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(NOCMEQOBATENLHOCT

OBIIASI XAPAKTEPUCTHKA JIEKAPECTBEHHOTFO HPEHAPATA-

1. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA

bunon Kop, 2,5 mr, Tabnetku.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTByto11ee BEIIECTBO: OMcomposioia ¢pymapar.
Kaxxnas Tabnerka cogepxkut 2,5 Mr Oucompoiona ¢pymapara.

BcnomorarensHble BemecTBa, HaIWYME KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBECHHOTO
npernapara: 1akrosa (cM. pazzaensl 4.3. u 4.4.).

[TonHbIl TepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBENICH B pazaene 6.1

3. JEKAPCTBEHHAS ®OPMA

TaOmnerkn.

Benble, mpononroBaTeie TabJIETKH, ¢ PUCKOW Ha 00enx CTOpoHax M MapkupoBkoil "BI" cieBa ot
pucku u mudpoi "2.5" cnpaBa OT pUCKH HA OJTHON CTOPOHE.

TabneTky MOKHO pa3ieIuTh Ha paBHBIC JI03BI.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K IPUMEHEHHUIO

IIpenapat bunon Kop nokazan juig npuMeHEHHs y B3pOCIbIX B Bo3pacTe OT 18 yier g nedeHus
XPOHUYECKOU CEpJIEYHON HEIOCTATOYHOCTH.

4.2. Pesxum 103MpPOBaHus U cNIOCO0 NPHMMEHEHHUS

PexxuM o3upoBaHus

CranpmapTHasi cxema JIeUeHHMs] XpOHHMUYECKoW cepaeuHoi HenocraTtoyHoctu (XCH) Bkiouaer
MIPUMEHEHUE WHTHUOMTOPOB aHTHOTeH3MHIpeBpamatomero gepmenta (AIID) wnm aHTaroHUCTOB
perientopoB anruotrensumHa Il (B ciayuae HenmepeHocuMmocTd uWHTHOUTOpoB AIlD), Gera-
aZipeHo0I0KaTOPOB, AMYPETUKOB U, (aKylIbTaTUBHO, CEPACYHBIX TIMKO3uAO0B. Hauanmo neuenus
XCH npenaparom bumon Kop TpedyeT 00s13aTeIbHOTO MPOBEACHUS CIIEITUATEHOM (Da3bl TATPOBAHUS
U peryispHoro BpaueOHOro KoHTpojs. [IpenBapuTenbHbIM YCIOBHEM [UISl JICUEHHUS IMpernapaToM
bunon Kop siBnsiercs crabunsHast XCH 6e3 npu3HakoB 000CTpeHuUSs.

Jleuenne XCH mnpenapatom bumon Kop HaumHaercss B COOTBETCTBUM CO CIEAYIOIIEH CXEMOi
TUTPOBAHUA. HpI/I 9TOM MOXKET HOTp€6OBaTBC}I HHAWBUAYAJIbHAA aganTalivusa B 3aBUCUMOCTH OT TOTO,
HACKOJIBKO XOPOIIIO MAallMeHT NEPEHOCUT Ha3HAUYEHHYIO /103Y, T.€. 103y MOKHO YBEITUUYHUBATH TOJIBKO
B TOM CJIy4ae, €clid MPeAbIIYILas 1032 XOPOIIO MEPEHOCHIIACH.

Pexomenayemast HauanbpHas g03a coctaBisieT 1,25 mr (Y2 TabneTku mo 2,5 Mr) oauH pa3 B JcHb. B
3aBUCHMOCTH OT MHIUBUIYaTbHOU IEPEHOCHMOCTH JI03Y CIIEYyeT MOCTEINeHHO MOBBIIMATE /10 2,5 MT,
3,75 mr (1% Tabnetku mo 2,5 mr), 5 mr, 7,5 mr (3 tabaetku mo 2,5 mr) u 10 mr 1 pa3 B nenp. s
o0ecriedeHns yKa3aHHBIX PeKUMOB JO3UPOBAHUS MPU HEOOXOAMMOCTH MPUMEHEHHS OUCOMPOIIOIia B
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MY OTUETY

COOTBETCTBYIOMIEH N03UpoBKe. Kaxkmoe mocienyroiiee yBeIMueHUE 036l JOHKHO OCYIIECTBISATHCS
HE MEHEe YeM uepe3 JIBe HEJEIH.

Eciu YBCIMYCHUC NO3bI MpCTiapara Iji0Xxo NEPCHOCUTCA MAllUCHTOM, BO3MOKHO CHUKCHHUEC 1O3bI.

MakcumanbHasa pekoMmeHnioBanHas no3a npu XCH cocrasisier 10 mr npenapara bunon Kop 1 pa3 B
JI€Hb.

Bo Bpems tuTpoBanus pekomeHayercsa peryssipabeiii KoHTpoiab A/, YHCC u cTeneHu BhIpaKeHHOCTH
cumnromoB XCH. VYcyry6nenue cumntomoB TtedeHus XCH BO3MOXKHO yxe € MEpBOrO JHS
IIPUMEHEHHUSI Mperapara.

Eciu MAalUCHT IJI0OXO0 MCPCHOCUT MAKCUMAJIbHO PCKOMCHAOBAHHYIO AO3Yy Hpcrapara, BO3MOXHO
IIOCTCIICHHOC CHMXKCHHUE JO3BI.

Bo Bpemst (a3bl TUTpOBaHUS WM MOCIE HEE MOTYT BO3HUKHYTH BPEMEHHOE YXYAIICHHE TEUCHUS
XCH, apTtepuanbHas TUIIOTCH3US WK Opaaukapaus. B 3ToM ciydae peKOMEHIYeTCs MPEXkKIe BCETO
MIPOBECTH KOPPEKIIMIO J03 MPEnapaToB COMYTCTBYIOMICH Tepamuu. Takke MOXKET MOTpedoBaThCs
BpPEMEHHOE CHIKEHUE 03kl Tpenaparta bugon Kop uiaum ero ormena.

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

Jleuenne npenaparom bugon Kop o0bI4HO sIBIISETCS TOATOBPEMEHHOM Tepanue.

Oco0Oble T'PVYIITBI TAITUEHTOB

Jluya nodxcunoeo 6ospacma
Koppekuuu 10361 HE TpeOyeTcs.
Iayuenmsi ¢ HapyweHuem yHKyuu novex uiu neveHu

[Mpu HapymieHnn GYHKIUM [CUYCHW WM TOYEK JIETKOH, WM YMEPEHHOW CTENeHH OOBIYHO HE
TpeOyeTcst KOPPEKIUH T03bI.

[Tpu BeipakeHHBIX HapymeHUsX pyHknnn nouek (KK menee 20 Mi/MUH) By TAITUEHTOB C TSHKEITBIMHU
3a00JIeBaHUSAMHU MIEYCHU MaKCUMaJIbHas CyTOUHAas 03a cocTtaBiseT 10 mr.

VBenuuenue 03Bl Y TAKUX MAIMUCHTOB OOJIKHO OCYIICCTBIIATECA C ocoboii OCTOPOXHOCTBIO.

K mHacrosimemy BpeMeHH HEIOCTaTOYHO IaHHBIX OTHOCUTENBHO IPUMEHEHHUs Oucorpoiona y
nanueHToB ¢ XCH B coderannu ¢ caxapHbpIM guabeToMm | THma, BRIPaKEHHBIMH HapyIICHUSMH
(GYHKIMN TOYEK W/WIM TEYECHU, PECTPUKTUBHOM KapJHMOMHOIATHEW, BPOXKIECHHBIMH MOPOKAMHU
cepalia WIM MOPOKOM KjamaHa cepAlla C BBIPAXKEHHBIMH T'€éMOJWHAMUYECKUMH HapyIICHUSMHU.
Taxoke 10 cux mop He ObUIO MOJYYEHO JOCTaTOYHBIX JaHHBIX OTHOCUTENbHO manueHToB ¢ XCH ¢
nH(}apKTOM MHOKap/a B TEUEHHUE MOCIEAHUX 3 MECSLIEB.

CTH

bunon Kop He ciemyeT mpuMeHsTh y neTed W moapocTkoB Miaxamie 18 sner (3dpdexTuBHOCTH M
0€301aCHOCTh HE YCTaHOBJICHBI).

Croco0 mpuMeHeHus

[Tpenapar bunon Kop cneayer nmpuHUMaTh BHYTPh OJMH pa3 B CYTKH C HEOOJBIINM KOJIUYECTBOM
AKHMJIKOCTH YTPOM JO 3aBTpaka, BO BpeMs 3aBTpaka WIM Iocie Hero. TabmeTku He ciexyer
pa3KeBbIBaTh WU PACTUPATH B TOPOIIOK.

4.3. IIpoTuBONOKA3AHUSA
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BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3aene 6.1.;

OCTpas cepJ/ieyHasi HeJIOCTaTOYHOCTh, XPOHUUYECKAsl Cep/ieuHas HeJIOCTaTOYHOCTb B CTaIuU
JEeKOMIIeHCAllUU, TpeOyroIas MPOBeICHUSI HHOTPOITHOM Tepanuu;

KapIMOTE€HHBIN I10K;

atpuoBeHTpukymsapHas (AV) Omokama Il wm Il crememm y manueHTtoB 06€3
AIIEKTPOKAPIUOCTHMYIISITOPA;

CHHJIPOM cJ1a00CTH CHHYCOBOTO Y3J1a;

CUHOATpHAaJIbHAs 0JIOKA/a;

BeIpaskeHHast Opagukapaus (HCC menee 60 ya/MuH) 10 Havasia Tepanuu;
BBIPOKEHHAS apTepuanbHas runoten3us (cucrtommueckoe AJl menee 100 mwm pr.cT.);
TsDKeTbIe POpMBbI OPOHXHATBEHON aCTMBI;

BBIPDOKCHHBIC HApYUIEHUS TMepu(EpUIECKOro apTepUuaIbHOTO KPOBOOOpPAIICHUS] WU
cuHpoM PeitHo;

deoxpomorroma (6€3 0THOBPEMEHHOTO IPUMEHEHUS aib(ha-aJpeH00I0KaTOPOB);

META0OINYECKNH allUI03;

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

MPOBEJICHUE IECCHCUOMITU3UPYIOIIEH TeparuH,
creHokapaus [IpuHimerana,
TUTIEPTUPEO3,

caxapHpli nuaber | Tuma wm caxapHbli JguabeT CO 3HAYUTEIBHBIMH KOJCOAHUSIMU
KOHI.[GHTpaI_II/II/I TJIFOKO3EI B KpOBI/I,

AV oOnokana I crenenu,

TsDKeNas mouedHast HepoctarouHocTh (KK menee 20 mir/muH),
BBIpOXCHHBIC HAPYIICHUS (DYHKIIUN TIEYCHH,

ncopuas,

PECTPUKTUBHAS KAPAUOMHOIATHS,

BPOXKJCHHBIE TOPOKH CepAla WIM T[OPOK KJamaHa cepAlla C  BbIPaXECHHBIMU
reMOJUHAMHYECKIUMH HAPYIICHUSIMH,

XCH c unapkToM MHOKap/ia B TEUCHUE MOCIECIHUX 3 MECALIEB,

HapylmeHus Nepudepuyeckoro apTepualibHOrO0 KPOBOOOPAIICHUS JIETKOW M YMEPEHHOM
CTEIIEHH,

TsDKEIbIE (POPMBI XPOHUYECKOW 00CTPYKTHBHOM O00me3HM Jierkux (XOBJI),
HETspKeNble (hOpPMbI OPOHXUAIBHON aCTMBI,
OpoHxocna3M (B aHaMHE3e),

aJJIepru4eckue peakuuu (B aHaMHE3e),
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e OepeMEeHHOCTb, MEPHUOJ] TPYAHOTO BCKApMIIBAHMUS,
e cTporas Iuera.

IIpexpalneHne Tepanuu U «CHHAPOM «OTMEHBI

He cnenyer pe3ko mpephiBaTh JiedeHHE OMCOMPOIOIOM MM MEHATh PEKOMEHJI0BaHHYIO J03y 0e3
NPEIBAPUTEIILHON KOHCYJbTAllMM C BpPAadoM, TaK KaK 3TO MOXET NPUBECTH K BPEMEHHOMY
YXYALIEHUIO AESITeNbHOCTH cepiua. JleueHne He cieayeT mpepbiBaTh BHE3ANHO, OCOOEHHO Y
naiieHToB ¢ MBC (oTMedanoce yTsKeleHHEe NPUCTYIOB CTEHOKApAMM, pa3BUTHE HH(papKTa
MHOKapJa ¥ BO3HUKHOBEHHE KEIyJOYKOBBIX apuTMuil y mnamueHtoB ¢ MBC npu BHe3anmHoM
IpeKpalieHun npuema Oerta-aapeHoOsokaTopoB). Ecnu mpekpaiienue jgedeHus HeoOX0IUMO, TO
no3y Oucomponona cleayeT CHIKaTh TOCTENeHHO. B ciaydae 3HAYUTEIBHOTO YTSKEJICHUS
CTEHOKApJUH WJIM Pa3BUTHUS OCTPOrO KOPOHAPHOTO CHHJIPOMA CJIEAyeT BPEMEHHO BO300HOBHTH
pueM OMCOMpOoIIoa.

COCTO}IHI/I}I, IIPpH KOTOPBIX H€O6XOZ[I/IMO C OCTOPOXKHOCTBIO IPUMCHATH Iperiapat

buconponon cnexyeT npuMeHsTh C OCTOPOKHOCTBIO B CIEAYIONIUX CIydasX:

- 1soxensie popmbl XOBJI u HeTskemnble popMbl OPOHXUATBHOM aCTMBI;

- caxapHbIi AMabeT cO 3HAYUTEIbHBIMU KOJIEOAHUSMM KOHIICHTPAIMH TJIIOKO3bI B KPOBH:
OUCOTPOIION MOXET MAaCKUPOBAaTh CUMITOMBI THIIOTJIMKEMHH (BBIPQ)KEHHOTO CHUKECHUS
KOHIIEHTPALIUH TJIIOKO3BI B KPOBH), TAKHE KaK TaXUKap/Hs, CepAlieONeHNE NN TIOBBIIICHHAS
MOTIMBOCTH;

- cTporas AueTa;

- TNpOBEACHHUE JIECCHCUOMIN3UPYIOIICH TeparuH;

- AV Onokana I crenenu;

- Ba3ocmacTuyeckas CcTeHokKapaus (creHokapaus [IpunHnmerana); HaOIIOAATNCh Ciydau
KopoHapocma3zma. HecMoTpst Ha BBICOKYIO 0eTai-CeIeKTHBHOCTh, MPUCTYIBI CTEHOKAPIUH
HEJIb3s1 TIOJIHOCTBIO UCKJIIOUUTH MPU IpueMe OMCOIpoIIoNa y MAlMeHTOB CO CTEHOKapaue
[Tpunimerana.

Cnenyer ¢ 0c000i OCTOPOXKHOCTBHIO IPMHUMATD Mpcriapat

- HapymeHus nepu(epruveckoro apTepHaibHOTO KPOBOOOpAIECHUS JIETKOH M yMEpEHHOM
CTCIICHU (B HaydaJiC TCpallnu MOXCT BO3BHUKHYTh YCHUJICHUC CI/IMHTOMOB);

- mcopua3 (B T.4. B aHAMHE3€);

- OpoHnxocmasMm (B T.4. B aHAaMHe3e).

3aboaeBaHus CepASUYHO-COCYIUCTON CUCTEMBI

bera-anpeHoOnokaTopsl HE JODKHBI MPHUMEHATHCS TPU  JEKOMIICHCUPOBAHHOW XPOHHYECKON
CepACYHON HEJOCTATOYHOCTH JI0 T€X MOP, IOKA COCTOSHUE MALMEHTa HE CTAOUIN3UPOBAIIOCh.

Ha HaYaJIbHBIX DOTallax HpI/IMeHeHI/IH 6Hconp0n0na IMaguCHTHI Hy)KI[aIOTC}I B IIOCTOSHHOM
HaOJIFOJEHUH.

Bera-anpenoGnokaTopsl MOTYT BbI3bIBaTh Opaaukapauto. Ilpu ypexxennn YCC B mokoe meHee
50-55 yn/mMuH clielyeT YMEHBIIUTH 103y WIH MPEKPATHTh MPUEM OHUCOIPOIoa.

Kak u npyrue 6era-agpeHo010KkaTopsl, OMCOMPOIION MOXKET BhI3BIBATh YIJIMHEHNE HHTepBaia PQ Ha
OKI'. CrnenyeT ¢ 0CTOPOKHOCTBIO MMPUMEHATHh OWCOTPOJION Y MAIMEHTOB C aTPUOBEHTPUKYIISIPHOU
omoxazoi I crenenu.

HecenexTtuBHble OeTa-aipeHOOIOKATOPbl MOTYT YBEIMYMBATH YAaCTOTY U MPOJIOJIKUTEILHOCTD
AQHTMHO3HBIX TMPHUCTYIOB Yy TMAIMEHTOB C Ba30CMACTUYECKOW CTEHOKapauel (cTeHokapauen
[IpuHniMeTana) BCIeACTBUE OMOCPEAOBAaHHONW alib(a-perentopaMu Ba30KOHCTPUKITUU KOPOHAPHOM

4
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Ba30CIIAaCTHYSCKOMN CTCHOKAapAWH CICAYCT NPUMCHATL C OCTOPOKHOCTBIO.

K HacrosmeMy BpeMeHHW HEJOCTaTOYHO JAaHHBIX OTHOCHUTEIBHO TMPUMEHEHHUsI OWCOmpojioya y
narueHToB ¢ XCH B coderanuu c caxapHbiM quaberoMm | Tuma, BRIPAKCHHBIMU HAPYIICHUSIMH
GYHKIMM TIOYEK W/WIM TICYCHH, PECTPUKTHBHON KapIWOMHUOTATHEH, BPOXKICHHBIMU TOPOKAMH
cep/illa WK MOPOKOM KJalaHa cepila C BbIPAXEHHBIMH T€MOJWHAMUYECKHUMH HAPYLICHUSMH.
Takke 10 cuX TOp HE OBLIO MOJYYEHO JOCTATOYHBIX JAHHBIX OTHOCUTENhHO ManueHToB ¢ XCH ¢
nH(pAPKTOM MUOKap/ia B TEUEHHUE MOCIEIHUX 3 MECSIIEB.

JlpIXaTeabpHas cucTeEMa

HecMmoTpss Ha TO, YTO CeNEKTHUBHBIE OeTa-aJpeHOOJIOKATOPhl B MEHBILICH CTEMEHHM BIUSAIOT Ha
(GYHKLIHIO JbIXaTEIbHOM CHCTEMBI, YEM HECEJIEKTHUBHBbIE O€Ta-aJpeHOOJOKATOpPhl, MalUeHTaM C
XOBJI u HeTspKeNbIMU (hopMaMH OPOHXHATIBHON aCTMBbI OMCOIPOJION CJelyeT Ha3HadaTh ¢ 0co00i
OCTOPOXKHOCTBIO M TOJBKO B TOM CiIydae, €CIIM BO3MOXHBIE IPEUMYIIECTBA €r0 MPUMEHEHUs
NPEBBIIAIOT MOTeHUUANbHbIM puck. [lpum OponxumaneHoi actme wimn XOBJI mokazaHo
OJTHOBPEMEHHOE IPUMEHEHHE OPOHXOJMIATUPYIOLIUX CPEICTB.

Y IIaITUEHTOB C 6p0Hx1/1aan0171 aCTMOII BO3MO’KHO ITIOBBIIICHHE PE3UCTCHTHOCTU AbIXATCIIbHBIX
nmyTel, uTo TpedyeT Oosiee BHICOKOM J03bI 0eTaz-aipEHOMUMETHUKOB.

VY mauuentoB ¢ XOBJI Guconposion, Ha3HAYaeMbIii B KOMIUIEKCHOH Tepanuu C LEbl0 JICYCHHUs
CEpACYHON HEAOCTATOYHOCTH, CIENYyeT HAYMHATh C HAaUMEHBIIEH BO3MOYKHOW O3BI, a MAllMEHTOB
TIIATeNIbHO HAOJI0IaTh HA MOSABICHHE HOBBIX CUMIITOMOB (HAIpUMEp, OJBIIIKH, HEMEPEHOCUMOCTH
(hbUBUYECKUX HATPY30K, KaIlIs).

OGI_HI/IDHBIG XUPYPIrUudeCKUeC BMCIIATCIIbCTBA U 06ma;1 AHCCTE3 U

[Ipr HEOOXOMMOCTH MPOBEEHUSI XUPYPTUUECKUX BMEIIATENbCTB CIEAYET MpeAynpennuTh Bpada-
aHecTe3MoJora O TOM, YTO MAIMEHT MPUHUMAET OeTa-aApeHOOIOKATOPHI (PUCK JIEKAPCTBEHHBIX
B3aUMOJICHCTBUI C Pa3BUTHEM TSDKEJIBIX OpaHapUTMHM, YMEHBIICHHUS peICKTOPHON TaXUKapIUH
U apTepuanbHOU THIOTEH3UH). PekoMenayercs: 6e3 sBHOW HEOOXOAMMOCTH HE MpEeKpaIiath mpueM
Oucomnposioa B IepuoIieparimoHHOM reproe (T.K. 0J10kama 6eTa-aIpeHOPEenTOPOB CHUKACT PUCK
BO3HUKHOBEHHUS apPUTMHIA U UIIIEMHH MUOKap/Ia BO BpeMsi BBOJHOTO HApK0O3a M MHTYOAIllUU TPaxen).
B cayyae HeoOXOAMMOCTH TpepbIBaHUS JIeYEHUS OHUCONpPOJIOIOM Tepes MPOBEACHHUEM
XUPYPTUUECKOT0 BMEIIATENbCTBA, Mpenapar cieayeT OTMEHUTh HEe MeHee ueM 3a 48 yacoB 10
oreparuu.

deoxpomormTomMa

Y manueHToB ¢ (PEOXpOMOIUTOMON OHCOMPOJION MOXKET OBbITh Ha3HAYeH TOJBKO Ha (oHE
npUMEHEHHs anb(a-aapeHoOI0KaTOPOB.

THupeoToKCHKO03

[Tpu runepyHKIMN IIMTOBUIHON KeJe3bl OeTa-aapeHO0IOKaTOPHI (BKIII0Yast OMCOMPOIION) MOTYT
MacKHpOBaTh TAaXWKapAHI0O M YMEHBIIATh BBIPAKEHHOCTh CHMIITOMOB THPEOTOKCHKO3a. Pe3kas
OTMEHa Tperapara MOXXET BBI3BaTh OOOCTPEHHE CHUMITOMOB 3a00J€BaHUS M pa3BUTHE
THPEOTOKCHYIECKOTO KPH3a.

Peakiyy moBBINIEHHON YYBCTBUTEILHOCTH

bera-anpenoGiokaTopsl, BKI0Yast OMCOMPOIIOII, MOTYT HOBBICUTh YyBCTBHTEIFHOCTH K aJlIepreHam
U TSOKECTh aHA(DUIAKTHYECKMX pEakUuil / peakuuil IHIepuyBCTBUTEIBHOCTH H3-3a OclabieHus
aJPCHEPTUYECKON KOMIIGHCATOPHOW pEryJsiliud TOJ] JACHCTBHEM OeTa-aJIpeH0O0IOKaTOPOB.
[TpuMeHeHne OOBIUHBIX TEparneBTUYECKUX 103 snuHepuHa (aapeHanuHa) Ha ¢oHe mpuema Oera-
aJpEeHOOIOKATOPOB HE BCET/Ia MPUBOIUT K JOCTHXKEHUIO JKEJIaeMOT0 KIIMHIYECKoro 3 dekra.
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pPCaKuAMHA TUIICPYYBCTBUTCIILHOCTU B aHAMHC3C UJIN MPOXOAAIINX KYypPC I[GCGHCI/I6I/IJII/I3aI_[I/II/I.

[Icopuas

[Tpu pemienuu Bompoca o MPUMEHEHHH OUCOTPOI0ia Y MAMEHTOB € IICOPUA30M CIIEAYET TIATEIbHO
COOTHECTH MPEAINOIaracMylo Mojib3y OT MPUMEHEHHUs IpernapaTa U BO3MOXKHBIM PUCK 000CTpeHus
TEeUYeHUs Icopuasa.

KoHTakTHEIE TUH3EI

[TarueHTHI, MONTB3YIOIMINECs KOHTAKTHBIMU JIMH3aMU, TOJKHBI YIUTHIBATh, YTO Ha (DOHE TPHUMEHEHUS
0eTa-aIpeH00I0KATOPOB BO3MOKHO CHMYKEHUE TTPOTYKIIUU CIE3HON KHUIKOCTH.

BcrnomorarennHEIC BEIIECTBA

[Ipenapar bunon Kop coaepxut nakro3y. [lanimentaM ¢ peako BCTpedarolencss HACIeICTBEHHOU
HEMEePEHOCUMOCTBIO TaJIaKTO3bl, Ae(UIIMTOM JIAKTa3bl WK TIIIOKO30-TaJIAKTO3HON MaibabcopOIueit
HE CIIeAyeT NPUHUMATh 3TOT IIpenapar.

4.5. B3aumopeiicTBMe ¢ [PYTHMH JeKAapPCTBeHHbIMHM IIpenaparaMd M Jpyrue BHABI
B3aMMOJAEHCTBUSA

HepekoMeHayeMble KOMOUHALIMY

Anmuapummuyeckue cpeocmea 1 knacca (Haupumep, XWHUIWH, IW30NHMPAMUM, JUIOKAWH,
¢benuronH, GrekanHua, npornadeHoH) Ipu OAHOBPEMEHHOM MPUMEHEHUHU ¢ OMCOMPOSIOIOM MOTYT
CHIXATh AV IPOBOIUMOCTB M COKPATUTEIBHYIO CITIOCOOHOCTh MHOKap/a.

EBnokamopul «mednennvixy kanvyuesvix kananos (BMKK) muna eepanamuna u 6 menvuieti cmenenu
ounmuasema TPy OJHOBPEMEHHOM NPUMEHEHUH ¢ OUCONPOIO0IOM MOTYT IPUBOAUTH K CHUKEHUIO
COKpaTHUTEIbHOM CHOCOOHOCTH MHOKapAa M HapymeHuiro AV mpoBoaumoctd. B uactHOCTH,
BHYTPUBEHHOE BBE/ICHUE BepanaMuia MalueHTaM, IPUHUMAIOIUM OeTa-apeHO0I0KaTOPbI, MOXKET
MIPUBECTH K BBIPAKEHHOH apTepHaIbHON THIOTEeH3UuN U AV Ookaze.

lI'unomensusnvie cpeocmea yeumpanbHoco Oeticmeuss (TakKue Kak KJIOHUAWH, METHIIIONA,
MOKCOHMJIMH, PUJIMEHMJIMH) MOTYT HpuBOAUTH K YypekeHuto YCC M CHMIKEHHUIO CeplIedHOro
BbIOpOCa, a TaKXKe K Ba30JWJIaTalluy BCJIEACTBUE CHUKEHNUS LIEHTPAIbHOTO CUMIIATUYECKOT0 TOHYCA.
Peskast oTMeHa, 0cOOEHHO /10 OTMEHBI OeTa-aapeH00I0KaTOPOB, MOXKET YBEIUYUTh PUCK PA3BUTHS
«PUKOIIETHOM» apTepHaabHON TMIIEPTEH3UU.

DuneonuMO0 MOXKET YCUIUTh OTPULATEIBHBIA XPOHOTPOIIHBINA 3P QeKT OeTa-aApeH0OI0KaTOPOB U
MPUBECTH K BBIpaKEHHON Opamukapauu. OJHOBpeMEHHOE NpUMEHEHHEe (UHromIuMona H
METONpOoJIoJIa HE peKoMeHayercs. B ciiyuae HeE0OXOJMMOCTH OJHOBPEMEHHOTO MPUMEHEHHUS
¢buHrONIMMOIa M Omcomposiona TpedyeTcs TIIaTeIbHOe HAOMIOJCHHE 3a COCTOSHUEM ITalMeHTA.
PexomeHyeTcsi HAUMHATh KOMOMHUPOBAHHYIO TEPANUIO B YCIOBHSIX CTAIlMOHAPA M OCYIIECTBIIAThH
COOTBETCTBYIOIIMI MOHUTOPHUHT (ITOKa3aH AIUTENbHBIN KOHTpob UCC, Mo MeHbIIeH Mepe, 10 yTpa
CJICAYIOIIETO AHS MOCTe MEPBOro OJHOBPEMEHHOTO IprueMa (PUHr0JIMMOo/1a M OUCOIIPOIIOIa).

KomOunammu, Tpedyromne 0co00i OCTOPOKHOCTH

BMKK, npouseoonvie oucuoponupuouna (Harpumep, HueaunuH, (HernoaunuH, aMIoJUINH), TIpU
OJTHOBPEMEHHOM MPUMEHEHHUH C OMCOIPOJIOJIOM MOTYT YBEIMYUBATH PUCK PA3BUTHS apTEPUATHHOM
runoteH3un. Y mnanueHToB ¢ XCH Henb3s HUCKIIOUUTh PHUCK MOCIEIYIOUIEro YXYAILICHUS
COKpaTUTEIbHOU (PYHKITUU Cepla.

Aumuapummuyeckue cpeocmsa 11l knacca (HapuMmep, aMHOJapOH) MOTYT YCHJIMBAaTh HapyIIeHUE
AV npoBOJAMMOCTH.



COOTEBETCTEYET .
oT 29.12

Jleticmeue bema-adpernob610Kkamopos 0k MeECMHO20 puMeHe)'tﬂ}lrll(HQHM b‘Trliggi{'ﬂlfx I'K;._ﬁ'ehll's' IIIﬁI-'ﬂ

MY OTUETY

JIeUEHHs] TJAyKOMBI) MOXET YCHJIMBATh CHCTeMHBbIE 3¢¢eKkTsl Oucomponona (camwxkenue All,
ypexkerne YCC).

Iapacumnamomumemuxy TPUA OJHOBPEMEHHOM NMPHUMEHEHHH C OMCOIPOJIOIOM MOTYT YCHJIUBAThH
Hapyuienne AV mpoBOAMMOCTH U YBEIMUYUBATh PUCK Pa3BUTHS OpaauKapIui.

['unornukeMuyeckoe ACHCTBUE UHCYAUHA UTU SUNOSTUKEMUYECKUX Cpedcm8 OJisl npuema 6Hympb
MOJET YCHJIMBaThCs. [IpHU3HAKU TUMOTJIMKEMHUH, B YaCTHOCTH TaXMKapAHs, MOTYT MacKHpPOBAThCS
HUIJIN MTOJaBJIATHCA. HO,Z[O6HBI€ BBaHMOHeﬁCTBHH 60.]'[66 BCPOATHBI IPU MPUMCHCHUN HCCCIICKTUBHBIX
OeTa-aIpeH00I0KATOPOB.

Cpeocmea ons nposedenus obwell aHecmesuy MOTYT YBEIHMUUBATh PUCK KapIUOJEHPECCHBHOIO
NEUCTBUSA, MPUBOJIS K apTEPUATIbHON TMIIOTEH3UH.

Cepoeunvle 2nuko3udbl TIPU OJTHOBPEMEHHOM NMPUMEHEHMH C OMCOIPOJIOIOM MOTYT MPHBOIUTH K
YBEJIMUEHUIO BPEMEHH MPOBEICHUS UMITYJIbCA M, TAKUM 00pa3oM, K pa3BUTHIO OpaauKapIuu.

Hecmepouonvie npomu8o8OCNAIUMENbHbLE npenapamsoi (HIIBII) MOT'YT CHMKATh
AHTUTUNEPTEH3UBHBIN A (PeKT Oucomposoa.

OpHOBpeMEHHOE TpHUMEHEHHe Oucomponona ¢  Oema-adpeHomumemuxamu  (HapuMmep,
M30TPEHAINH, T00yTaMUH ) MOXET MPUBOJIUTH K CHIDKCHHIO Y (PekxTa 000oux mpenapaTos.

Coueranue Oucomponona ¢ adpeHOMUMEMUKamu, GIUAWUMY Ha Oema- U  anvgha-
aopenopeyenmopbl (manpumep, HOP3MHUHEPPUH, snHEePpUH), MOXET YCHJIMBATh
BAa30KOHCTPUKTOPHbIE A(PQEKThl 3TUX MpPErnaparoB, BO3HUKAIOINIMX C y4yacTueM ajbda-
aJpeHOPEIenTOPOB, MpUBOIA K oBbIIeHUIO A/Jl. [TogoOHbIe B3auMoaeiiCTBUS O0Jiee BEPOSITHBI TPH
NIPUMEHEHHUHU HeceleKMUBHbIX bema-aopenobioKamopos.

T'unomen3usnvie cpedcmea maxk dxce, KaK u opyeue cpeocmaa ¢ 603MONCHLIM AHMUSUNEPTNEH3UBHBIM
agpexmom (Haripumep, TPUIMKINIECKUE aHTHACIPECCaHThl, 0apOUTYypaThl, PEHOTHA3UHBI), MOTYT
YCUJIMBATh aHTUTUTIEPTEH3UBHBIN d(PPeKT Oucomnposoa.

Megnoxun ipyu OTHOBPEMEHHOM MPUMEHEHUH C OMCOTPOIIOTIOM MOKET YBEITUUMBATH PUCK PAa3BUTHS
OpaauKapIuu.

Hneubumopor  monoamunoxcuoazvl (MAO) (3a ucknouenuem uneubumopos MAO B) MoryT
YCUJIMBATh aHTUTUTIEPTEH3UBHBIA d(PdekT OeTa-anpenobmokaropo. OMHOBpEMEHHOE TPUMEHEHNE
TAK)KE MOXKET MPUBECTU K PA3BUTHUIO THIIEPTOHUYECKOTO KPH3a.

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

Ankanouosi cnopuinbu

HermapupoBaHHbIE — alKalOWIbl  CIIOPBIHBM  TIOBBIMIAIOT ~ PHCK  Pa3BUTHA  HAapyHICHHUU
nepudepuyeckoro KpoBOOOpalleHUsl. OProTaMHMH TMOBBINIAET PHUCK PA3BUTUS HAPYIICHUS
nepudepruIecKoro KpoBooOpaIieHusI.

DdapMaKOKMHETUYECKUE B3ANUMOJIENCTBUS

B (apmakokMHETHUECKHMX WCCIIEIOBAaHUSAX HE BBIABICHBI B3aUMOJCHCTBUS OHCOMpoJona ¢
TUA3HIHBIMH JUYPETUKAMHU, TaKUMH KaK THUIPOXJIOPOTHA3WA, W LUMETUAWH. bucomponon He
okazpiBal  d(pdexkra Ha  dapMaKOKMHETHKY TeopWUIMHA. Pudamnuime  yBeIWYuBaeT
MeTabONMUeCKU KIUPEHC H YKOpPAuyuBaeT TMEPHOJ TOIYBBIBEACHHS OHCOMPONIONa, OJHAKO
KOPPEKIMH 03Bl TipenapaTa He Tpedyercs. buconposion He BiIHseT Ha MPOTPOMOWHOBOE BpeMs Yy
MAIMEHTOB, MOMYyYaAONINX CTAOMILHYIO 103y BapdapuHa.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

bepemeHHOCTD
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TeyeHue OEpeMEHHOCTH W OpPTaHu3M ILI0JIa/HOBOPOKICHHOT0. B 1emnom, Gera-aapeHo010KaTopsl
CHIDKAIOT KPOBOTOK B IUIAIICHTE, YTO MOKET IPUBOJIUTH K 33/ICPIKKE POCTA TUI0AA, BHYTPUYTPOOHOU
rulenu Ioja WK MPeXAEBPEMEHHBIM poJaM. Y IUI0/ia U HOBOPOXKAEHHOTO MOTYT Pa3BHBATHCS
HEeXeJaTelIbHbIC SBJICHUS (HalpuMep, TUIIOTJIMKEMUS U OpaJiuKapansi).

[Ipn HEoOXOAMMOCTH JeueHus: OeTa-aapeHOOIoOKaTOpaMu MPEINOYTEHUE CIEeAyeT OT/AaBaTh
CEJICKTUBHBIM OeTa-aIpeH00I0KaTOpaM.

IIpu OepeMeHHOCTH OMCONMPOJION CIEAYET NPUMEHSTh TOJNBKO B ciydae aOCONIOTHOU
HEOOXOJMMOCTH, €CIT OXKHIaeMasl IMOoJIb3a JUIS MaTepy IPEBBIIIACT BO3MOXHBIH PHUCK Pa3BHUTHS
000YHBIX 3(PPEKTOB y 11012 U/UIIM HOBOPOXkKAeHHOTO. ClIe1yeT OTCIeKUBAaTh KPOBOTOK B IUTALICHTE
M MaTKe, a TaKXe HaOII0JaTh 3a POCTOM M pa3BUTHEM Oyayiiero pebeHka. B ciaydae mosBieHus
HE)KEJIATENbHbIX SBJICHUH B OTHOIICHUH OEPEMEHHOCTH W/WIIM IUIOJIa PEKOMEHIYETCSl MPHUHSITH
abTEPHATUBHBIC METO/IBI TEPAITUH.

Crenyer TateabHO 00CIIeI0BaTh HOBOPOXKAECHHOTO TOCTe POOB. B mepBbie Tpu AHS KU3HU MOTYT
BO3HUKATh CUMITOMBI OpaJiuKapAuY U TUIIOTTTUKEMHH.

JlakTaius

[lo maHHBIM JAOKIMHUYECKUX HCCIEAOBAHUNA OMCOMPOJION W/UIM €ro MeTaboNUTHI BBIACISAIOTCS B
MOJIOKO JIAKTUPYIOUINX KPbIC. JIaHHBIX O BBIICTICHUH OMCOIPOJIOia B TPy IHOE MOJIOKO HeT. [Toatomy
npreM OUCOMpPOJIoNIa HE PEKOMEHIYETCs KEHIIMHAM B MEpPHOJ TPyIHOTO BcKapmiiuBaHus. Ecnu
npueM Oucomposiona B TEPHOJ JIAKTAlMM HEOOXOAWM, TPYAHOE BCKapMJIMBAaHUE CIEIyeT
MIPEKPATUTb.

4.7. BuusiHMe Ha CHOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHM3MaMH

Bucomnposnon He BiIMAET Ha CHOCOOHOCTH K YIPABICHHIO TPAHCIOPTHBIMH CPEJICTBAMH COTJIACHO
pe3yibTatam uccienoBanus, y naiueHToB ¢ UbC. Ognako, BCienCTBUE UHANBUIYAIbHBIX PEAKIIHIA,
CIIOCOOHOCTH K YIPaBICHUIO TPAHCTIOPTHBIMU CPEJICTBAMH U MEXaHU3MaMHU MOXKET ObITh HapyIIeHa.
Ha »To cnenyer oO6paTtuTh oco00e BHUMaHHUE B Ha4yaye JEYCHHS, TIOCIE U3MEHEHHS JI03bI, a TAKKE
IIPU OJTHOBPEMEHHOM YIOTPEOICHUH aTKOTOJISL.

4.8. HexxenaTe/ibHbIE peakmum

Pesrome mpoduiist 6e300acHOCTH

HexenarenpHbie p€akiru MpEACTABICHBI B COOTBETCTBUU C CUCTCMHO-OpraHHBIMU KJIaCCaMH U C
YKa3aHUEM 94aCTOTbl BOBHUKHOBCHMU:

oudeHb yacto (>1/10); wacto (>1/100 no <1/10); Heuacto (>1/1000 uo <1/100); peaxo ( >1/10000 HO
<1/1000); ouennr peakxo (<1/10000), gacTora Heu3BecTHa (Ha OCHOBAHHHM WMEIOIIUXCS JTaHHBIX
OIICHUTH HEBO3MOYKHO).

Tcuxuueckue napywenus:

Heuacro: nenpeccus, 6ecconnuria.

PG,Z[KOZ TraJuIronrHaly, HOYHBIC KOI_HMapr.
Hapywenus co cmoponwl nepsroii cucmemoi
Yacro. roloBOKpYKEHHE, TOJIOBHAS OOJIb.
Penxo: nmorepst cozHaHus.

Hapywenus co cmoponwl opeana 3penus
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OueHb peiko: KOHbIOHKTHBHUT.

Hapywenus co cmoponul opeana crnyxa u nabupunma

Penko: HapyuieHnus ciryxa.

Hapywenus co cmoponul cepoya

OueHb yacTo. Opanukapaus.

Yacro: ycyryonenne cumntomoB TeueHus XCH,

Heuacro. Hapymenue AV npoBoJuMOCTH.

Hapywenus co cmoponul cocyoos

Yacro: ourynieHue noxoa0JaHus WM OHEMEHHUS B KOHEYHOCTSIX, BEIpaKEHHOE CHUKEeHHE Al
HeuacTo: opTocrarnueckast THIIOTEH3USI.

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

HeuacTto: OpoHxocna3m y MalMeHTOB ¢ OpPOHXHAIBHOW acCTMOW WM OOCTPYKIIMEH IIbIXaTeIbHBIX
IIyT€H B aHAMHE3E.

Penxo: anneprudeckuii puHUT.

Hapywenus co cmoponul diceny00uno-Kumeuno2o mpaxkma
Yacro: TOUIHOTa, pBOTA, JUAPES, 3a110P.

Hapywenus co cmoponvl neuenu u scenuesvi800aumux nymet
Penko: rematur.

Hapywenus co cmopoHbl Kodcu u N0OOKONHCHBIX MKAHelU

PCILKOI pC€aKkuuu MMOBBIIICHHOMN YYBCTBUTCIIBHOCTH, TAKHE KakK KO>KHBIN 3y, CbIllb, TUIICPEMUA
KO’KHBIX ITOKPOBOB, aHI‘I/IOHeBpOTI/I‘-IGCKI/Iﬁ OTCK.

OueHb pesIKo: anonenus.

Bbera-aapeHo010KaTOPBl MOTYT CIIOCOOCTBOBATh OOOCTPEHHUIO CUMITOMOB IICOPHA3a WM BHI3BIBATH
MICOPHA30MOI00HYIO CHITIb.

Hapywenus co cmopoHbl MbluieuHoll, KOCMHOU U COeOUHUMENbHOU MKAHU
Heuacro: mbimeunas ¢i1abocTb, Cy10pOTH MBIIIIL.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembvl U MOJIOYHBIX JHcele3
Penxo: spextunbHas nucyHKIUA.

Obwue napywenus u peakyuu 8 mecme 66e0eHusl

Yacro: acTeHus, OBBIIIEHHAS] YTOMIISIEMOCTb.

Jlabopamopnvlie u uncmpymenmanbHvle OaHHblE

Penko: rumeprpurimnepuaeMus, TOBBIICHHE AaKTHBHOCTH  «IIEYEHOYHBIX» TpPAaHCAMHHA3
(amanunamuHoTpancdepassl (AJIT), acnmapraramunorpancdepassl (ACT)).

COO6I.H€HI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O TMOJ03pEBAaEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIE PETUCTPALUU
JIEKapCTBEHHOI'0 TIperapara C Ledblo O0ecreueHus: HEeNpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oNib3a — PHCK» JIEKAPCTBEHHOTO Tpernapara. METUIIMHCKUM pa0OTHUKAM pPEeKOMEHIYeTCs

9
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HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCydapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
WNuTtepuer-caitt: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMIOTOMBI

Haubonee wyacTble CHUMNTOMBI IE€pelOo3UPOBKU: AV Onokajga, BbIpaXeHHass OpagukapIus,
BBIpayKeHHOE CHIKeHue A/Jl, OpoHxocnasm, ocTpas cepAeyHas HeJOCTATOYHOCTD U THUITOTIINKEMHUSL.

YyBCTBUTEIBHOCTH K OHOKPATHOMY IIPUEMY BBICOKOH /103l OMCOMPOIIOIIAa CUIIBHO BapbUPYET CPear
OTJIETLHBIX MMAIIMEHTOB, U BeposATHO manueHThl ¢ XCH 001a1af0T BEICOKOW YyBCTBUTEIBHOCTHIO.

Jleuenue

B cnyyae mepeno3upoBKH, MpexkJe BCEro, HEOOXOAMMO NMPEKPaTUTh MPHEM IpernapaTa U HadaThb
MOAICPKUBAIOIIYI0 CHMITOMATHYECKYIO TEPAIUIO.

[Ipu BeIpakeHHOW Opamukapauu: BHYTPMBEHHOE BBeleHuWe arponuHa. Ecmm  sddexr
HE/IOCTaTOYHBIN, C OCTOPOXXHOCTHIO MOXKHO BBECTH JIEKAPCTBEHHBINW Ipemapar, o0janarormui
MOJIOKUTEIBHBIM ~ XPOHOTPONHBIM  AelcTBUEM. [Horna MokeT noTpeOoBaThCsi BpEMEHHas
IIOCTAaHOBKA 3JIEKTPOKAPAUOCTUMYJISATOPA.

[Ipu BeIpaxkeHHOM cHUeHHH AJl: BHYTPHMBEHHOE BBEACHHE IIJIa3MO3aMEUIalOIIUX PacTBOPOB U
Ba30MPECCOPHBIX MpenapaToB. BHyTpUBEHHOE BBECHUE TITIOKAarOHa MOXKET OBITh 11€7€CO00Pa3HBIM.

[Tpu AV 0rnokazne: manyueHTHl TOHKHBI HaXOMUTHCS O[] IMOCTOSHHBIM HAOIIONCHHEM M TOIydYaTh
neyeHne OeTa-aipeHOMUMETHKAMU, TaKUMH Kak osnuHedppuH. B ciaydae HeoOXxoaumocTu —
MIOCTaHOBKA AJIEKTPOKAPANOCTHMYJISITOPA.

IIpu ob6octpennn Teuenus XCH: BHYTpUBEHHOE BBEACHUE AMYPETHUKOB, IIpenapaToB C
MOJIOKUTEIBHBIM MHOTPOITHBIM 3 (PEKTOM U Ba30JUJIaTATOPOB.

[Tpu 6poHxocna3Me: MpUMeHeHHE OPOHXOIMIIATaTOPOB, B TOM YK Ciie OeTaz2-aApEHOMUMETHUKOB W/WIIH
aMUHO(DWIITHA.

IIpu runorinvkeMun: BHyTPUBEHHOE BBEJIEHUE IEKCTPO3BI (TIIIOKO3BI).

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoanHaMHYecKHe CBOCTBA

dapmakoTepaneBTHIYECKas Tpyna; 6eTa-aapeHo0I0KaTOPHI; CEIIEKTUBHBIE OeTa-aapeHO0TIOKATOPHI.
Kox ATX: CO7ABO07

MexaHusM aeiicTteus U hapMakoauHaMudeckne 3O HEKTHI

CenexkTuBHbIM OeTaj-anpeHo010kaTop 6e3 COOCTBEHHON CHMITATOMUMETHYECKOW AaKTUBHOCTH, HE

obOnagaeT MeMOpaHOCTAOMIM3UPYIONIUM JIEUCTBHEM. bBHCOMposion B TepanmeBTHYECKUX J03aX

o0lajaeT HE3HAYMTENbHBIM CpPOJCTBOM K OeTaz-aJjpeHOpelenTopaM BHYTPEHHUX OpraHoOB

(TToKeITyTouHast KeJe3a, CKeJIETHBIE MBIIIIIBI, TJIaJKas MyCKyJaTypa nepudepudecKix apTepHid,
10
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CrnenoBarenbHO, OUCOIIPOIIOIN (B OTIMYME OT HECENIEKTUBHBIX OeTa-aapeHO0IOKaTOPOB) B IIEJIOM HE
BIUSET HA CONPOTHBIICHHUE [BIXaTEJIbHBIX ITyTEH, OKa3bIBAET MEHEE BBIPAXCHHOE BIIMSHHUE HA
OpraHsl, cojiepkaiue 0eTaz-aipeHOPELENTOPhl, U Ha YIICBOAHBII OOMEH, HE BBI3BIBACT 3a/IEPIKKU
MOHOB HaTpUs B OpraHu3Me. BeIpa)kKeHHOCTh aTepOreHHOro JeicTBUs OMCONPOIIoa HE OTIMYAeTCs
OT JIEHCTBUS IIPOIIPAHOJIONA.

B TepaneBTHuecknx mo3ax OHCOIMPOJION OJOKHpPYET OeTai-aJApeHOPEEeNTOPhl CEP/la, YMEHBIIACT
CTUMYJIUPOBaHHOE KarexosamMmuHamu oOpazoBanue UAM® u3 AT®. CHukaeT BHYTPUKIECTOUHBIN
TOK MOHOB KaJIbLIUs, OKA3bIBACT OTPULIATEIBHOE XPOHO-, JPOMO-, 0aTMO- U HE SBHO BBIPAKCHHOE
MHOTpOIHOE JeiicTBre. bucornponon ymensinaeT yactoty cepaeunbix cokpamenuit (UCC) B mokoe
U IIpU Harpyske, 3aMeIgeT aTPUOBEHTPHUKYJSPHYIO IMPOBOJUMOCTb, YMEHBINAET BO30YAMMOCTb
Muokapaa. CHMXKaeT CceplIeuHblii BHIOPOC, B HE3HAYUTEIBHON CTETIEHU CHIDKACT YAApHBIH 00BEM.
VYMeHbIIaeT NoTpeOHOCTh MUOKAp/a B KUCIOPOE, CHUKAET aKTUBHOCTh PEHHHA IUIa3Mbl KPOBH.

B navane nedyenus B mepBele 24 yaca mocie mpueMa Oucomposiona ofmiee mnepudepuyeckoe
cocymucroe conpotusieHue (OIICC) HeckoabKO yBeTMYHMBAETCS (B PE3ynbTaTe PEUHUIPOKHOTO
BO3paCTaHMsI aKTUBHOCTH aJib(ha-aJpeHOPELeIITOPOB).

Uepes 1-3 cyroxk OIICC Bo3Bpamiaercs K ucxoaHoMmy. IIpu miutenbHOM Tepanuu W3HAYAIbHO
noBbiieHHoe OIICC camxkaercs.

MakcumanbHBIM reMoguHaMudeckuil 3pdext qocturaercs yepe3 3—4 daca mocie npuemMa BHYTPb.
ITpu npumenenuu 1 pa3 B CyTku TepaneBTuueckuii 3pext duconposuoina coxpansercs B TeueHue 24
yacoB Onarogaps 10—12 yacoBoMmy nepuoay MOJyBBIBEACHUS U3 TIa3Mbl KPOBH.

Bucomnposnon o0nagaer TakKUMH Xe IEKTPOPHU3UOIOrHYeCKUMH P PeKTaMu, Kak U apyrue Oera-
aapeHoOoKaTopel. B anekTpodusnonornueckux ucciaeaoBaHusx Oucomponon ypexan YCC,
YBEIMYMBAJ ~ BpeMs  MpPOBEJACHUA M pedpakTepHble  MEPUOAbl  CHHOATPUAIBHOTO |
aTPUOBECHTPUKYJISIPHOTO y35I0B. OTMeuaercss yminHeHue wuHTepBaioB RR wu PQ, a Ttakxke
koppurupoBanHoro uarepsaia QT (QTc) na OKI' (B nmpenenax HOpManbHbBIX 3HAUECHUH).

BI/ICOHPOJ'IOJ'I OKa3bIBaCT AaHTUTUIICPTCH3NUBHOC, AHTHAPUTMHUYCCKOC U AaHTHAHT'MHAJIBHOC I[GI\/'ICTBI/IC.

5.2. apmakoKknHeTHYECKHE CBOHCTBA

AOGcopOrus

Buconposnon nouru nonnocteio (6o1ee 90%) BcackiBaeTCs U3 JKEITYA0YHO-KHILIEYHOTO TpakTa. Ero
OMOJOCTYIHOCTH BCIIEJCTBUE HE3HAUNTEIBHON METa0O0IU3aLINHU «IIPH [IEPBOM MTPOXOXKIACHUMY Yepe3
neyeHb (Ha ypoBHe nmpumepHo 10%) cocrasisier okoio 90% mnocne npuema BHYTpb. [Iprem nuiu He
BIUSIET Ha OWOJOCTYMHOCTb. BHCOMpPONON NEMOHCTPUPYET JIMHEWHYIO KHUHETHKY, MPUYEM €ro
KOHIICHTPALIUHU B MJIa3Me KPOBU MPOMOPILUOHAIBHBI IPUHATOM /103€ B Axana3zoHe 103 oT 5 10 20 mr.
MakcumanbHasg KOHIEHTPAIMS B IUIa3Me KPOBU JOCTUTAETCS yepes 2—3 .

Pacnpenenenue

buconponon pacnpenensiercss moBoiabHO mmMpoko. OObeM pacmpeneneHus cocTaBiser 3,5 J/kr.
Casi3b ¢ OenkaMu TUIa3Mbl KPpoBH JocTUraeT npumepHo 30%.

Buorpancdopmaris

Buconposnon merabonu3upyercsi Mo OKUCIUTENFHOMY ITyTH 0e3 mocieayiomeld Konbroranuu. Bee
METa0OJIUTHl TOJSIPHBI (BOAOPACTBOPUMBI) M BBIBOAATCS TOoYkaMu. (OCHOBHBIE METaOOJIHTHI,
oOHapyXKUBaeMble B IIa3M€ KPOBM M MOYE, HE MPOSBIAIOT (HapMaKOJIOTHYECKOH aKTHBHOCTH.
JlaHHble, MOJIy4YE€HHbIE B pe3yibTaTe dKCIEPUMEHTOB C MHUKPOCOMAaMH TMEYEHU 4YeJioBeKa in Vitro,
MOKa3bIBAIOT, YTO OMCOMPOIION META0OIU3UPYETCS B MEPBYIO O4Yepeab C MOMOIIbI0 H30(pepMeHTa
CYP3A4 (oxono 95%), a uzodepment CYP2D6 urpaer nuiirb HeOOIBIIYIO POIIb.
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Knupenc 6uconposona onpenensiercss paBHOBECHEM MEKy BHIBEICHUEM ITOUYKaMHU B HEM3MEHEHHOM
Buje (oxoso 50%) u merabonuzmoM B riedeHu (oxoiio 50%) 10 MeTaboInuTOB, KOTOPBIE 3aTEM TaKXKe
BBIBOZSTCA oukamu. O0mmii kiupeHc cocranisget 15 n/4. [lepuoa nonyBbeiBeieHus coctanisier 10—
12 4.

dapmakoknHeTHKa Oucomnposnona y nanueHToB ¢ XCH u comyTcTByOMMM HapymeHneM (yHKIUN
IIEYECHH WJIM NT0YEK HE N3y4allach.

Oco0ble rpynibl MalueHTOB

Toueunas neoocmamoynocme

B uccnenoBanuu y naineHToOB ¢ MOYEUHON HEJOCTATOUHOCTHIO (cpenHuii kinupeHc kpearnHuHa [KK]
28 Mi/MuH) ObLTO TOKazaHO, 4uTo cHmwkeHue KK compoBoxkmaercs yBemmdeHHEM Cmax, AUC
(momane WOJ KPUBOM «KOHIEHTpauus-Bpemsi») u Tin Oucomponona. [1oCKOJIBKY KIMpPEHC
Oucomnposoia B paBHOM CTENEHU OCYIIECTBISETCS MOYKaMU U MIEUEHbI0, CYIIECTBEHHOW KyMYJISALUN
Oucomnposona y MAalUEHTOB C JIETKOM M YMEPEHHOH CTENeHBI0 MOYEYHOM HEIOCTaTOYHOCTU HE
orMmeuaercs. B cimydae Tsokenoi nmodeunoi HempoctatouHocTH (KK <20 Mi/MHUH) KyMyJISIusi MOKET
MIPOUCXOAUTh, U 1032 Mpenapara He JOJDKHA MpeBbIaTh 10 Mr B CyTKH.

Ileyenounas nedocmamounocms

VY ManueHToB C IUPPO30OM IE€YEHH OTMEYAeTCs BBICOKAs BapuaOeIbHOCTh W 3HAYUTEIILHOE
3aMeJIeHHEe AUMHUHALIMY 110 CPAaBHEHUIO €O 370poBbIMU JtoAbMHU (T1/2 Ouconposiona cocTaBiser ot
8,3 no 21,7 vacoB). KnuHnuecku 3Ha4MMble pa3nuuus (apMaKOKHHETUKU MEXKIy MallMeHTaMH C
HOPMaJIbHOW M HApYIICHHOW (PyHKITMEH IeUeH! HEe BBISBIICHBI. B ciiydae BeIpaK€eHHOHN MEYECHOUYHON
HEZ0CTaTOYHOCTU KyMYJISIIIUS MOXKET IPOMCXOANTD, U 1032 IIpenapara He 10JKHA peBbiaTh 10 mr
B CYTKH.

XpOHuQQCKa}l cepc)elmaﬂ He0oCmamo4HoCmb

VY mamuenToB ¢ XCH III ¢pynkmmonanpHOoro kiacca mo kmaccudukarnua NYHA Oblmn oTMEUYeHBI
0oJ1ee BBICOKOE COJIep:KaHre OMCOIMPOIIOIIa B TUTa3Me KPOBH M YBEITMUCHHBIN IEPHO/T ITOTYBBIBEICHUS
[0 CPaBHEHMUIO CO 3J0POBBIMU J10OpOBOJIBIAMHU. MakcUMallbHas KOHIIEHTpalus OHCOIposoia B
IUIa3Me KPOBU B PAaBHOBECHOM COCTOSIHMM cocTaBisgeT 64+21 Hr/ma mpu cyrouHoil moze 10 wmr;
MIePUOJT TIOJTYBBIBEJICHUS COCTaBIsIeT 17+5 yacoB. dapMakOKMHETHKA OMCOMPOJIOIa y TAIMEHTOB C
XCH # conyTCTBYIOIIMM HapylIeHHeM (DYHKIIMH MTEYCHH WU MMOYEeK HE U3Yydallach.

J]uua noosicus10co so3pacma

Y MalUCHTOB IMOXKWJIIOr0 BO3paCTa OTMEYACTCA HCE3HAYUTCIIBHOC YBCIIMYCHUC HCKOTOPBIX
dhapmakokuHeTndeckux mokazareneit (T12, AUC, Cmax) OMCOTPOIIOIa IO CPAaBHEHUIO ¢ MOJIOABIMH
ManueHTaMu, NpCANOJIOXKUTCIIBHO B CBA3U C BO3PACTHBIM CHHIKCHUCM IMMOYCYHOTI'O KIIMPCHCA. O,Z[HaKO
9TH Pa3IN4Us He SBISIOTCS KIIMHHYECKH 3HAYUMBIME U HE TPEOYIOT KOPPEKIIUH 1036l OMCOTPOJIOIIA.

53 JlokJanHUYecKUEe TaHHbIE M0 0€30MACHOCTH

JlaHHBIE NOKJIMHUYECKUX HCCIICAOBAHUI TMOATBEPKIAIOT OTCYTCTBHE CHEIM(PHUECKUX PHCKOB LIS
YeJI0BeKa Ha OCHOBE OOBIYHBIX (HapMaKOJIOTHYECKHX HCCIIEAOBAaHUI 0e30MacHOCTH, TOKCUYHOCTHU
MOBTOPHBIX 103, TEHOTOKCHYHOCTH WJIM MCCIIEOBaHWH KaHIeporeHHocTH. Kak u npyrue Oeta-
aipeHo0I0KATOPhI, OMCONPOJIONT OKa3blBaJl TOKCHYECKOE BO3JCHCTBHE HAa OpPraHU3M MaTepu
(cHIKEeHUE MOTPEOJICHHSI TUIIY ¥ CHIDKCHHUE MacChl Tella) M SMOpHoHa/Tio/1a (YBETNYEHNE YaCTOTHI
CllyyaeB pe30pOLMH IUIOJIA, YMEHBIICHHE MAacChl Tela TOTOMCTBA IPH POXKACHUH, 3aJepiKKa
(U3NYIECKOTO pa3BUTHS) B BRICOKUX JI03aX, HO HE SIBIISIJICS TEPATOTCHHBIM.
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6. DPAPMAIIEBTUUECKHUE CBOICTBA (MOCTIEQOBATENEHOCTS 0005)

6.1. Ilepeuenb BcnoMOraTe/IbHbIX BelIECTB

JlakT03BI MOHOTHAPAT
Hennrono3a MUKpOKpUCTATIIMYECKAs
Maruus creapat

Kpocnosuios.

6.2. HecoBmecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

[Ipu remnepatype He Bbime 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKH

[To 14 Tabnerok B 6iuctepe u3 An/IIBX/TIBJX. ITo 1, 2 nnu 4 6ictepa B KapTOHHYIO TTAYKY BMECTE

C MHCTPYKLMEHN 110 IPUMEHEHHUIO.

6.6. Oco0Obie MepbI PETOCTOPOKHOCTH NPH YHUUYTOKEHNUH UCIOJb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJ€e NMPUMEHEHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaHMIYJSIIMHU € IpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Benrpus
OAO «I'eneon Puxtep»
1103 bynanemr, yi. J{émpén, 19-21

7.1. llpencraBuTeib Aep:KaTesis PerucTPAIMOHHOIO YA0CTOBEPEHUSA

[Iperen3uu noTpeduTeneil HaNMPaBIATH 1O aJIPECy:

Poccuiickas @enepanus

[IpeacraButensctBo OAO «I'eneon Puxtep» (Benrpus) r. Mocksa
Anpec: 119049 r. MockBa, 4-i1 JIoOpbIHUHCKHIT TIep., 10M 8
Tenedon: +7 495 987-15-55

DnektponHas nmoyura: drugsafety@g-richter.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(004307)-(PT-RU)
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9. KATET'OPHUSI OTITYCKA JIEKACTBEHHOTO IIPEHAPAT A B4 TENEHOCTE 0005)

JlexapcTBEeHHBIH IpenapaT OTHOCUTCS K KaTErOpUH OTIIYCKa M0 PELENTY

OOmas xapakTepucTUKa JEKapCTBEeHHOro mpemnapara bumon Kop moctymHa B ennHOM peectpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasHiiCKOro HSKOHOMHYECKOTO COK3a M Ha
oduIaTEHOM caiite YIIOJIHOMOYEHHOTO oprasa
https://eec.eaeunion.org. (https://lk.regmed.ru/Register/EAEU _SmPC)
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