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O0mas xapaKTepHCTHKA JIEKAPCTBEHHOIr0 Npenapara
KOHKOP® KOP
(CONCOR® COR)

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Konkop® Kop, TabneTku, NOKpbITbIE INIEHOUHOH 000104KOH, 2,5 M.
MesxayHapoiHOe HemaTeHTOBAaHHOE Ha3BaHHe: HHCOMPOJIOJ.

2. KAYECTBEHHBIN 1 KOJIMMECTBEHHBIN COCTAB

1 TabneTka, MOKPbITAs MIICHOYHOH 0O0IOUKOH, COEPHKHT:
AxmusHoe eeugecmso: Guconponona gymapar — 2,5 mr.
TTosHBIM CKMCOK BCMIOMOraTebHBIX BEIIECTB NMPUBEEH B paszere 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBIThIE MIIEHOYHOI 000I04KOA.

Onucanue
Besnble, cepaueBUaHbIE, ABOSKOBBIMYKIIbIE TAOJETKH, MOKPBITHIE MIEHOUYHOH 000I0YKOM, ¢ pHCKOH

Ha 00eHX CTOpOHAX.
PaspenurenbHas pycka npeJHa3HayeHa [/ AeeHUs TableTKH Ha B PaBHbIE J103bI.

4. KIMHUYECKHUE JAHHBIE
4.1 Iloka3aHusi K NPHMEHEHHIO

Jleyenne craOuIbHOM XpoHWuYeckoW cepaedyHod HexpoctarouHocTH (XCH) ¢ HapyleHuem
CHCTOJIMYECKOMN (hyHKLIMH JIEBOTO XKeTy104Ka, B JONOJHeHHe K nHruburopam AIID u auyperukam,
a TaKKe CepAeyHbIM IIMKO3HAaM (eclM OHM HeoOXOoAWMBI) (Ul MOMYYEHHs JOMOJHMUTENIBLHOH
uHdopmaLuu cM. pazgen 5.1).

4.2 PexxuM 103U POBaHHSA H CHOCO0 NPpHMEHEHHS

CraHaapTHas cXema JIeYeHUs] XPOHUYECKOH cepleyHON HEeJ0CTaTOYHOCTH BKJIIOYAET MpPUMEHEHHE
uHruoutopa AII® (unm apyroro cocyAopacUIMPSIOLIEro JIEKAPCTBEHHOIO MpernapaTa - B Cily4ae
HernepeHoCMMOCTH MHruouTopoB AIID), 6era-OGnokaropa, AMYPETHKOB M, KOraa 3T0 HEOOXOAMMO,
cepaeyHbIX IJIMKO3WAOB. B Hauane sieueHHss GMCOMPONIONOM MALMEHTHl JO/DKHBI HAXOAWTBCS B
cTaOUJILHOM COCTOSIHHH (6€3 MPU3HAKOB OCTPOii cepAeuHON HEAOCTATOYHOCTH).

PekomeHayeTcs, 4ToObl neyaluid Bpay uMen onsiT neueHus XCH.

Bo Bpems (a3bl TMUTpOBaHHS W MOCJIE HEE MOTYT BO3HMKATh BPEMEHHOE YXYALIEHHE TEYEHHs
cepaevHO HeI0CTaTOYHOCTH, apTepUasbHas TMIIOTEH3Hs WK OpaauKapaus.

PexxuM 103MpoBaHus

Daza mumposanus

Tepanus XCH c¢ mnpumeHeHueM Ouconponona Tpebyer 00s3aTenbHOro mNpoBeAeHUs Gasbl
TUTPOBaHMS.
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JleyeHre OMCOMPONONOM ClEAYeT HAYMHATh C MOCTENEHHOIO.. JIOBBILUECHHS. . 103bl, . CORIACHO

NpeACTaBIEHHON HUWXKE CXeMe:

e 1,25 Mr oauH pa3 B CyTKH B TeHeHHE | HEZleNH, B Cilydae XOpolIeld NEPeHOCHMOCTH YBEJIHYHUTh
J03y [0:

e 2.5 Mr oiuH pa3 B CyTKH B TeueHHe | cieayroliei HeJeaH, B Cllyyae XopoLleld NepeHOCUMOCTH
YBEJIMYUTH 03y [10:

e 3,75 Mr omuH pa3 B CyTKH B Te4ueHHe 1 cieayrolieii HeleNu, B clly4ae XOpolleH NepeHOCUMOCTH
YBEJIMYUTH 03y J10:

e 5 Mr oHH pa3 B CYTKH B TeueHHE 4 CleAylolHX HeeNb, B Cllyyae XOpOolUeH NepeHOCUMOCTH
YBEJIMYUTh J03Y J0:

e 7,5 Mr oguH pa3 B CyTKH B TeueHHeE 4 CIIEAYIOLHMX HEE/b, B CTy4ae XOPOLIEH NMEPEHOCHMOCTH
YBEJIMYUTH 103y J0:

e 10 Mr oauH pa3 B CyTKH B KaueCcTBE MOAJEP>KUBAIOLLEN TEpaIIUH.

MakcuMaiibHas peKkoMeHayemas 103a coctaBaser 10 Mr oaMH pa3s B CyTKH.

B TeueHue (1)335[ THUTPOBAHHUSA HEOOXOMM TLIATEJIbHbIH KOHTPOJIb nokasaTesieH )KM3HEeAEATEeIbHOCTH
OopraHusma (‘laCTOTbl CEpACUHBIX coxpameﬂnﬁ, apTepUAJIBHOIO na&neuuﬂ) H CHMIITOMOB
NporpecCHpoBaHUA cepaelmoﬁ HEOO0CTAaTOYHOCTH. CuMnTOMBI MOI'yT MNMPOSABUTBCA YK€ B TCHCHHUEC
NEPBLIX CYTOK MOCJI€ HaYaJla TepaIuH.

Koppexmupoexa 003b1

B cinyuyae mioxoil NepeHOCHMOCTH MaKCHMaJbHOH peKOMEHIyeMOH 103bl CedyeT paccMOTPETh
BO3MOXKHOCTb MOCTEMEHHOI0 CHWKEHHS J103bl.

B ciyyae BpeMEHHOro YyXyALIGHHS TEYEHHUS CEpAEeYHOHW HEeNOCTaTOYHOCTH, apTepHalIbHOM
FUMOTEH3WM WIM  OpaaMKapauM PEKOMEHOYeTcs [MEepecMOTPeTh JAO3MPOBKH  MpenaparoB
comyTcTByoLIei Tepaniu. Takke MoXkeT NOTpeboBaThCS BpEMEHHOE CHIXXEHHUE 103kl G1conponona
WJIH ero OTMEHa.

[Tocne craGuaM3auMyd COCTOSHMS TMALIMEHTa BCerja CjeayeT pacCMaTpUBaTh BO3MOXKHOCTb
MOBTOPHOrO Ha3HAY€HHs W/WUITH TUTPOBAHHUS 103bl GHCOMPOJIO/A C €€ MOBILICHHEM.

[Ipy MpUHATHM pelleHHs O MpeKpalleHUH NpHema OGHCOMposoNa PeKOMEHOYETCs MOCTeNeHHOe
CHWXXEHHE [103bl, TAK KaK pe3Kas OTMEHA JIEKapCTBEHHOro MpenapaTta MOXeT NPHBECTH K OCTPOMY
YXYLIEHUIO COCTOSIHUS MaLMEHTa.

Tepanus crabunsHoit XCH ¢ npiMeHeHHeM OUCOnposiona 0ObIMHO HOCHUT JJTMTENbHBIN XapaKTep.

IMagueHTHI ¢ HApymeHHeM (PYHKIIHH MeYeHH HJIH NO0YeK

dapMaKOKHHETHUeCKHe HuccrefoBaHus Ouconponona y nauueHtoB ¢ XCH ¢ comyrcTByroummm
HapyLieHHeM (yHKLMM MEYEHU WIM NMOYEK HE MPOBOAMIIMCH. B CBA3M C 3TUM yBeJlMUYEHHE J103bl
Ouconposiona B [JaHHBIX TpyMNnaX MaUMEHTOB JOJDKHO OCYIUECTBIATHCA C JAOMOJHHUTEbHOH

NpeAOCTOPOIKHOCTBIO.

IManmneHTHI MOXKHJIOrO BO3pacTa
KoppekTrpoBka 1036l GMCOMpOIIoia y MaLUMEeHTOB MOXHUJIOro BO3pacTa He TpedyeTcs.

JeTH 1 NOAPOCTKH
BBHIy OTCYTCTBHS OMNbITa MPUMEHEHUs OMconponona y AeTei He PEKOMEHYETCs €ro Ha3HaueHHue B

ﬂeLllrlanPl‘{eCKOﬁ NOMyJIsILHH.
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Tabnetku OGucomnponona cieayeT MPUHMMATh OAMH pa3 B CYTKH yTpOM “Tabnetku cieayer
MpOriaThiBaTh, HE pa3KeBbiBas, 3aMuBas HEOOIBLIMM KOJIMYECTBOM JKUAKOCTH. Bo3MoxeH npuem ¢

MUILLEH.

4.3 [IpornBoNOKa3aHusA

[Tpuem Gucomnposiona npotuBonokasax nauxeHtam ¢ XCH npu:

e OCTPOH Cepae4yHON HENOCTATOYHOCTH WM O3MM30[aX JEKOMIMEHCALMH CepACYHON
HEIOCTATOYHOCTH, TPEOYIOIMX NMPOBEAEHHUS BHYTPHBEHHON HHOTPOIHOM TEparuu;

e  KapJMOreHHOM ILIOKE;

o arpuoBeHTpUKyaspHO# 6nokane I1-11I crenenw;

e CHHApOME C/1ab0CTH CUHYCOBOTO Yy3/1a;

e CHHOATpUaJIbHOM Onokase;

e CUMNTOMAaTH4eCKOH Opagukapauu;

e CHMNTOMATH4YECKOW apTepHaIbHON FMIIOTEH3HH;

* TsDKenoW OpOHXHAIBLHON acTMe;

e TsDKeNoM (opme 3aboneBanuil nepudepuuecKuX apTepuil WK TsHkenoi ¢gopme cMHapoma
PeiiHo;

e HeneueHo# peoxpomouuToMe (cM. pasaen 4.4);

e MeraboMuecKoM aluao3e;

e TUMEPYYBCTBUTEJIBHOCTH K OMCOMpPONIONY WM APYrMM KOMIOHEHTaM JIEKAPCTBEHHOIO
npenapara, epe4ucaeHHbIM B pasaene 6.1.

4.4 OcoOble yka3aHHSl H Mepbl IPEAOCTOPOKHOCTH NMPH NPHMEHEHHH
Jleuenue crabunsHoit XCH Guconpononom Tpebyet o6s3aTe/ibHOro npoBeaeH s (Gazbl THATPOBaHHUS.

JleueHue 6GMCONPOIIONIOM He ClieyeT NpepbIBaTh BHE3AMHO, OCOOEHHO y MALMEHTOB C HLIEMHYECKOM
6onesnbto cepaua (MBC), Tak kak 3TO MOXET NMPUBECTH K BPEMEHHOMY YXYALUEHHIO TEYEHHS
3aboneBaHuii cepaua.

Ha HavanpHbIX 3Tanax JiedeHHs OHCOMPOJIOJIOM W NPH €ro OTMEHE MalWeHThl HY)XAATCA B
MOCTOSIHHOM HabIOEHUH.

B HacToslee BpeMs OTCYTCTBYET AOCTATOYHBIH OMBIT MPUMEHEHUs OUconposona y MauHUeHTOB C
XCH B coyeTaHHH cO cieayoUMMHU 3a00eBaHUSIMH U COCTOSIHUAMHU:

MHCYJIMHO3aBUCHUMBIH caxapHblii auaber (I Tuna);

TsDKeJble HapylueHUs QyHKUUH MoYek;

TsDKENbIE HapyLIeHHs QYHKLUH NeYeHH;

PECTPUKTHBHAs KapAHOMHOMNATHS;

BpPOJK/I€HHbIE TOPOKH CepALia;

reMOJMHAMHYECKH 3HAYUMOE MOpaXKEHHE KJIalaHOB CepALa;

MH(}apKT MHOKap/a B TeYE€HHE MOCJIEAHHX 3 MECSLEB.

Buconposion caeayer npuMeHATh ¢ 0CO00H OCTOPOXKHOCTBIO NMPH HAJTMUMU CIEAYIOLUMX COCTOSHUI:

e OpoHxocnasm (OpoHXHalbHas acTMa, 0OCTPYKTHBHBIE 3a00/1€BaHUs JbIXaTe/IbHbIX MyTeH);

e caxapHbli AuabeT €O 3HAYMUTENbHBIMU KOJNEOAHUAMM KOHLIEHTpPALMH TIJIIOKO3bl B KPOBH;
CHUMNTOMBI THMOTIHKEMHUH MOTYT MaCKMpOBAaThCH;

®  CTpOrui MocT/rosogaHue;
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e MpoBeleHHE AJIMTENTbHOH NeCeHCHOMIH3MpYIOILEeH Tepanuu; Kak W APYrHe 0eTa-0j10KaTopbl,
OUCOMpPOJION MOXET TMOBBILIATL YyBCTBHUTENILHOCTb OPraHM3Ma K ajulepreHaM H TSKECThb
aHaunakTHueckux peakuuid. Tepanus aapeHanlMHOM He BCerja NMPHUBOJAMT K OXKHIAEMOMY
TepaneBTHYeCKOMY b deKTy;

®  aTPUOBEHTPHUKY/spHas Onokaza I crenenu;

e creHokapaus [IpuHuMeTana; OblIM 3aperMCTPUPOBAHbI ClIy4ad Pa3BUTHS Cria3Ma KOPOHApHBIX
aprepuii. HecMOTps Ha BBICOKYIO CENEKTMBHOCTb Oucomposiona B OTHOlWIEHWM Oera-1-
a/[peHOPELIENTOPOB, HEBO3ZMOXKHO MOJIHOCTBIO MCKJIIOYMTh Pa3BUTHE MPUCTYNOB CTEHOKAapAHH
npu Ha3HauYeHWW GUcoMNpoIIoa MALMEeHTaM co cTeHokapauei IIpuHumerana;

e 3a6oseBaHus nepudepuvecKUX apTepuil — BO3MOXHO yCyryOieHHe CHMIITOMOB, OCOOEHHO B
Hauajie Tepanuy;

e 00wias aHecTe3us.

V naudeHToB, MOJMy4YaOLIMX OOILIYI0 aHECTe3Hlo, NpHUMEHeHHe OeTa-aapeHobI0KaToOpoB
YMEHBILIAET KOJIMYECTBO CJIy4aeB apUTMHH M MIIEMHMH MHOKapaa B MEPHOA WHAYKLMH H
MHTY0AaLMK, a TAKKe B MOCJIEONEPaUMOHHBIH nepHol. B HacTosilee BpeMs He peKOMEHyeTCs
npekpawarh MOJJeP)KHBAIOLIMK npueM 6eTa-aapeHo6I0KaTOpOB B MEPUONEPALIMOHHOM
nepyose. AHECTE3HOJIOr JO/DKEH ObITh NMPOMHPOPMHPOBAH O TNpPHEME MNALMEHTOM OeTa-
a/ipeHO0IOKAaTOPOB B CBSI3H C BO3MOXKHBIMH B3aUMOJECHCTBUAMHU C JPYTMMH JIEKAPCTBEHHBIMH
npenapatami, KOTOpble MOTYT MpUBECTH K OpaauapuTMuM, ocnabneHuro pedreKTopHOi
TaXWKapMKM U CHWOKEHHUIO pedIeKTOPHOI COCOOHOCTH K KOMIIEHCALMU MOTepH KpoBH. Ecin
HeoOXO0AMMO OTMEHHTh Tepanuio 6eTa-010KaTopaMH nepell XMpYpruuecCKUM BMELIATENIECTBOM,
OTMEHa J0J/DKHA OBITh MPOBEJEHa MOCTENEHHO M 3aBepuleHa npuMepHo 3a 48 wyacoB A0
npoBeAeHUs o0LLeit aHECTE3HH.

Kom6uHauus GMcOMNposiosia ¢ aHTarOHUCTaMM KaJlbLMS THMA Bepanamuia WIM AWITHa3zeMa, C
aHTHAPUTMHMYECKUMH JICKAPCTBEHHbIMH MpenapataMd | Kjgacca M € aHTHUIMIEPTEH3WBHBIMH
JIEKApCTBEHHBIMM TpenapaTami LEHTPaJbHOrO JEHCTBHA OOBIYHO HE peKkoMeHayercs (s
MOJTy4eHHs IOTOIHUTENBHOM HH(GOPMALIMK cM. pa3zen 4.5).

Hecmotps Ha To, uro kapaMocesnekTHBHble (6era-1) Gera-aapeHOOI0KAaTOPBI MOTYT OKa3blBaTh
MeHblllee BIMsAHHE Ha (QYHKLUMIO JIEPKMX [0 CpPaBHEHMIO C HECEJIEKTUBHbIMU Oera-
aJIpeHOBIOKAaTOpaMH, ciieflyeT u3beratb MX MPUMEHEHHs, KaK U NPUMEHEHHs JItoObIX Apyrux Gera-
aJ|peHOBIIOKATOPOB, Y MALMEHTOB ¢ OOCTPYKTUBHBIMHU 3a00/I€BAHMAMM JbIXATE/bHBIX MyTEH, €CIH
TOJIbKO B 3TOM HET SIBHOM KJIMHW4YECKOi HeoOxomumocTH. Ilpu Hanuuuu Takoid HeoOXOOMMOCTH
nekapcTBeHHbIi npenapat Konkop® Kop crefyet Henonb30BaTh ¢ OCTOPOXKHOCTBIO. Y MALMEHTOB C
00CTPYKTHBHBIMH 3a00JIEBaHUSAMHU JIbIXaTeJbHBIX MyTEH JIeueHHe OUCONPOIIONIOM ClIEyeT HaYHHATh
C MHHHMAJIbHO BO3MOXHOM 03B, MIPU 3TOM 3a MaLMEHTaMH CleIyeT TIIATeJbHO HabmoaaTh Ha
MpEeAMET BbISBICHWS HOBBIX CHMIITOMOB (HANMpPUMEP, OMBIIIKH, HEMEPEHOCHMMOCTH (HM3UYECKOH
Harpy3k, kauuisi). [lpy OpoHXHMaNbHOH acTMe WM JpYrMX XPOHHYECKHX OOCTPYKTHBHBIX
3a60/1€BaHUAX JIETKHX, KOTOpble MOIYT COMpPOBOXKAATHCS BBILIENEPEYUCIEHHBIMU CUMIITOMAaMH,
MOKa3aHO OJHOBPEMEHHOE NMpHUMEHEeHHE OpOHXOpaCLIMPSAIOUIMX JIEKAPCTBEHHBIX MpenapatroB. Y
MalMEeHTOB ¢ OpPOHXHANbHOW aCTMOH BO3MOXKHO MEPHOJMYECKOE MOBBILIEHHE PE3UCTEHTHOCTH
JbIXaTeNIbHBIX MyTeH, YTO MOXKET MNoTpeboBaTh Ha3HaueHus Oonee BBICOKOH A03bl Oera-2-
a/IpeHOMHMETHKOB.

[MaupenTam ¢ mcopuasom (B TOM YHCiIe B aHaMHe3e) ClieflyeT HazHauyaTh 6eTa-aJpeHO010KaTopbl
(Hanpumep, GUCOMPOION) TOJIBLKO NMOCE TIATENBHOH OLEHKH COOTHOLIEHHMS MOJIb3bl U PHUCKA.

I[MauxeHtam ¢ GpeoXxpoMoLMTOMON GHUCOMpPOIOa MOXKeT ObITh Ha3HAYEH TONBKO Mocie obecreueHus
Onokaasl anbda-peLenTopoB.
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CHMMIITOMBI THPEOTOKCHKO3a MOTYT MacKMpOBaThcs Ha (oHe mprema GUCOMPOIONa.

[puem nekapctenHoro mpenapara Konkop™ Kop MOxeT nociayutb MPUYAHOH MOTYHEHHA
MOJIOKUTENIbHBIX PE3YJIbTaTOB MPH MPOXOKAECHUH JOTHHI-KOHTPOJIA.

IMpuem nexapcteenHoro npenapata Konkop® Kop B kauecTBe OMMHra MpeicTaBiseT yrposy s
3[10pOBbS MaLHEHTA.

4.5 BsaumojgeiicTBHe ¢ JPYrHMH JIeKapCTBEHHbIMH MpenapaTaMH H Jpyrue ¢popmbl
B3aHMOJeHCTBHA

HepekomeHnyemblie KOMOHHALIMH

AHTAaroHMCTHI KaJlbLiHsl THIIA BEpanamMuia U, B MEHbLLIEH CTENEHH, JWITHa3eMa NPH OTHOBPEMEHHOM
NpPUMEHEHHH C OKCOMpPOJONOM MOTYT OKa3blBaTh HEraTMBHOE BJHMSAHWE Ha COKPATHTEJIBHYIO
CMOCOOHOCT MHOKAapaa M AaTPUOBEHTPUKYJSAPHYIO MPOBOAMMOCTb. BHyTpHBEeHHOE BBeICHHE
BepanaMuia NnaudeHTam, NPUHUMAKOLIUM GeTa-aipeHO0I0KaTOPb, MOXKET NMPUBECTH K BHIPAXKEHHOH
apTepHUasIbHON FMIOTEH3HH U aTPUHOBEHTPHUKYJIApHOH OnoKase.

AHTHapUTMHYECKHE JIeKapCTBeHHble npenapaThl | knacca (Hanpumep, XMHHMIWH, AW30MUPaMHI,
NUAOKauH, (eHuTouH, ¢uiekauHua, MnpornadeHoH) NpH OJAHOBPEMEHHOM MPUMEHEHHH C
OUCOMNPOJIONIOM MOTYT TMOTEHLHPOBATh BIHMSHHE HA ATPHOBEHTPHKYJISAPHYIO TMPOBOAUMOCTb U
YCHJIMBATh OTPULIATENbHBIH MHOTPOMHBIN 3 deKT.

AHTHrMMepTeH3UBHBIE JIEKAPCTBEHHbIE MPEnaparhl LEHTPAJIbHOIO JEHCTBUS, TAKHE KaK KIOHWIMH
(a Takke METHIONA, MOKCOHWAWH M PWIMEHHAWH) MOTYT MPHUBECTH K YXYALIEHHIO TEUCHHS
CepeyYHOi HEeJOCTAaTOYHOCTH BCIEACTBHE CHW)KEHHS LEHTPAJIbHOrO CHMIIATHYECKOrO TOHYyca
(CHM>KEHHE YacTOTBI CEpAEUHBIX COKpAlleHHH M cepledHoro BbiOpoca, Basoaunarauus). Peskas
OTMEHA JTHX JIEKAPCTBEHHBIX MPENapaToB, 0COOEHHO 10 MOMEHTa OTMEHbI 6eTa-aipeHO610KaTOpOB,
MOJKET YBEJIMYUTH PUCK Pa3BUTHUS « PUKOLUETHON» apTepHAIILHON TUIIEPTEH3HH.

Kom6uHauuu, TpeOyolne NPUMEHEHUS C OCTOPOXKHOCTBIO

AHTaroOHMCTBI KajblUs AMIHAPONUPUAHHOBOrO psaa (Hanpumep, GENoAUNHH U aMJIOAMITMH) TNpH
OJJHOBPEMEHHOM MPUMEHEHHH ¢ GHCOMPOJIONIOM MOTYT YBEIMYMUBATh PUCK PAa3BUTHs apTepPHaJIbHOH
TUIOTEH3MH, NIPU 3TOM HeJb3sl UCKJIOUMTh MOBbILIEHHE PUCKA NaJIbHEHIIEro HapyIEeHHs HACOCHOM
¢dyHkUMK cepaua y naureHToB ¢ umeroieiics XCH.

AHTHapuTMHuECKHE JieKapcTBeHHble mnpenapathl Il kimacca (HanpuMep, aMHOAApoOH) MOIYT
NOTEHUMPOBATh BJIMSIHUE HA aTPUOBEHTPUKYJISPHYIO MPOBOAUMOCTD.

bera-anpeHoOn0KaTOpBl 15 MECTHOTO MPUMEHEHUs (Hanpumep, IJa3Hble Karuli Ui JIEUEHHs
r7ayKOMbl) MOTYT YCHJIMBAaTh CUCTEMHBIE 3¢ deKThl Grconposona.

[TapacMMNaTOMUMETHKH MPH OAHOBPEMEHHOM MPUMEHEHHH ¢ OUCOMPOJIOIIOM MOTYT YBEJIMYMBATH
BpeMsi aTPUOBEHTPHKYJISPHOTO MPOBEJECHHS U MOBBIIIATH PUCK pa3BUTHA OpaanKapauH.

ITp1 0AHOBpEeMEHHOM NPUMEHEHUH HHCYJIMHA U MEPOpaIbHBIX AHTHAHAOETHUECKHX JIEKAPCTBEHHBIX
npenapatoB ¢ OWCOMPOJIONIOM THMOrIMKeMu4Yeckui 3¢dext mnoebimaercs. bnokaga 6Gera-
a/IpeHOPELIENTOPOB MOXKET MACKUPOBATh CUMITOMBI TMIIOTTTHKEMHUH.

OaHoBpeMeHHOE NpUMeHeHHe OUCOMpOIoNa U IEKApCTBEHHBIX MPENapaToB A/ NPOBEACHUA 00Lei
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AHECTE3MH MOXKET BbI3bIBATh OcnabieHue pedmek50§1&’| 5axm<ap):(mp HLO@bllﬂaTb PHMCK pa3BUTHA
TUMOTEH3WH (U151 MOJTyYeHHs IOTONHUTEIbHOH HHOPMaLIMK cM. pa3aen 4.4).

OHOBpPEMEHHBIM MpHEM CEepJEYHBIX TIMKO3WIO0B (MpenapaThl HanepeTsSHKH) ¢ OUCOMposiosioMm
MOXKET MPHBOJMTH K CHIKEHHIO YaCTOThl CEPJECYHBIX COKPAIUEHHH W YBEJIMYEHHIO BPEMEHH
aTPUOBEHTPHUKYJIIPHOTO MPOBEAECHHS.

Hecrepouanbie mnpotuBoBocnanutenbHele npenapathl (HIIBIT) MoryT cHwXaTe rUmoTeH3UBHbIH
s¢dekt Guconponona.

Kom6uHauus 6eTa-CUMIMaTOMUMETHKOB (HarpuMep, U3OMpeHaNIuH, 1o0yTaMuH) ¢ GuconposonoM
MOXET MPUBOIUTH K CHIDKEHHUIO 3 deKxTa 060MX NeKapCTBEHHBIX MPENapaTos.

Couerande Oucomposiona C CHMIATOMUMETHKaMH, BIMAKOWMMH Ha Oerta- M anbda-
aJ|peHOpeLenTopbl (HanpuMep, HOpaJpPEHaNIMH, aJpPEHAlMH), MOXET CMOCOOCTBOBATh Pa3BUTHIO
cocyaocyxuBaroIMx 3(GheKToB, OMOCpeOBaHHBIX alb(a-aJApeHOPELENTOPaMHK, TPHUBOAA K
MOBBIIEHHIO apTEPUAILHOTO JaBleHUs U YCyryOneHHro nepemexaroiecs Xxpomotsl. [Togo6Heie
B3aMMO/IeiCTBUS Goiee BEPOATHBI P NPUMEHEHHH HECENIEKTHUBHBIX OeTa-aapeHo610KaTopoB.

OHOBpEMEHHOE TMpPUMEHEHHe OHcomposoNia C  AHTUTMIEPTEH3UBHBIMU  JIEKAPCTBEHHBIMU
npenapatamd, TaKXe, Kak M C JPYTMMH JIEKapCTBEHHBbIMH MpenapaTaMd C BO3MOXHbIM
rUMOTEH3UBHBIM 3(GdekToM (Hampumep, TPULMKJIMUECKHE aHTH/ENpeccaHThl, OapOuTypartsl,
(eHOTHA3WHBI) MOJXKET MOBBILIATE PUCK Pa3BUTHS TMIIOTEH3UH.

Kom6uHaumu, Tpedyolue YTOUHEHUS
Med10XHH NpyU OAHOBPEMEHHOM MPUMEHEHHH ¢ GHCOMPOJIOIOM MOXKET yBEJIMYUBATEL PUCK Pa3BUTHS

Opaaukapauu.

Unruburopsl MoHoamuHOkcuzaasbl (MAO) (3a uckimoueHueM uHruburopos MAO-B) moryr
YCHJIMBATh TMIOTEH3UBHbINA ekt 6eTa-aapeH00I0KaTOPOB, HO MOTYT TaKXKe YBEJIHYHBATH PUCK
Pa3BUTHSl TUMIEPTEH3UBHOIO KpH3a.

4.6 @epTHABLHOCTH, 0EPEMEHHOCTD H JIAKTAIHS

bepeMeHHOCTD
BuconpoJiony CBOMCTBEHHbI (hapMakonoruueckue 3QPeKThbl, KOTOPbIE MOIYT OKa3blBaTh HETaTUBHOE

BO3/I€HCTBHE Ha TeUeHHe OEPEMEHHOCTH W/WIH COCTOSIHHE I1710/1a/HOBOPOXKIEHHOTO.

B uenom, Giokatopsl GeTa-apeHOPELIENTOPOB CHWXKAIOT YPOBEHb KPOBOTOKAa B IUIALIEHTE, YTO
MOXET MPHUBOAMTL K 3aJ€PKKEe pOCTa, BHYTPUYTPOOHOH rubeny mioja, BBIKMABILAM HIIH
npexaeBpeMeHHbIM poaM. HexenarenbHble peakuiu (HanpuMep, TUMNONIMKEMHs W Opaankapaus)
MOIyT pa3BUBaTbCS Kak Yy IUIOAa, TaKk M Yy HOBOpoxkaeHHoro. Ecnv HasHaueHue Oera-
anpeHobokaTopa HeoOXOAUMO, KKeaTenbHO, 4ToObl 3TO OblL1 ceneKkTUBHBIA GnokaTtop Gera-1-
a/IpeHOPELIENTOPOB.

Buconposion He cieayeT MPUMEHATb BO BpeMs OEPEMEHHOCTH, €CJIM B 3TOM HET OYEBMHOM
KJIMHHYECKOM HEOOXOUMOCTH.

Ecnu nedeHHe OHWCOMPOJIONIOM pacLeHUBAeTCs Kak HEeOoOXOAMMOE, CJelyeT KOHTPOJIMPOBATh
MaTOYHO-ILIALIEHTAPHBIN KPOBOTOK, a Takyke HabIIoaTh 3a pOCTOM W pa3BUTHEM mjoaa. B ciyuyae
pa3BUTHS HeONAronpuaTHbIX 3Q(EKTOB B OTHOLIEHHH TEYEHHs OEPEMEHHOCTH W/MIIM COCTOSHHS
110713, CJIEYET PAaCCMOTPETh AJIbTEPHATHBHBIE METO/bI JIEYEHHSI.

Cnenyer TwarteabHO 00cie0BaTh HOBOPOXKIEHHOrO M0C/e POAOB. B nepsbie TpH IHS XKU3HH MOTYT
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BO3HMKATh CUMIITOMBI OpaJMKapanu 1 rnnornnxewﬁ. Pecny6anku Bexapycs

KopmiieHue rpyapto
JIaHHBIX O BBIAEJEHHH GUCOMpOIONa B IPyJHOE MOJNOKO HeT. [losaromy npuem 6uconponosia He

pEKOMEHIyeTCsl JKEHLIMHAM B NEPHO/] KOPMJICHHS IPY/bIO.

4.7 BausinMe HA CHOCOOHOCTL YNPABJATH TPAHCHOPTHBIMH CpeICTBaMH H paborarh ¢
MeXaHH3MaMH

Buconposion He BIMSET Ha CMOCOOHOCTb YMNpPaBisTh TPAHCIOPTHBIMK CPEACTBAMHM, COIIACHO
pesynbTaTaM HMcCleoBaHMs, nposefeHHoro y nauuentoB ¢ HMBC. Opnxako BcnencTsue
MH/IMBU/yaJIbHBIX PeaKLMii opraHu3Ma crnocoOHOCTh yNpaBsTh TPAHCTIOPTHBIMK CPEACTBAMH WK
paboTaTh ¢ MexaHH3MaMM MOKeT GbITh HapylieHa. Ha 31o cnenyer obparuts ocoboe BHHUMaHHE B
Hayajle JieYeHUss OMCOMpOJOJIOM, TMOC/E H3MEHEHMs [03bl, a TaKkKe TMpUH OJAHOBPEMEHHOM
ynoTpebIeHUH anKoros.

4.8 Hexkenarte/ibHbIE peaKIIHH

YacToTa HexenaTeabHbIX PeakL|i, MepeyuclIeHHbIX B JaHHOM pas/efie, OLUCHUBAETCs ClIeyOLIHM
obpazom:

Ouens yacto: >1/10.

Yacro: >1/100, <1/10.

Hewacro: >1/1000, <1/100.

Peaxo: >1/10 000, <1/1 000.

Ouenb peaxo: <1/10 000.

YacToTa HeM3BECTHA (HE MOXKET OBbITh YCTAHOBJIEHA HA OCHOBAHHHU JOCTYIHBIX JaHHBIX).

JlaGopaTopHble U HHCTPYMEHTA/IbHBIE JAHHbIE:
Peko: MoBbilI€HHE KOHLEHTPALMH TPUIIIMLIEPHIOB H aKTHBHOCTH «II€YEHOYHBIX)» TPaHCaMHHa3 B
KpoBH: acnaptatamuHoTpatcdepassl (ACT), ananunamuHoTpancdepassl (AJIT).

HapyiueHus co cTOpoHbI cepaua:

Ouens yacTo: Opaaukapaus.

Yacro: ycyrybnenue paHee HabnoaBIIMXCS CUMITOMOB CEPAEYHON HEOCTATOYHOCTH.
Heuacto: HapylueHHe aTpUOBEHTPHKYJIAPHON MPOBOAMMOCTH.

Hapy1ueHus co cTOpoHbl HEPBHOH CHCTEMBbL:
YacTo: roloBoKpyKeHHe, roioBHas 60b.
Penko: noreps co3HaHus.

Hapy1ueHus co cTOpOHbl OpraHa 3peHHs:
Peiko: yMeHbLIEHHE CIIE300TAENEHHUS (ClIEYeT yYUTHIBATh MPH HOLIEHHUH KOHTAKTHBIX JIMH3).
OueHb peKo: KOHbIOHKTHUBHT.

Hapy1ueHus co cTopoHbl OpraHa ciyxa u JJabupuHTa:
Penko: HapylieHus ciyxa.

HapyiueHus co cTOpOHbI AbIXaTeIbHON CUCTEMbl, OPraHOB IPYJAHOM KJIETKH U CPEIOCTEHHS:
Heuacro: OpoHxocna3M Yy TMalUMeHTOB ¢ OpOHXMAIbHOH AacTMOH WIM OOCTPYKTHUBHBIMH
3a00/1€BaHUAMH JbIXATEbHbBIX MyTEH B aHAMHE3E.
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.‘l Pecoybumku Benapycs

Penxo: annepruyeckuii pUHMT.

Kenyno4yHO-KHUILIEYHbIC HAPYLIEHUS:
Yacro: xanobsl co CTOPOHBI KEJTYAOYHO-KHLICYHOI'O TpaKTa, TaKUE€ KaK TOLIHOTA, pBOTa, AUapes,

3arnop.

HapyiuieHus co CTOPOHbI KOXKH U MOJKOXKHOM KJI€TYATKH:
Pe/iko: peakuWM HIEPYyBCTBUTENBHOCTH, TAKHE KaK KOXHbIH 3y[, Chillb, THMEPEMHs KOMHBIX

MOKPOBOB, aHTHOHEBPOTHYECKUH OTEK.
OueHb penko: anoneuus. beta-aaqpeHo6I0KaTOPbl MOTYT CMIOCOOCTBOBATE OOOCTPEHHIO CUMIITOMOB

Tricopyasa WiK BbI3bIBATh COPHA30NOA0OHYIO ChIMb.

HapyiieHus co cCTOpOHBI MBIIIIEYHOM, CKEIETHOW U COEJIMHUTEbHOW TKaHH:
HeuacTo: MblllieyHas CJ'laGOCTb, Cyaopord MbIILL.

HapyiieHus co CTOPOHBI COCYIOB:
Yacro: YyBCTBO X0J10a UJIM OHEMEHHUA B KOHCYHOCTAX, apTe€pHaJibHasi THIIOTCH3HA.
Heuacro: OpTOCTATUYECKAsA T'MIIOTCH3HA.

OO6u1Me HapyLIeHUs:
Yacro: acTeHHus, MOBBILIEHHAS YTOMJISEMOCTb.

HapylieHHns co cTOpOHBI NEYEHH U XKETUYEBLIBOAALIMX ITYTEH:
Penko: renatur.

Hapy1ueHus co cTOpoHbI penpoyKTUBHON CUCTEMBI U MOJIOYHBIX JKEJIE3:
Penxo: HapylieHHs NoTeHLMH.

IIcuxuueckHe pacCTpOMCTBA:
Heuacro: HapylieHHs CHa, Aenpeccus.
Penko: HOUHbIE KOLIIMAphl, FAJUTFOLMHALIUY.

Cool1ieHue 0 Mo103peBaeMbIX HEXKEIATeIbHbIX PeaKLHAX

BaxxHo coofmarb O NOAO3peBacMbIX HEXKENATENbHbIX PEaKUMAX TOCIE€  PErucTpaluu
JIEKapCTBEHHOrO Mpernapara ¢ LeJblo 00ecrneyeHUs: HEeNMpepbIBHOrO MOHMTOPHUHIA COOTHOLIEHHS
«nonb3a - PHUCK» JIEKapCTBEHHOro mpenapata. MeOMUMHCKUM pabOTHHKaM pPEKOMEHAYeTCs
coobLIaTh 0 JIIOOBIX MOJ03PEBAEMbIX HEXENATENbHbIX PEAKLMAX JIEKAPCTBEHHOro Mpenapara 4epes
HalMOHAJIbHble CHCTEMbl COOOILUEHHS O HeXKeaaTelbHbIX peakUUsIX rocyJapcTB — 4JIEHOB
EBpa3suiickoro 53k0HOMM4€ECKOro coro3a.

Hugopmayuio o nedcenamenvuuix peakyusx, evlasneHHbIX Ha meppumopuu Pecnyonuxu benapyce,
ciedyem Hanpagisms no aopecy:

Pecny6nukaHckoe yHuTapHoe npeanpustie «LIeHTp SKCnepTH3 U UCTIBITAHUH B 31paBOOXPAHEHHH)
ToBapueckuii nep., 2a, 220037, r. Munck, Pecnybnuka benapycs

Anpec anekTpoHHO# noutsl: repl@rceth.by. Tenedon/daxe +375 17 242-00-29.

4.9 Ilepeno3npoBka

CuMNTOMBI MEPeI03UPOBKH
[Ipu nepeno3upoBke (Hanpumep, MpU NpHeMe CyTO4YHOH 103bl 15 Mr BMecTo 7,5 Mr) coobLianock o
pa3sBUTHM aTPUOBEHTPUKYIApHO# 6iokaap! 111 crenenu, Opaaukapauu U ronoBokpysxeHuu. B uenom,
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RR N3 - 701
Haubosiee 4acTbIMH CUMIITOMaMH MePe103UPOBKH OeTa-aipeHOOI0KaTOPOB ABSHOTCH OpaguKkapaus
apTepualibHasi TMIIOTEH3Ms, OPOHXOCMAa3M, OCTpas CepAeYHas HEJOCTATOUYHOCTh M runorjukemus. K
HACTOSLIEMY MOMEHTY ObLJIO 3aperMCTPUPOBAHO HECKOJIBKO CJTy4aeB Mepe103uPOBKH OUCOMPOIIONOM
(MakcumanbHas nosza: 2000 Mr) y mauMeHTOB C apTepHanbHOM runeprensued w/wnm UBC, c
pasBuTHeM OpaaukapaMd M THIOTEH3MH; TNPH 3TOM BCE MALMEHThl  BbI3J0PaB/MBAJIH.
YyBCTBUTENILHOCTh K OJHOKPAaTHOMY TPHEMY BBICOKOH [103bl OHCOMpO/IONa CYLIECTBEHHO
BapbUpYeTCS CPedM OTAEJbHBIX MALUEHTOB, M, BEPOATHO, HaMOOJEE BbIPAKEHA y MALIMEHTOB C
CepIeYHOM HeJOCTaTOYHOCThIO. B CBA3M € 3THUM ClieyeT HauMHaTh JICYEHHE JaHHbIX MaLMEHTOB C
MOCTENEHHOrO MOBBILIEHHs 03Bl N0 CXeMe, NPUBEACHHOM B pasaene 4.2.

4 0

YcrpaHeHHe CUMITOMOB NEPEI03UPOBKH

B ciaydae mepeno3upoBKM HEOOXOAMMO TMpPEKpaTUTh MNpHEM Oucomponona M Ha3HaYMThb
MOIEPKUBAIOLLYIO M CUMITTOMAaTHYECKYIO Tepanuio. OrpaHHYEHHbIE 1aHHbIE CBUETENBCTBYIOT O
TOM, 4YTO OHCOMPOJOJ [UIOXO BBIBOAMTCA NpH Juanuze. Ha ocHOBaHMM O0XXHIAEMOro
(dapmakosoruyeckoro  OeHCTBMA M peKOMeHJauMd  and  apyrux  Geta-610KkaTopos,
HU>KETPUBEICHHbIE O0LI1e Mepbl CIIEyeT PaCLEHHBaTh KaK KITHHMYECKH 00OCHOBaHHBIE.

[Ipy Opaaukapauu: BHYTpHBEHHOe BBeJeHMe aTtponuHa. Eciaum sddekr HenocTaTouHsld, c
OCTOPOXKHOCTBIO MOXKHO TIPUMEHSATb M3OMNPEHAIMH WM [pYroi JIeKapCTBEHHBIH Mpenapar,
00NafarolMi  MOJIOXKMUTENBHBIM XPOHOTPONHBIM AeHCTBUEM. B HEKOTOpBIX clydasX MOXeT
noTpeGoBaThCs BpeMeHHas OCTAHOBKA UCKYCCTBEHHOIO BOAMTEJIS PUTMA.

led apTepuaanoifl TMNOTCH3WH: BHYTPUBCHHOE€ BBEIACHUE IJIa3MO3aMELIAIOLIHUX pPacTBOPOB H
COCYIOCY>XKUBAKOLIUX JIEKAPCTBEHHBIX IMpe€rnapaToB, BHYTPHUBECHHOC BBCACHHC IIIOKaroHa TakkKe
MOXKET OKa3aTh MOJIOXKHTENbHOE AEHCTBHE.

[lpu artpuoBeHTpukynspHoii Onokane II u III cremenu: nmauMeHTH JO/DKHBI HAXOAMTHCSA MO
MOCTOSHHBIM HAOJIO/ICHHEM, ClleyeT Ha3Ha4UTh HH(Y3HOHHOE BBEEHUE U30MNpeHaNtHa. B ciyyae
HEOOXOAMMOCTH - MOCTaHOBKA MCKYCCTBEHHOIO BOJMTEJIS PUTMA.

Hpu 0600Tpemm TCYCHHUA cepnequﬁ HENOCTAaTOYHOCTH: BHYTPHUBEHHOE€ BBCIAEHHEC NHYPETHKOB,
JIEKapCTBCHHBIX MpenapaTroB, OKa3bIBaIOLUMX TOJOXHTEIIBHOE HHOTPOIMHOE neﬁcmue, a TarKxKe

Ba30auJ1IaTaTOpOB.

[lpu OpoHxocnasme: Ha3Ha4YeHHe OPOHXOAMIATATOPOB, TaKMX KaK H30MpeHaluH, Oera-2-
aJpPEHOMHUMETHKH H/WIIH aMUHOQHWILIHH.

[Mpy rUNOrJIMKeMUH: BHYTPUBEHHOE BBEIEHHE IIIIOKO3bI.
5. PAPMAKOJIOTHYECKHUE CBOVCTBA
5.1 ®apmakoaHHAMHYECKHEe CBOHcTBA

®apmakoTepaneBTHYeCKasl TPYNNA: CEJIEKTHBHbIE 6€Ta-aApeHO0I0KaTOPbI.
Koa ATX: C07AB07

MexaHu3M AEHCTBHA

Buconposnon sBISETCS  BBICOKOCENEKTHBHbIM Onokatopom Gera-1-anpeHopeuenTtopos, 0e3
cOOCTBEHHONW CHMMIMAaTOMHUMETHYECKON M 3HAYMMOI MeMOpaHocTabunu3upyrolleii akTuBHOCTH. OH
0061a/1a€T JIMILb HE3HAYUTENIbHBIM CPOACTBOM K OeTa-2-apeHOpeLenTopaM raaKol MyCKyJaTypbl

9

Concor® Cor_SmPC_BY_v.4.0_2022
CCDS 12.0



HE PB

ud s
6pOHXOB H COCYIOB, a TaKX€ K 6eTa-2-a)1peHopeuenTopaM, y4acTBYHOLLIUM B d)epMeHTaTPIBHOI"’l
peryiasauunu MeTabonu3ma. CJ'ICI[OBaTeJ'll:HO, 6HCOl'lp0J'[OJ'[ B LICJIOM HE€ BJIMACT Ha CONPOTHUBJICHHE
JAbIXaTCJIbHBIX H)’Teﬁ H  MerabonHyecKue MpouecChbl, B KOTOPbIE BOBJICUCHBI OeTa-2-
aIp€HOPELENITOPLI. CenekTuBHOE JnehcTBHE 6Hconponona Ha Oera-1 -aApC€HOPELECIITOPDI

COXpaHAETCA U 3a NnpeaeiaMy TEPAneBTUUECKOro Anana3oHa a03.

5503 -201

Knunnueckas 3¢ pekTHBHOCTL U 6€30MacHOCTD

B uccnenosanue CIBIS II Bcero 6bu10 BKItoueHO 2647 nauueHToB. 83% U3 HUX (n = 2202) uMenu
XCH III ¢ynkumonansHoro kiacca no knaccupukauuu NYHA, a 17% (n = 445) - XCH IV
¢byHKUMOHaNBHOTO Kiacca no kiaccupukauun NYHA. Beem nauuentaM Gbul MocTaBiaeH AMarHo3
CTabWJIbHOM CHMMTOMAaTHYEeCKOH cepaeuyHoW HeaocTaToyHOCTH (¢pakuus BbiOpoca <35% Ha
OCHOBAaHMHM JaHHBIX 3XOoKapauorpaduu). B xome uccnenoBaHus ypoBeHb 0OIIeH CMEpPTHOCTH
cocrasnsn 17,3% B rpynne mnaue6o v 11,8% B rpynne nauueHToB, MPUHUMAaBLIMX Guconposion
(OTHOCHTENIbHOE CHH)KEHHE YPOBHS CMEpPTHOCTH cocTaBisuio 34%). Habmromanoch cHuxeHue
4yacTOThI BHe3anHoi cMepTH (3,6% u 6,3%, COOTBETCTBEHHO, OTHOCHTEJIbHOE CHHYKEHHE COCTABIIAIIO
44%) 1 coKpallueHHe YUCia SMH30J0B CEPAEHHOM HEA0CTATOYHOCTH, TPEOYIOLMX FOCMUTAIH3ALIUH
(12% u 17,6%, COOTBETCTBEHHO, OTHOCHUTEJILHOE CHIDKEHHE cocTaBisiiio 36%). Kpome artoro, 66110
OTMEYEHO 3HAYMTEJIbHOE YJy4YlIeHHEe KJIMHHYECKOro Ccraryca MaluuMeHTOB (Ha OCHOBaHHM
kiaccupukauud NYHA). B Hauane kypca jeyeHMs W NpH THUTPOBaHMM [A03bl OHconposona
OTMEYAJIMCh Clly4yad TOCMUTaNM3aUMK no mnpuuuHe Opagukapauu (0,53%), aprepuanbHOi
runotensuu (0,23%) u octpoii nexommneHcauuu (4,97%), HO oHU He ObLIM OoJsiee YacTHIMHU, YEM B
rpynne miaue6o (0%, 0,3 % u 6,74%, cooTBeTcTBEHHO). UMCIO HMHCYNBTOB C J€TalIbHBIM HIH
MHBAJIWAW3UPYIOLIMM MCXOZIOM B TE€YEHHE BCEro Mepuoaa McciiefoBaHus coctasuio 20 B rpynme
6uconpornona u 15 B rpynne miauebo.

B uccnenoanun CIBIS III ywactBoBasu 1010 mauueHTOB B Bo3pacTe >65 JeT ¢ XpOHHYECKOM
cepAe4HON HENOCTATOYHOCTBbIO Jierkod M yMepeHHOH cteneHH Tsxectd (XCH II wnm 111
¢dyHkurOHaNBHOTO Kiacca mno kiaccuduxkauuu NYHA) u dpakuueii BeiGpoca eBoro xeiyao4ka
<35%, koTOpble paHee He NpUHUManH HHrHOuTOopsl AIID, GeTa-aapeH0OI0KaTOPBI, WK GJIOKATOPBI
peuenTopoB aHrdoTeHsuHa. Ilocne nepBoHavalbHOH 6-MeCAYHOM Tepanuu OHCOMPOJIOIOM WM
SHAJIANPHUIIOM MaLMEeHTaM Ha3Hayall KOMOHHaLMIO 6MCONpoIioia U 3Haanpuia B TEHEHHE Nepuoaa
BpeMeHH OT 6 10 24 MecsLeB.

[Mpu nprMeHeHHH GUCOMPOIIONa B HAYAIBHOM 6-MECS4YHOM Kypce JieueHUs Habroanack TeHASHLHA
K GoJiee YacTOMY yXyJLIEHUIO TEUEHHsS XPOHUYECKOH cepAeYHO HeaocTaTouHOCTH. [IpenmyiuecTs
HAa4yaJbHOrO JieYeHHs OMCOMPOJIOIOM WIM HAYaJIbHOIO JIEYEHHS SHAJANpPUIOM TMpHU aHaju3e
NOMYJISALMH, BBIMOTHUBLIEH MPOTOKOJ UCCIIEN0BaHHS, MPOAEMOHCTPUPOBAHO HE ObLIO.

TeM He MeHee, 00e crtpareruu Hayana nedeHus XCH nokazanu cxoaHble 3HA4YEeHUs MEPBUYHOM
KOMOMHHUPOBAHHON KOHEYHOM TOYKHM, @ HMEHHO YacCTOThI JIETAbHBIX MCXOJO0B M FOCTIMTANIM3aLIHH
(32,4% B rpynne Tepanuu 6uconposnonoM u 33,1% B rpynne Tepanuu 3HaJANPUIIOM - B MOMYJISLIUH,
BBITMOJIHUBLIEH MPOTOKOJ MccieaoBaHus). MccnenoBanue npoaeMoOHCTPUPOBaJIo, 4To GUconponon
MOXET Ha3HayaThCs MauueHTam noxuioro Bodpacta ¢ XCH nerxoit unum ymepeHHO# creneHH
TSDKECTH.

Brconposion Takke UCMONb3yeTcs AJs JeueHHs apTepuanbHoi runeptensuu 1 UBC.

[pu ogHokpaTHOM npuMeHeHuu y nauueHToB ¢ MBC 6e3 npusnakos XCH Guconposnon cHuwkaer
YacTOTy CepAEYHBbIX COKpalleHUH M yHapHblii 00beM cepiua W, Kak CII€ACTBHE, YMEHbILUAeT
cepaeuHblii BbIOpoc W mnoTpebneHue kucaopona. Ilpu anurensHoM Ha3HaueHun Ouconponona
MCXOJIHO MOBbILIEHHOE 0011ee neprupepHIecKoe COCYAUCTOE COMPOTUBIEHUE CHHIKAETCS.

10

Concor® Cor_SmPC_BY_v.4.0_2022
CCDS 12.0



Hn = COTJACOBAHO

=22 e teom

MHUHHCTEPCTBOM 3[IPABOOXPAHEHUSA
1 PECLY ik JIAPYCh
| o

5 5 0 3 - 2 0 1106;&3 MunaucTepeTBa 3APABOOXPAHEHUS
l Pecnybauku Benapycs

5.2 ®apmakoKHHeTHYECKHE CBOHCTBA

AbcopOums
BHCOMpOION MPaKTHYECKH MOJHOCTBIO BCACBIBAETCS W3 IKEIyJOYHO-KULIEYHOrO TpakKTa, €ro

GHOOCTYHOCTB T10C/IE IPHEMa BHYTPb COCTaBSeT 0koso 90%.

Pacnpenenenue
O6beM pacripe/iesieHus CocTaBiIsAeT 3,5 JI/Kr. Y pOBeHb CBA3bIBaHUA OHCONpoIiona ¢ OekamMu Miazmbl

KpoBH - okoiio 30%.

BuorpaHchopMalus ¥ 3TMMHUHALIAS

Buconposion BBIBOAMTCS M3 opraHu3Ma AByms myTaMH. 50% MeTabonusupyeTcs B MEYEHH C
00pa3oBaHMEM HEAKTHBHBIX META0OJIMTOB, KOTOPBIE 3aT€M BBIBOAATCS 4epe3 moukd. Ocrasiumecs
50% BBIBOAATCS C MOYOH B HEU3MEHEHHOM BHJE.

OO6umii kupeHce Guconposnona cocrasnser 15 n/4. [lepuon nonyBeiBeneHHs U3 M1a3Mbl kpoBH (10-
12 4) obecnieunBaeT 24-4acoBoii TepaneBTHYECKHi 3P dekT npu nprueMe OKH pa3 B CyTKH.

JIMHEHHOCTD
®dapmMakoKkMHETHKa OHCOMpOJIoa ABISAETCS TMHEHHON U He 3aBUCHT OT BO3pacTa.

Ocobble rpynmbl NaLHEHTOB

ITockonbKy BeIBEA€HHE Uepe3 MOYKH U MEYEHb MPOUCXOAUT B OJIMHAKOBOM CTENEHH, KOPPEKTHPOBKA
1036l Ouconponona i MaUMeHTOB ¢ HapyLIeHUAMH (QYHKLMH Me4YeHU WIH Nnouek He Tpebyercs.
®apmakokuHeTHKa OGuconposiona y nauueHToB co ctabunsHoi XCH u ¢ HapyweHueM ¢yHKUMH
MIEYEHU WJIH MoYeK He usyvasach. Y nauueHTtoB co crabunpHoi XCH (III pyHkuMOHaNbHBIN Kiacce
no knaccudukauuu NYHA) ypoBeHb Gucomnposnona B rjia3me KpoBH Obl BbILI€ N0 CPAaBHEHHIO CO
310pOBBIMH JOOPOBOJIbLIAMH, @ MEPUO/] MOTYBbIBeACHHs ObL1 Oonee anuTenbHbIM. MakcuManbHas
KOHLIEHTpALUs B I1a3Me KPOBH B PABHOBECHOM COCTOSIHMH cOCTaBJisiia 6421 Hr/MI1 Mpu CyTOUHOM
no3e 6uconponona 10 Mr, nepuoa nosyBbIBeAeHUs cocTaBs 17+5 yacos.

5.3 lanHbIe JOKJIHMHHYECKO# 6e30macHOCTH

AHanu3 JOKIMHMYECKHX JaHHBIX HE BBISBUJ CrELIM(pUYECKUX PUCKOB JUl YelOBEKa, MPUHUMAs BO
BHUMaHHe pe3ynbTaThl (hapMaKoIOrHYeCKHX HUCClIeIOBaHUH MO 6€30MacHOCTH, TOKCHKOJIOTHUECKHUX
MCCIIeJOBaHHUI MOBTOPSIOLIMXCS 103, HCCIIEA0BaHUH FEHOTOKCMYHOCTH M KAHLIEPOTE€HHOCTH.

Kak u npyrue Gera-Gnokaropbl, 6McCONpoion OKa3biBajl HEraTMBHOE BO3JEHCTBHE HA OpraHHU3M
MatepH (HabM0aanoch yMEeHbLIEHHE KOJIWYECTBa MPUHUMAEMOi MUK U CHW)KEHHE MacChl Tela) U
obnanan $heTo-aMOpHOHANBHOM TOKCHYHOCTBIO (MOBBIILIANIACH YACTOTA BO3HUKHOBEHHS pe30pOLuuii
niaoaa, HabnJaNoCh CHIKEHHE MAcChl TeJla HOBOPOXKIEHHOTO, 3a1ep>KKa MICHXHUUECKOTr0 pa3BUTHS)
NpH Ha3HAYEHWH B BBICOKHMX /103aX, HO NP 3TOM OMCOMPOIIOJ HE OKa3biBaJl TEPaTOreHHbIX 3 (eKTOB.

6. PAPMAIIEBTHMECKHUE CBOMCTBA

6.1 Ilepeuenn BcoMorare/ibHbIX BeLIECTB:

1 Tabnerka, NOKpbITAs MIIEHOUHON 00OIOYKOM, CONEPIKHUT:

Anpo: kansuus rugpodocdar, 6e3BOAHbIN; KpaxmMall KyKypy3HbIii; KpeMHHS AUOKCH] KOJIJIOWIHBIH,
0e3BOAHBIN; LIEJUTION03a MUKPOKPUCTAIIMYECKAs; KPOCMIOBHIOH; MAarHHs CTeapar.

IInenouHas obonouka: runpomesiosa 2910/15, makporon 400, numerukon 100, Turana quokcun (E
171).
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HO PB
' COTJACOBAHO
- { MUHUCTEPCTBOM 3IPABOCOXPAHEHUSA
5 5 0 3 - 2 0 Q PECIIVBIMKY BEJIAPYCh
TIphxas MunncrepeTea 3ApaBOOXpaHEeHNS
6.2 HecoBMeCTHMOCTH | PecnyGauxu Bexapycs

He npumenumo.

6.3 Cpok roanocTn
3 roma
He npuMeHsATH N0 HCTEYEHHH CPOKA FOJHOCTH, YKa3aHHOIO Ha YNaKOBKe.

6.4 Oco0Oble Mepbl NPeJOCTOPOKHOCTH NPH XPAHEHHH
XpaHUTb NpuU TeMnepaType He Bbiiue 25°C.

6.5 Tun u conepxanne yNnakoBKH
[To 25 Tabnerok B [IBX/An Gnucrepe, o 2 Giuctepa BMeCTe ¢ IMCTKOM-BKIablieM (MH(opMaLus
JUlsl NalMEHTA) B KAPTOHHOMW MayvkKe.
ITo 30 Tabnetok B [IBX/An Gnucrepe, no 1 6Gnucrepy BMecTe C TMCTKOM-BKJIaAbilieM (HHGopMaLHs
JUIS IALMEHTa) B KAPTOHHOM Navke.

6.6 Ocobbie MepbI MPeI0CTOPOKHOCTH MPH YTHIH3AUHH
Oco6bIx TpeOoBaHHit HET.

6.7 Ycsi0BHSI OTIIYCKA H3 aNTEK
ITo peuenry.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
000 «Mepxk», Poccus
Anpec: 35, yn.Banosas, 115054 Mocksa, Poccus

3a mo0oii mHpopManHeli 0 JeKapCTBEHHOM IMpenapaTre, a TaKxe B CJy4asX HaJHYHSA
npeTeH3Wii H BO3HHKHOBEHHsI HeXKeJATeJbHbIX peakuHii cjiegyer o0pamarbesi K
NpeJCTABHTE/IIO IepKaTe sl PerHCTPALHOHHOI0 YA0CTOBEPeHH
Ha Tepputopuu Pecny6inku Apmenns:
IIpeocmasumenvcmeo «Acino Pharma AG» (Lseiyapckas Kongeoepayus) 6 Pecnybnuxe Apmenus
yn. Aoony 6/1, 54, 0014, 2. Epeean, Pecnybauxa Apmenus
men. + 374 60 67 01 70
e-mail: PV_AM@acino.swiss
Ha TtepputopuH Pecny6iukn Benapycs:
IIpeocmasumenvcmeo akyuoneprozo obujecmea «Acino Pharma AG» (Illseiyapckasn
Kongpeoepayus) 6 Pecnybnuxe benapyce
np-m Ilobeoumeneii, 106-34, 220062, 2. Munck, Pecnybnuxa Benapyce
men. + 375 (17) 319-91-41; + 375 (29) 700-65-90, ¢paxc + 375 (17) 319-91-40
e-mail: Safety BY@acino.swiss
Ha TeppuTopun I'py3uu:
IIpeocmasumenvcmseo  axyuonepnoco  obwecmea «Acino Pharma AGr»  (Ilseiyapckas
Kongpeoepayus) ¢ I'pysuu
ya. K. Mapoowcanuweunu 5 / yn. /1. V3naosze 16-18, 0102, 2. Tounucu, Ipy3us
men. + 995 32 220 69 42
e-mail: PV_GE@acino.swiss
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