PETYJISIIIUN METab0IU3Ma.
CrnenoBaTennbHO, OMCOMPOIION (B OTIUYME OT HECEIIEKTUBHBIX O€Ta-aIpeHO0I0KATOPOB) B IIEJIOM HE
BJIUSICT HA COMNPOTHUBIICHUE [IbIXaTENbHBIX IyTEH, OKa3bIBA€T MEHEE BBIPAXCHHOE BIIMSHHUE Ha
OpraHbl, cojiepkale 0eTaz-aJpeHOPELENTOPbl, U Ha YIIIEBOAHBIH OOMEH, HE BBI3BIBAET 3aJACPKKU
MOHOB HAaTpUs B OpraHu3Me. BbIpa)keHHOCTh aTepOreHHOro JeHCcTBUS OMCOMPOIIOia HE OTIMYAeTCs
OT JIEHCTBUS IIPOIIPAHOJIONA.

B TepamneBTHueckux m03ax OMCOMPOIION OIOKHpYyeT Oerai-aipeHOPEIenTOPhl Cep/lla, YMEHBIIAeT
CTUMYJIMPOBaHHOE KaTexonmamMuHamMu oopazoBanue TAM® u3 AT®, cHikaeT BHYTPUKICTOYHBINA TOK
MOHOB KalblIMsl, OKa3bIBa€T OTPHUIATEIILHOE XPOHO-, JIPOMO-, 0aTMO- U HE SIBHO BBIPA’KEHHOE
HHOTponHOe JercTtBue. bucomposion ymenpmaer YCC B mokoe W MpU HArpysKe, 3aMeJIsieT
aTPUOBEHTPUKYJIISIPHYIO IPOBOJUMOCTD, YMEHbBINIAET BO30Y IMMOCTh MHOKapAa. CHUXKAET cepieuHbIN
BBIOpPOC, B HE3HAYUTENILHOM CTENEHH CHIDKAET YAApHBIM 00BbeM. Y MEeHbIIaeT NOTPeOHOCTh MUOKapAa
B KHCIIOPO/Ie, CHI)KAaeT aKTUBHOCTh PEHUHA I1JIa3Mbl KPOBHU.

B navane neyenus B mepBele 24 yaca mocie mpueMa Oucomposiona ofrmiee mnepudepuyeckoe
cocyaucroe conporusieHue (OIICC) Heckonpko yBenuuuBaeTcs (B pe3yJsibTaTe PELUIIPOKHOIO
BO3pacTaHMsl aKTUBHOCTU anb(a-anpenopenentopoB). Yepes 1-3 cyrok OIICC Bo3Bparmaercs K
ucxogHomy. [Ipu nnurenbHoN Tepanuu u3HadaiabHO noseiieHHOEe OIICC cHmMkaeTcs.

MakcumanbHBIM reMoguHaMudeckuil 3P ekt qocturaercs yepe3 3—4 daca mocie npuemMa BHYTPb.
[Ipu npumenenunu 1 pa3 B cyTku TepaneBTHYeCKui 3 PexT Oucornposiona coxpansercs B TeUeHue 24
yacoB Onarogaps 10—12-gacoBomy Ti/2 U3 T1a3MbI KPOBH.

Bucomnposnon o0nagaer TakKUMH Ke IEKTPOPHU3NOIOrHYECKUMH YPPeKTaMu, Kak U Jpyrue Oera-
anpeHobnokaropel. B anekrpodusnonornueckux wuccienoBanusx Oucomposion ypexan UYCC,
YBEIIMYMBAJ ~ BpeMs MPOBEJACHHA M pedpakTepHble  IMEPUOAbl  CHHOATPUAIBHOTO |
aTPUOBEHTPUKYJISIpHOTO y3510B. OtTmeuaercss yuMHeHue wuHTepBagoB RR um PQ, a Takxke
koppurupoBanHoro uarepsaia QT (QTc) na OKI' (B nmpenenax HOpMaIbHBIX 3HAYECHUH).

BHCOHpOHOH OKa3bIBACT AaHTUTUIICPTCH3NUBHOC, AHTHAPUTMHUYCCKOC U AaHTHAHT'MHAJIBHOC I[GﬁCTBPIC.

5.2. apmakoKknHeTHYECKHE CBOIICTBA

AOGcopbrms
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OMOIOCTYTHOCTH BCJIEICTBHE HE3HAUUTEILHONW METa00IM3aluU «IIPU TIEPBOM IIPOXOKICHUN) Yepe3
nevyeHsb (Ha ypoBHe npumepHo 10 %) cocraBiset okoino 90 % nocne npueMa BHyTpb. [Ipuem numm
HE BIMSET Ha OMOAOCTYHNHOCTh. BHCOMPOJIOa AEMOHCTPUPYET JTUHEHHYI0 KMHETHKY, IPUYEM €ro
KOHLIEHTPALlUU B IUIa3Me€ KPOBM IPONOPLUOHAIBHBI MPUHATON A03€ B Auana3zoHe oT 5 1o 20 wmr.
MakcumanbHast KoHUeHTpanus (Cmax) B IJIa3Me KPOBU JIOCTUTAETCS uepe3 2—3 yaca.

Pacopenenenune

buconponon pacnpenensiercss moBoiabHO mMpoko. OObeM pacmpeneneHus cocTaBiser 3,5 J/kr.
Casi3b ¢ OenkaMu TUIa3Mbl KpoBH JocTuraet npumepHo 30 %.

Buorpauchopmariust

Metaboau3upyercs: 10 OKHCIUTEIBbHOMY TyTH 0€3 ToCieayIomeid KoHploranuu. Bee MeTabomuTh
MOJISIPHBI (BOJIOPACTBOPUMBI) M BRIBOATCS MMOoukamMu. OCHOBHBIE METa0OJIMTHI, OOHAPYKUBAaEMbIEC B
TUTa3Me KPOBH M MOYe, HE MPOSBISAIOT (PapMaKoJIOTHUECKOW aKTUBHOCTH. [laHHBIE, TIOJyYCHHBIC B
pe3yabpTare 3KCIEPUMEHTOB C MHKPOCOMaMH II€YCHU 4YeJIOBEKa i1 Vitro, TOKAa3bIBAIOT, YTO
OuCompoIOa MEeTabOIM3UPYyETCs B MEPBYIO ouepennr ¢ nomoiibio nzodepmenta CYP3A4 (okomo
95 %), a uzopepment CYP2D6 urpaer nuiis HE3HAYUTEIBHYIO POJIb.

ONUMUHALMA

Knupenc 6ucomnposoia onpeaensercs paBHOBECHEM MEX/1y BbIBEICHUEM [TOUYKaMH B HEU3MEHEHHOM
Buge (oxono 50 %) u merabonusmom B mnedeHu (okosio 50 %) 10 MeTaboIMTOB, KOTOPBIE TAKXKe
BBIBOATCS moukamu. OOmmit kimupeHc cocraBmser 15 m/gac. Tip — 10—-12 gacoB. OTCyTCTBYET
nHpopmanus o (apmakokuHeTnke Owucomnposiona y mnanueHToB ¢ XCH wm omHOBpeMEeHHBIM
HapyuleHHeM (pyHKIUY EeYeHU WK MOYeK.

Oco0ble rpynIbl MalueHTOB

Hapywenue ¢pynxyuu nouex

B uccrnenoBanuy y manydeHTOB ¢ MOYEYHON HeM0CTaTOUHOCThIO (cpenuuil KK — 28 mi/mMuH) 06110
nokasaso, 4yro cHmxkenue KK conpoBoxnaerca yBenndeHHMEM Cmax, AUC (miomans 1noa KpuBOu
«KOHIEeHTpanus — Bpemsi») U Tiz Oucomponona. [lockoiabKy KIUpeHC OMCOINposona B paBHOU
CTETICHH OCYIIECTBIISCTCS TOYKAMHU W TICUYCHBIO, CYIIECTBEHHOW KyMYJSIIIMH OHCONpoioia y
MALMEHTOB C JIETKOM U YMEPEHHOM CTENEHBIO TOYEUYHOM HETIOCTATOYHOCTU HE OTMedaeTcs. B ciyuae
TspKenol nmoueyHoi HenpoctarouHocT (KK < 20 mi/MUH) KyMyJISIIIUST MOYKET MIPOUCXOIUTH, U 71032
Ipenapara He JOJDKHA IpeBblaTh 10 Mr B CyTKH.

Hapywenue ¢pynkyuu nevenu

VY mManueHToB C IUPPO30OM II€YEHH OTMEYAeTCs BBICOKAs BapuaOeIbHOCTh W 3HAYUTEIILHOE
3aMeJUIeHHe IIMMUHALNY, TI0 CPABHEHUIO CO 310poBbIMU oMU (T1/2 Gucomposnona cocTaBiser oT
8,3 mo 21,7 yaca). KnuHndyecku 3HauMMble paziauuus (apMaKOKMHETHKM MEXKIy MalUeHTaMU C
HOpPMAaJIbHOW W HapyLICHHOHN (yHKIMEH eYeHn He BBISABJICHBI. B ciy4yae BhIpaKEHHOM IeYeHOUHOM
HEZ0CTaTOYHOCTU KyMYJISILIUSL MOXKET IPOUCXOIUTH U J103a IIpenapaTa He AOJKHA IpeBblmath 10 mr
B CYTKH.

XCH

VY nammentoB ¢ XCH III ¢pynkumonansHoro kiacca no kiaaccupukanun NYHA Obiin oTMedeHsbl
OoJiee BBICOKOE COZIep KaHue OMCOMpoIoia B IUIa3Me KPOBH M yBETHMUEHHBIN T1/2 MO CpaBHEHHIO CO
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310pOBBIMH J0OpOBOJIbIIaMH. Chmax OHCOIIpoOsiONa B nnaSMe':qggé%}Eg'%géZ}Icg%QCcBEf%;g%d

coctaBmsier 64 + 21 ur/mn npu cyrounoi moze 10 wmr; Tiz cocraBmser 17 + 5 wyacos.
dapmakokuHeTHKa Oucomnposnona y nauueHToB ¢ XCH u comyTcTBYOmUM HapylieHHeM (yHKIIMN
IIEYEHU WJIM NT0YEK HE N3ydallach.

Toorcunoti sospacm

Y manuMeHTOB TOXHIOTO BO3pacTa OTMEUYAeTCs HE3HAYUTEIFHOE YBEIHMYEHHE HEKOTOPHIX
dhapmakokuHeTndeckux mokazarenent (T12, AUC, Cmax) OUCOIIpoIIona, Mo CpaBHEHHUIO C MOJIOABIMU
MaIMEeHTaMH, IPEATIOIOKUTEIHFHO B CBSI3U C BO3PACTHBIM CHIKCHHEM ITOYEHYHOTO KirpeHca. OHaKo
9THU pa3jindus HC ABJIAIOTCA KIIMHUYCCKU 3HAYMMBIMHA U HC TPGGYIOT KOPpPCKIHUU NO3bL 6Hconp0n0na.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIECTB

Buconponon-AKOC, 2.5 mr, Ta0JIE€TKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

Aopo

Kanerus runpodocdar nuruapar

Kpaxman kykypy3HbIit

MukpokpucTaminieckas 1euoio3a

KpocnoBunon

Maruus creapat

KpemHuust AoKcHT KOJTOUTHBIA, O€3BOTHBIN

T'omosas cmeco 015 naeHouHOU 000104KU Oenast
['unpomennosa

Makporon

Hwnokcna tutana E171

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 ropa.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NPU XPaHEHUU
XpaHuTh Npu TEMIIepaType He Bbiie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHON YIAKOBKH

Buconponon-AKOC, 2.5 mr, Ta0JIE€TKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH
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[To 10 TabGneTOoK B KOHTYPHYIO SUCHKOBYIO YHAKOBKY M3 nﬁ%&%ﬁ@lﬁﬁ%ﬁﬁ%@nﬁﬁgh

(bonbru amOMUHHEBOHN MevyaTHOU JakupoBaHHOW. [1o 3 Wi 5 KOHTYPHBIX SUYEHKOBBIX YIIAKOBOK
BMECTE C JIMCTKOM-BKJIAJIBIIIEM [IOMEIIAIOT B KAPTOHHYIO MAUKYy.

6.6. OcoOble MepbI NPeJOCTOPOKHOCTH NPH YHHYTOKEHUH HCIOJIB30BAHHOI0 J1€KAPCTBEHHOI 0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcJe NPUMEHEeHHs JIEKAPCTBEHHOIro IMpenapara, u
APYrue MAaHUIMYJISIHUH € MPenapaTomM

Het oco0bIx TpeOoBaHM K yTHIM3AIUH.

7. AEPXKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHMUSA
Poccuiickas @enepanus

I[TAO «Cunres»

Anpec: 640008, Kypranckas 06:1., . Kypran, npocriekt Konctutymuu, 1. 7.
Tenedon: +7 (495) 646-28-68

OnekTpoHHas nmoyra: info@binnopharmgroup.ru

7.1. llpencraBuTeb AepKaTesis PeruCTPAIMOHHOIO YA0CTOBEPEeHUSA

IIperen3un norpedburesieil HaOPaBIATh 10 AIPECY:

Poccuiickas @enepanus

I[TAO «Cunres»

640008, Kypranckas 006:., r. Kypran, npocniekt Konctutyum, 1. 7.
Tenedon: +7 (495) 646-28-68

AJipec 37IeKTpOHHOM NOUTHI: info@binnopharmgroup.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(010427)-(PT-RU)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O ITIPEITAPATA

JlexapcTBEeHHBIN IpenapaT OTHOCUTCS K KATErOPUH OTIYCKA IO PELIETITY».

OOmrast  xapakTEepUCTHKA JIEKapCcTBEHHOTO mpemapara buconponon-AKOC pgocrymHa Ha
nH(pOpMallMOHHOM TopTane EBpa3zuiickoro »KOHOMHUYECKOTO C€O03a B  HH(POPMAIOHHO-
KOMMYHHKaIMOHHOM cetn «IHTepHeT»: https://eec.eacunion.org/.
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