COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
(NOCNEOOBATENEHOCTE 0004)

NHCTPYKLMA

1O MEJUILIMHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA
BUJIOI®

PerncrpanuoHHblii HOMep:
Toprosoe Hanumenosanue: bugon®
MexkayHapoaHOe HeNATeHTOBAHHOE HANMEHOBAHME: OHCOIMPOJION

JlekapcTBeHHas ¢opma: TabieTKU

Cocras
1 TabneTKa COIepKUT:

Jlo3upoBKa 5 Mr

Jleticmeyrowee sewecmeso. ducomnpoinona pymapar 5,00 mr.

Bcnomozamenvhvie ewjecmea: NaKTO3bl MOHOTHApPAT, L0032 MHKPOKpUCTANIMYECKas,
Mar"us creapar, KpOCIOBUIOH, MUTMEHT Mapku PB 22812 sxentolit (J1akT0361 MOHOTHAPAT 87%,
Kenesa okeu KenTeid 13%).

JoszupoBka 10 mr

Jleiicmeyrowee sewecmao. ducomnpoinona pymapat 10,00 mr.
Bcnomoeamenvuvie  6ewjecmea: NAKTO3bl MOHOTHAPAT, LEJUII0I03a MHUKPOKPHCTANINYECKas,
MarHusi creapar, KpOCHOBUJOH, MUTMEHT Mapku PB-27215 6exeBblil (1aKTO36I MOHOTHAPAT

60%, xene3a okcup xeatbid 38% u xene3a okcu KpacHslil 2%).

Onucanue

Tabimerku 5 Mr: KpYIJIbIC, ABOSAKOBBIITYKIIBIC TaOJIETKH CBETIIO-KEITOrO OBETa C XCJITOBAaTbIMU

BKparuieHUsIMUA ¢ MapKupoBKoil Bl o 1ieHTpy Hax puckoit u udpoii 5 HuXe pUCKH.

Tabnerku 10 Mr: Kpyrible, JIBOSIKOBBITYKJIbIE TaOJIETKH CBETJIO-KOPUYHEBOIO IIBETa C

KOPUYHEBATHIMHU BKpaIUICHUSIMU, ¢ MapkupoBkoi Bl mo nentpy Han puckoit u mudpoit 10 Huke
PUCKH.

dapmakoTepaneBTHYCCKAS rpymnmna: 6eTra-apeHo0I0KaTOPHI; CEJIEKTUBHbIE Oera-
aZpEeHOOI0KATOPHI.

Kox ATX: CO7AB07
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DapMaKoJIOrHYecKue CBOMCTBA

dapMakOAUHAMHKA

bucomnponon — cenekTUBHBIA OeTai-afpeH0O0I0KaTOp 0€3 COOCTBEHHON CHUMITATOMHUMETHYECKON
aKTUBHOCTH, He oOjagaeT MeMOpaHOCTaOWIM3HPYIONIUM  JIecTBHEM. bucompomon B
TEpaneBTHUECKUX J03aX o0NagaeT HE3HAYUTEIbHBIM CPOACTBOM K OeTaz-aJpeHopenenTopam
BHYTPEHHUX OpraHoB (MOKETyqouHasi >Keie3a, CKENETHBIC MBI, TJIagKkas MYCKyJarypa
nepudepuiIecKrux apTepuid, OpOHXOB U MATKH), a TAKXKe K OeTaz-aApeHOPEIenTOpaM, YIaCTBYIOITUM
B perymsanuu Merabonmsma. CienoBaTeabHO, OMCOMPOOa (B OTIWYHE OT HECEJICKTUBHBIX Oera-
a/IpeHOOJIOKATOPOB) B IIEJIOM HE BJIMSIET HA CONMPOTUBIICHUE JbIXaTEIbHBIX IyTEH, OKa3bIBAECT MEHEE
BBIpa)KEHHOE BIIMSHUE HAa OPTaHbl, coJeprKaiiue 0eTaz-aIpeHOPELenTOPhl, U Ha YIIIeBOJHBIN OOMEH,
HE BbI3bIBACT 3aJC€pKKW HOHOB HATpUsi B OpraHu3Me. BhIpa)keHHOCTh aTepOTeHHOTo AECHCTBUS
Oucomposoia He OTIUYAeTCs OT ACMCTBUS MporpaHoioia. B TepaneBTHUecKUX 103ax OUCOMPOIION
omokupyer Oetal-ampeHOperenTopbl CepAlla, YMEHbIIAeT CTUMYJIUPOBAHHOE KaTeXOJIaMUHAMH
obpazoBanne HAM® u3z AT®. CHuwkaeT BHYTPUKICTOUHBIH TOK HMOHOB KalbliUs, OKAa3bIBACT
OTpHULIATENIbHOE XPOHO-, IPOMO-, 6aTMO- 1 HE SIBHO BBIpaXKEHHOE HHOTPOIHOE JieiicTBUE. bruconponon
YMEHBIIAeT 4YacToTy cepaeunbix cokpamenuid (UYCC) B mokoe W TpH Harpys3ke, 3aMeisieT
aTPUOBEHTPUKYIPHYIO IPOBOJUMOCTb, YMEHBIIAET BO30YAUMOCTh MUOKapa. CHUXKAET cepIeUHbIH
BBIOPOC, B HE3HAYUTEIHHOMN CTENEHN CHUXKAET YAapHBIA 00beM. Y MeHbIIaeT NOTPeOHOCTh MHOKapIa
B KHCJIOpOJI€, CHUKAET aKTUBHOCTh PEHHMHA IJIa3Mbl KpoBU. B Hauane nedenust B nepsbie 24 yaca
nmocie npuema Oucomposona obmee mnepudepudeckoe cocyaucroe conpotusieHue (OIICC)
HECKOJIbKO YBeNMHuYMBaeTcs (B pe3yiabTaTe PEUUNPOKHOTO BO3PACTAHHS AaKTUBHOCTH aib(a-
aJpEHOPELENTOPOB).

UYepesz 1-3 cyrok OIICC BoszBpamaercss k ucxomaHomy. Ilpu nnuTenbHOM Tepanuu H3HAYaIbHO
noBbiieHHOe OIICC cHmxkaercs.

MakcuManbHBIA reMoguHaMUYecKuii 3pPexT gocturaercs yepe3 3—4 yaca mocie npuemMa BHYTPb.
[Tpu npumenennu 1 pa3 B CyTKH TepaneBTUYECKHd A3 PEeKT OUCONpoIIoia coxpaHsercs: B TeueHue 24
yacoB Omaronapst 10—12 yacoBomy nepuoay moJIyBBIBEICHUS U3 TUTa3Mbl KPOBH.

bucomnponon obmamaer TakuMmu ke 3eKTpodu3noorndeckumMu 3 dexTamu, Kak u apyrue Oera-
azpeHobmokaropel. B anektpodusnonornueckux ucciaenoBaHuax Oucomnponon ypexan YCC,
YBEJIMYUBAI  BpeMs  MpOBEAEHUS UM pedpakTepHbE  MEPUOJAbI  CHHOATPUAIBHOTO U

ATPUOBEHTPUKYIISIPHOTO y3710B. OtTmewaercsa yminHeHue wuHTepBaioB RR u PQ, a Takxke
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koppuruposarsoro uxrepsana QT (QTc) va JKT' (B nmpgaesax HEONMANBHEIX BHAHCHUH), (1014

Buconponon oka3piBaeT aHTUTUIIEPTEH3UBHOE, AaHTHAPUTMUICCKOE U aHTHAHTUHAIBHOE JICUCTBUE.
MexaHu3M  aHTUTHIIEPTEH3MBHOTO  JIeHCTBHA ~ OHMcomposiola  M3y4eH HE  IOJHOCTBIO.
AHTHTUTIEPTEH3UBHBIN d()PEKT MOKET OBITh CBSA3aH C YMEHBIIEHHMEM MHHYTHOTO 00bEeMa KpPOBH,
CUMIATHYECKON CTUMYIIALNU epUPepuIecKiX COCyI0B, CHKEHHUEM COIEpKaHUsI PEHUHA B TJIa3Me
KPOBU U aKTUBHOCTH PEHUH-aHTMOTEH3MHOBON CHCTEMBI (MMeeT OOJIbIIOe 3HAYCHHE ISl AIIIEHTOB
C UCXOJJHOM TUIepceKpenneii peHnHa), BOCCTAHOBJICHHEM YYBCTBHTEIBHOCTH OapOpeIenTOPOB IyTH
aopThl B OTBET Ha CHWkeHUe AJ[ m BausHUEeM Ha mHeHTpanbHyl0 HepBHYIO cuctemy (LITHC). IIpu
apTepuagbHON TUnepTeH3uH (PPEeKT HaAcTymaer 4epe3 2-5 THEH, MakCHMallbHOE CHIDKeHHE AJ|
JOCTUTaeTcs, Kak MPaBUiIo, uepe3 2 HeAeIH Mociie Hayasa JICUeHusI.

AHTHAHTHHAJIBHBIN (QQEeKT 0O0YyCIOBIEH YMEHBLICHHEM MOTPEOHOCTH MHOKapAa B KUCIOPOJE B
pesynbrare ypexenuss YCC, HE3HAUNTENBHOTO CHUKEHHSI COKPATUMOCTH, YUIMHEHUEM JTUACTOJbI,
yiydiieHueM nepdpy3un Muokapaa. [Ipu oJHOKpaTHOM MPUMEHEHUH Y MAIleHTOB C UIIEMUYECKOM
oonesnpto cepamna (MBC) 06e3 mpu3HakoB XpoHUYEcKoW cepaeuHoil HemoctarodHocTH (XCH)
OHMCOMPOJION CHIXKAeT 4acToTy cepaeuHbix cokpamieHuit (UCC), ymapubeiii o0beM cepamna H, Kak
CJIEICTBHE, YMEHbINIAaeT (PpakKIuio BHIOpOCa U TOTPEOHOCTh MHOKAp/Ia B KUCIIOPOJIE.
AHnTHapuTMuuecKuil 3P ekt 00YCIOBICH YCTpaHEHHEM ApUTMOTEHHBIX (DAKTOPOB (TaXHKapIWH,
MOBBILIEHHON aKTUBHOCTH CUMIIATUYECKONW HEPBHOM CHUCTEMBI, YBEIIMYEHHOTO coAepxkaHus HAMO®,
apTepuanbHON TUIEPTEH3UH), YMEHBIIEHUEM CKOPOCTH CIIOHTAaHHOTO BO30YXKIEHHSI CHHYCOBOTO M
9KTONMYECKOTO BOJUTENEH pUTMAa U 3aMEAJICHHEM AaTPUOBEHTPUKYISIPHOTO IPOBEICHUS
(IpenMyIecCTBEHHO B aHTETPAIHOM U, B MEHBIIIEH CTENEeHH, B PETPOTPAJAHBIX HANIPABICHUAX Yepes

ATPUOBEHTPUKYJIAPHBIN y3€I1) U 1O IOMOJHUTEIbHBIM MTYTSIM.

DapMaKOKHHETHKA

Bcacvieanue

Buconponon nmouru momHocThiO (Oonee 90%) BcackiBaeTCs U3 KENTYAOYHO-KUIIIEYHOTO TpakTa. Ero
OMOIOCTYITHOCTh BCJIEICTBUE HE3HAUYUTEIBHOTO MeTaboIM3Ma IpU MIEPBUIHOM MPOXOKIACHUN Yepe3
nedeHb (Ha ypoBHe npuMepHo 10%) coctaBnsier okono 90% nocne npuema BHYTpb. [Ipuem nuiy He
BIMSET Ha OMOJOCTYMHOCTh. BHCOMPONION JEMOHCTPUPYET JIMHEHHYI0 KHHETHUKY, NMPUYEM €ro
KOHLIGHTpAllMK B IUIa3Me€ KPOBH MPOMOPLUUOHAIBHBI MPUHATON 03¢ B AuMana3zoHe oT 5 g0 20 wr.
MaxkcumanbHast KOHIeHTpaIus (Cmax) B TUTa3Me KPOBU JOCTUTAETCS Yepes 2—3 .

Pacnpeoenenue
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Bucorponon pacnpenensercs A0BOJBHO IIMPOKO. OOQpeM( PaEIPCACHCHIS| [CPRTABICT) (55| /K.

Cas3bIBaHMe ¢ OeNKaMH IJ1a3MbI KpOBU Aocturaet npuMmepHo 30%.

Memabonusm

MeTtabonu3zupyercs Mo OKUCIUTENFHOMY IyTH 0e3 mocienyomeid Konboranuu. Bece MeTabonuTel
MOJISIPHBI (BOJIOPACTBOPHUMBI) U BBIBOAATCS MouykamMu. OCHOBHBIE META0OJIUTHI, OOHAPYKUBAaEMbIC B
T1a3Me KpOBH M MOYe, HE MPOSBISAIOT (hapMaKOJIOTUYECKOW aKTUBHOCTH. JlaHHBIE, TTONyUYeHHBIC B
pe3ynbTare UCCaeI0BaHU ¢ MUKPOCOMAMHU TICUCHH YeIOBEKa in Vifro, TOKa3bIBAIOT, YTO OMCOMPOIION
MeTabonu3upyeTcsi B mepBylo ouepenb ¢ nomouibio uzopepmenta CYP3A4 (okono 95%), a
nzoepment CYP2D6 urpaet nuiib HE3HAYUTEIBHYIO POJIb.

Buviseoenue

Knupenc Gucorporona onpeaenseTcs: paBHOBECHEM MEXIY BhIBEJICHUEM MOYKAMH B HEM3MEHEHHOM
Buae (okoio 50%) u merabonu3moM B meueHu (okoso 50%) A0 MeTaboJIMTOB, KOTOpPHIE TaKxkKe
BBIBOAATCS moukamu. OOt knupeHce coctapisieT 15 n/4. [lepuon nomyseiBeaeHus (T1/2) U3 ma3mbl
KpoBH cocTasisieT 10—12 .

OrcyrcTByer wuHpopMamus o ¢apMakoKMHETHKe Oucomponona y mnanueHToB ¢ XCH wu
OJIHOBPEMEHHBIM HapylIeHueM (YHKIIMH TE€YEHU WU TIOYEK.

Hapywenue ¢pynkyuu novex

B uccnenoBanuu y naiMeHTOB € MOYEYHOU HEOCTATOYHOCTBIO (cpeaHuid knupeHc kpeatuHuHa [KK]
28 m/MuH) 06110 TTOKa3aHo, uTo cHIkeHue KK compoBoxmaercs yBemmueHueM Ciax, AUC (Tutomanmb
MoJl KpUBOM «KOHLEHTpauus-BpeMsi») u Ti, Oucomposnona. [lockonbky KiMpeHC Oucomposona B
PaBHOI CTENEHN OCYIIECTBIIAETCS MOYKAMH U MIEUEHBIO, CYIIECTBEHHON KyMYJISIMU OUcompoioia y
MALMEHTOB C JIETKOM U YMEPEHHOM CTEIEHBIO TOYEUYHON HEIOCTATOYHOCTH HE OTMeUaercs. B cinydae
TspKeNoN nmouedHoi HemoctarouHOoCTH (KK <20 Mi/MUH) KyMyNSIus MOXKET MPOUCXOIUTh, U 1032
Mpernapara He 10JKHa MpeBbIath 10 Mr B CyTKH.

Hapywenue ¢pynkyuu neuenu

Y manmueHTOB ¢ MHPPO3OM TIEYCHH OTMEYaeTCsi BBICOKAas BapHaOeIbHOCTh U 3HAYUTEIBHOE
3aMeJIeHHE SJMMHUHAINH 110 CPaBHEHUIO cO 310poBbIMH 101bMU (T1/2 Oucomposona coctaBiser ot
8,3 no 21,7 gacoB). Knunnuecku 3HaunMbIe pas3nudusi GapMaKOKMHETHKA MEXKIY MallMeHTaMH C
HOPMaJIbHOW M HapyYIIEHHOUW (DYHKIIMEH MeYeHU He BBISABJICHBL. B ciydae BeIpaXE€HHOM MEUYECHOYHON
HEJOCTATOYHOCTH KyMYJISILIUS MOKET MPOUCXOUTH, U 1032 Ipernapara He I0JKHA MpeBbImarh 10 mMr
B CYTKHU.

Xpouuqecmm cep()eunaﬂ Heo0oCmamo4yHoCmb
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Y maupenros ¢ XCH III gpyHkuuonansHoro [knacca ngkiacepdusaumm Y HA 6501 (onvercHbI

0oJiee BEICOKOE cofiepKaHue OMCOIPOIIOia B TIa3Me KPOBU U YBEITMUCHHBIN IIEPUO/T MTOTYBLIBEICHUS
M0 CPaBHEHHIO CO 3J0POBBIMHU TOOpOBOIBIIAMH. MakcuManabHas KOHIIEHTpamusi OHCOIpoJoiia B
MJIa3Me KPOBH B PAaBHOBECHOM COCTOSIHUM cOCTaBisieT 64+21 Hr/mi mpu cyrouyHou mosze 10 wr;
MIePHO]T TIOTYBBIBEICHUS COCTaBisAeT 1745 yacoB. PapMaKOKMHETHKA OMCOMPOIIOa Y MAIUEHTOB C
XCH u cOmyTCTBYIOIIUM HapylieHHeM (DYHKIUY TTEYSHH WM IMOYEK HE N3y4aliach.

Tooscunoii 6o3pacm

Y nanuMeHTOB MOXMWJIOIO BO3pacTa OTMEUYaeTCsl HE3HAUUTENbHOE YBEIWYEHHE HEKOTOPBIX
dapmakokuHeTndeckux nokasareneit (Ti12, AUC, Cmax) OUCOTpOIIONa MO CPaBHEHUIO ¢ MOJIOIBIMHU
NalUeHTaMHU, IPEANOI0KUTENBHO B CBSI3H C BO3PACTHBIM CHIXKEHHEM IMOYEYHOro KinpeHca. OaHako

9TH pas3jinius HC ABJIAIOTCA KIMHUYCCKU 3HAYUMbIMU U HEC Tp€6y10T KOPPCKIUHA OO3bI 6Hconp0n0na.

Iloka3anusi K NpUMEHEHUI0
e AprepuanbHas TUIIEPTEH3US.
e Hmemuueckas 60JIe3HB Cep/ilia: CTaOUIbHAS CTEHOKAPIHSI.

e XpoHHUECKas cepleyHas HeIOCTATOYHOCTb.

IIporuBonokazanus

e [ unepuyBCTBUTENBHOCTh K OWCOIPOJIONY MM JIOOOMY M3 BCIOMOTATEIbHBIX BEIIECTB (CM.
paznen «CocTaBy).

e Octpas cepaeuHas HEAOCTATOUYHOCTh, XPOHHUYECKas CepAeyHas HeIO0CTaTOYHOCTh B CTaJAHUU
JIeKOMITEHCAllUH, TpeOyro1as MpOBEICHHSI UHOTPOITHOW TeparyH.

e KapamoreHHbIH MIOK.

e ArtpuoseHtpukyisipHas (AV) 6mokana Il u III crenenu, 6e3 AMEKTPOKAPAUOCTHMYIISITOPA.

e Cunapom cnaboCTH CUHYCHOTO y3Ja.

e (CuHoarpuanbHas 0JIOKaa.

e Brpaxennas 6pagukapaus (HCC menee 60 ya./MuH) 10 Havasia JCUCHUS

e Bripaxennas aprepuanbHas runorensus (cucronmuyeckoe AJ] menee 100 mm pT. CT.).

e Tspxenble popMbl OPOHXUANTBHOM ACTMBI.

e BripaxeHHble HapynieHUS NepupepuyecKoro apTeprualbHOTO KPOBOOOPAIIEHUS MM CHHAPOM
Pelino.

o  ®deoxpomoruTomMa (6€3 OAHOBPEMEHHOTO TPUMEHEHHUS alb(a-aIpeHOOIOKATOPOB).
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e MeTrabomM4ecKui anuios. (NOCNEOOBATENBEHOCTE 0004)

e Bospact no 18 mer (HemocTaTOYyHO NMaHHBIX MO A(PPEKTHBHOCTH W OE30MACHOCTH y JTaHHOU
BO3PACTHOM TPYIIIIHI).

e HenepeHOCHMMOCTD JTAKTO3bI, ACPHUIINT JaKTa3bl UM TIIOKO30-TaJaKTO3HAsI MaJIbaOCcopOIms.

C 0CTOPOKHOCTBIO

[IpoBeneHre ACCEHCHOMNIM3UPYIONMICH Tepanuu, CTeHokapaus [lpuHIMeTana, TUIEpTHUPEO3,
caxapHblii quaber 1 TMma W caxapHbBI IUAa0ET CO 3HAYUTEIHHBIMU KOJICOAHHSIMH KOHIICHTPAIH
TJIIOKO3bI B KpoBH, AV Onokana | creneHu, BeIpaKCHHAs MOYEUHAsh HEJOCTATOYHOCTH (KIUPEHC
kpeatnanHa (KK) menee 20 mu/mMuH), BbIpaXKCHHBIC HapylIeHHS (GYHKIMH TICUYCHH, ICOPHA3,
PECTPUKTHBHAsT KapIWOMHOIATHUs, BPOXKACHHbIE MOPOKH CepAlla WM TOPOK KialmaHa cepiaua ¢
BBIpQXCHHBIMU TeMoAuHamMuueckuMu Hapyimenusmu, XCH ¢ umHpapkroM MHOKapaa B TEUYCHHE
MOCIEAHNX 3 MeC., HapylleHus nepudeprudeckoro apTepuaIbHOTO KPOBOOOpAIICHUS JETKOW H
YMEpPEHHOU CTeNeHH, TshKeble GOPMbl XPOHHUECKON OOCTPYKTHUBHOW OOJIE3HU JIETKHUX, HETSKEIbIE
dbopMbl OpOHXHAIBHOW aCTMBI, OpOHXOCMa3M (B aHaMHE3€), aJUIEPrUYeCKrue peakiuu (B aHaMHe3e),
OOIIMpPHBIE XUPYPTUYECKHUE BMEUIATENLCTBA U OOIIas aHECTEe3Ms, CTporas aueTa, OEpeMEHHOCTD,

[IEPUOJ IPYAHOTO BCKAPMIIMBAHMSL.

I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUSA

bepemeHHOCTD

®apmaxosoruueckue 3¢(HexTsl OMCOMpPoIoIa MOTYT OKa3bIBaTh HEOIArONMPUATHOE BO3/CHCTBHE Ha
TeYeHHUEe OEpPEMEHHOCTH W OPTaHHW3M IUIOAa/HOBOPOXKICHHOTO. B 1memom, OeTa-aapeHo0I0KaToOphI
CHI)KAIOT KPOBOTOK B IUIALIEHTE, YTO MOXKET MPUBOAUTH K 3aJIep>KKE pOCTa IJI0/1a, BHYTPUYTPOOHOI
rudeny Imiojia WM MPeXJACBPEMEHHBIM pojaM. Y TUIOAA U HOBOPOXKICHHOTO MOTYT Pa3BHBATHCS
HEe)KellaTeNIbHbIC SIBIICHUS (HampuMep, TUTIOTJIMKEMIS i OpaIuKapausi).

[Ipu HeEoOXomMMOCTH JieueHus OeTa-aJApeHoOIOKaToOpaMu TPEANOYTCHUE CIEAyeT OT/AaBaTh
CEJICKTUBHBIM 0eTai-aipeHo0I0KaTopam.

IIpu OepemeHHOCTHM OHCOINPONON CIEAYeT MPUMEHSATh TOJNBKO B cliydyae aOCOJIIOTHOM
HEOOXOJUMOCTH, €CITH OXKHUAaeMas TOJb3a ISl MaTepU TMPEBBIMIAET BO3ZMOXKHBIA PUCK PA3BUTHS
mo60YHBIX 3P (HEKTOB y IJI0Aa U/ UM HOBOPOXKIEHHOTO. ClieayeT OTCAeKMBAaTh KPOBOTOK B IJIAIIEHTE
¥ MaTKe, a Takke HaOJII0JaTh 3a POCTOM M pa3BUTHEM Oyaymiero pedenka. B cimydae mosiBiaeHuUs
HEKENIATEeNIbHBIX SBIICHUN B OTHOIICHHH O€PEMEHHOCTH W/WJIH TUIO/A MPUMEHSTHh allbTePHATHBHBIC

MCTOJbI TCPAIINH.
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Crienyer TimarensHO 00C/Ie0BaTh HOBOPOXKIGHHOTO IIQENE POAPE:| B MepBBIC LpH JHS MHBHIMOTYT

BO3HUKATh CUMIITOMBI 6paI[I/IKapI[I/II/I U TUIIOTJIMKEMHU.

Ileproa rpyAHOTO BCKApMJIMBAHUS

[To naHHBIM TOKIMHUYECKUX HMCCIEAOBAHUN OHCOMPONON W/HIM €ro MeTaOOJIUThI BBIICNAIOTCS B
MOJIOKO JIAKTUPYIOUINX KpbIC. J[aHHBIX O BBIAETIEHUHU OMCOIPOIIoIa B TpyaHOE MOJIOKO HeT. [ToaTomy
npreM OHCOTpOJIONa HE PEKOMEHAYETCS KCHIWHAM B TIEPUOJ TPYAHOrO BCKapmiuBaHus. Ecim

npreM OMCOMpOIIoiia B EPUO. JAKTAIlUK HE0OXO0IUM, TPYTHOE BCKapMIIUBAHHUE CIIEAYET IPEKPATUTD.

Cnoco0d npuMeHeHHs U 103bI

® clefyeT NpUHUMATH BHYTPh OJIMH Pa3 B CyTKH YTPOM C HEGOJIBIINM KOJIHIECTBOM

IIpenapar bugon
KHUJIKOCTH, HE3aBUCHMMO OT BpPEMEHM IpHeMa MUIIM. TabJeTku He CleayeT pPa3KeBbIBAThb MWIIH
pacTupaTh B OPOLLIOK.

ApTepuanpHas THISPTCH3US U crabmibpHas CTCHOKapaus

Bo Bcex ciydasx pexxuM mpuema u 103y MOoJAO0HpacT Bpay KaXXJAOMY MAMEHTY WHAUBHUIYAIbHO, B
yacTHOCTH yuuThiBasi YCC U cocTosIHUE NMalMeHTa.

OO6BIYHO HavaIbHAS 71033 COCTaBAeT 5 Mr npemnapata bunon® 1 pas B cyTku. IIpu HE0OXOIUMOCTH
JI03y MOXHO yBenu4uTh 10 10 mr 1 pa3 B cyTku.

[Ipn neuenum apTepuanbHOW TUNEPTEH3WH M CTAOMIBHOW CTCHOKApAWM MaKCHMalbHas
pekoMeH0BaHHas 03a cocTapiseT 20 Mr npenapara bugon® 1 pa3s B cyTku.

XpoHUYecKas cepAeyuHas HeJ0CTaTOYHOCTh

CrangapTtHas cxema JICYEHUSI XCH BKJTIOYAET MIPUMEHEHHUE WHTUOUTOPOB
aHTHOTeH3WHIpeBpararoniero pepmenta (AIID) umu aHTaroHUCTOB PelenTOpoB aHTnoTeH3uHA 11 (B
cllydae HemepeHocuMocTu UHruobutopoB AllD), Oera-aapeHOOIOKATOPOB, ITUYPETHKOB W,
(aKkyIbTaTUBHO, CepAeYHBIX THK03ua0B. Hawamo neyenns XCH mpemapatom Bumon® TpeGyer
0053aTeNIbHOTO NMPOBEICHUS CIIEUAIBHON (a3bl TUTPOBAHUS U PETYISIPHOTO BpaueOHOr0 KOHTPOJIS.
I[IpeaBapuTENBHBIM YCIOBHEM JUIs JIeUeHHs npenapatoM bugon® sBsercs cTabuIbHAS XPOHUUECKas
cepeyHast HeAOCTAaTOYHOCTh 0€3 MPU3HAKOB 000CTPEHHUS.

Jleuenne XCH mnpemaparom Bunon® HauMHAETCS B COOTBETCTBHH CO cleAyrouen cxeMou
tutpoBanus. [Ipu 3ToM MokeT moTpeOoBaTHCS MHAWBUIyalIbHAS aaNTalus B 3aBUCUMOCTH OT TOTO,
HACKOJIbKO XOPOUIO MAalUEHT MePEHOCUT HA3HAYEHHYIO J03Y, T. €. 103y MOXHO YBEJIMYUBATH TOJIBKO
B TOM CJIy4ae, €CJM NpeAbIayIIas 1032 XOpOUIO NEPEHOCUIIACh.

ﬂJ’IH obecneyeHus COOTBCTCTBYIOIICTO ITIpOoL€ECCa TUTPOBAHUA Ha HAYAJIBHBIX J3Tallax JICUHCHHA
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
PEKOMEHyeTCs IPUMEHSITH OHCONPOIIO B JICKAPCTBCHHPH (hOPME: TabReTKIIO-255 MIL, (1014

Pexomennyemass HaudanbHas [103a COCTaBisieT 1,25 MI OIMH pa3 B J€Hb. B 3aBUCUMOCTH OT
WHJUBUTyaJIbHOW IEPEHOCUMOCTH 103y CJIEAYET MOCTENEHHO MOBbIAaTh 110 2,5 mr, 3,75 mr, 5 mr, 7,5
mr u 10 mr 1 pa3 B nens. Kaxxnoe nmocneayroiiee yBeaIudeHUE 036l TOJHKHO OCYIIECTBISATHCS HE
MeHee ueM 4depe3 2 Henenu. Ecam yBenumdeHue N03bl Ipenapara IIoX0 MEPEHOCHUTCS MalMEeHTOM,
BO3MOKHO CHUKCHUE J103BL.

MakcumanbHas peKoMeHI0BaHHas j103a npu neuennn XCH cocrapiser 10 mr npenaparta Bumon®
1 pa3 B cyTKkm.

Bo Bpems tuTpoBaHus pekoMmeHayeTcs peryssipabiii KOHTposab AJl, HCC u cTeneHu BbIpaKEHHOCTH
cumntomoB XCH. VYcyryonenne cumntomoB TteueHus XCH BO3MOXHO yXKe € MEpBOro IHA
IIPUMEHEHHUS IIpernapara.

Ecny manueHT mioxo NepeHOCUT MAaKCUMalbHYH) PEKOMEHJOBAHHYIO 103y Mpenapara, CIeIyeT
PaccMOTpPETh BO3MOKHOCTh IIOCTEIIEHHOI'O CHUYKEHUS JT03bI.

Bo Bpemst ¢a3pl TUTPOBaHUS WM TOCIIE HEE MOTYT BO3HHUKHYTH BPEMEHHOE YXY/IICHUE TCUCHHS
XCH, aprepuanpHas runoTeH3us wim Opagukapaus. B sToM ciiyuae pekoMeHyeTcs:, pexie BCero,
MIPOBECTH KOPPEKIIMIO /103 IpernapaToB COMYTCTBYIoUIeH Tepanuu. Takke MOXKET MOTpedoBaThCs
BpeMEHHOE CHIDKEHMe [03bl npenapara bunon® umu ero ormena. Ilocie cTabumu3aMy COCTOSHUS
HalMeHTa cjelyeT MPOBECTH IOBTOPHOE TUTPOBAHUE 03I, THOO MPOJOIKUTH JICUEHUE.
Ilpooonscumenvnocms n1euenus npu 6cex NOKA3AHUAX

Jleyenue npenaparoM bumon® o6BIMHO SBISETCS JOITOBPEMEHHOM Teparyei.

Oco0nIe I'pYHOIbI TAaMEHTOB

Iayuenmoi ¢ HapyweHuem yHKyuu novex uiu neveHu

[Ipu nHapymenuu (yHKIMM TEYEHH WIM TOYEK JIETKOM, WIM YMEPEHHOH CTereHH OOBIYHO He
TpeOyeTcs KOPPEKIUSI T03HI.

[Tpu BeIpakeHHBIX HapymeHusX Gynkiuu moyek (KK menee 20 Mii/MHUH) ¥ y TAIIMEHTOB C TSHKEIIBIMU
3a00JIeBaHUAMU NIE€YCHN MaKCUMaJIbHas CyTOYHast 103a cocTaisieT 10 Mr. YBenuueHue 1035l y TaKUX
NaIMEeHTOB HE0OX0AUMO MPOBOIUTH C 0CO00H OCTOPOKHOCTHIO.

Tooicunvie nayuenmoi

Koppeknuu 103561 y MOXKUIIBIX MAIUEHTOB HE TpedyeTcsl.

Jlemu

Buymon® He cremyeT NpUMeHATh y jeTeil M TOAPOCTKOB Miaame 18 neT (3¢deKTUBHOCTH U

0€30MacHOCTh HE YCTAHOBJICHBI).
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 16.09.2024 N2 19720
K HacrosiieMy BpeMEHM HEIOCTATOYHO TaHHBIX OTHOGHTEHELHQ- MPAMEHEHNSL _r{pg{a}pqra_jﬁmgn® y

nanueHToB ¢ XCH B codeTanuu ¢ caxapHbeIM JuadeToM | Tuma, TSDKEIbIMU HApyHIEHUSIMH (DYHKIIMH
MOYEK /MU TEYCHU, PECTPUKTUBHON KapIUOMHOIATHEH, BPOXKICHHBIMH MMOPOKAMH CepJla WM
MOPOKOM KJjalmaHa cepAla C BBIPAKECHHBIMH TE€MOJWHAMUYECKHMMHU HapylmieHusMH. Takke
HEJIOCTaTOYHO [TaHHBIX OTHOCUTEIBHO NMPUMEHEHUS Ipernapara Bumon® y nanueHToB ¢ XCH u

UH(PaAPKTOM MUOKap/a B TEUECHHE MOCIEIHUX 3 MECSIIEB.

ITo0ouyHOE nelicTBUE

HexenaTenbHbIE JIEKapCTBEHHBIE PEAKLMM, IPHUBEICHHBIE HUXKE, MPEICTaBICHBI 10 CHUCTEMHO-
OpraHHBIM KJIacCaM B COOTBETCTBHMHU ¢ kiaccuukanueit MedDRA u ¢ 4acToTOl BOSHUKHOBEHHMS:
oueHb yacto (>1/10); wacro (>1/100, <1/10); Hewacro (>1/1000, <1/100); penxo (>1/10000, <1/1000);
odeHb peako (<1/10000).

HapvyiieHns ncuxmku

Hedacmo: JeTnpecCusd, 6eCCOHHI/II_Ia;
pedko: TaJlItOqUHAIW, HOYHBIC KOIIMAaphI.

HapvyiieHus co CTOpOHEI HEPBHOM CHCTEMBI

yacmo: TOJIOBOKPYKEHHE™®, TOJTIOBHAS 00JIb™;
peoxo: oTepsl COZHAHMUS.

Hapyienus co CTOpOHBI OpraHa 3peHHUs

peoKo: yMEHbIIIEHUE clie30TeueHus (CeayeT YYUThIBATh IPHU HOIIEHUH KOHTAKTHBIX JINH3);
OYeHb peoKo: KOHbIOHKTUBUT.

Hapyiienus co CTOpOHBI OpraHa ciyxa U J'IaGI/IDI/IHTHBIG HapvyIicHUsA

peoxo: HapylIEeHUs ciyXa.

Hapyiienusi co CTOpoHEI cepiia

ouenb yacmo. Opaaukapaus (y namuentoB ¢ XCH);

yacmo: ycyryonenune cumnromon Teueruss XCH (y manuentoB ¢ XCH),

Heyacmo.: Hapymenune AV mnpoBoauMocTH; Opamukapaws (y TAlUEHTOB C apTepHATbHOU
TUTIEPTEH3UEH WM CTEHOKapauei), ycyryosmenue cumnrtomoB TeueHus XCH (y manueHToB ¢
apTepuagbHON THIIEPTEH3UEH WIIM CTEHOKApIueh ).

Hapyiuenus co CTOpoHEI COCYI0B

yacmo.: OIWYHMCHUC IMOXOJOAAHUSA HJIIM OHCMCHHA B KOHCYHOCTAX, BBIPAXKCHHOC CHUXKXCHUC AI[,

ocobeHHo y nmanueHToB ¢ XCH



COOTBETCTBYET QKCIHEFTHOMY OTYETY
ot 16.09.2024 N2 19720
Heuacmo: OPTOCTATUYCCKAs TMIIOTCH3US. (NOCNEOOBATENEHOCTE 0004)

Hapyiienns co cTOpOHEBI JIBIXaTeIbHOM CUCTEMBI, OPTaHOB I'PYIHOM KJICTKHU M CPEIOCTCHMS

Heuacmo: OpPOHXOCIa3M y MAIlMEHTOB ¢ OPOHXHMAJILHON acTMOW WJIM OOCTPYKLHMEH IbIXaTeIbHBIX
MyTel B aHAaMHE3E;
PpeoKo. alnepruiecKuil puHMT.

Hapyiienus co CTOpOHBI JKeIYI0UYHO-KUIIIEYHOI'0 TPAaKTa

yacmo: TOUIHOTA, PBOTA, IUapes, 3arop;

Hapynieans co cTOpOHBI ISYCHU M JKETUEBBIBOJISIINX TYTSH

peoKo: TETaTHT.

Hapyiienus co CTOpOHbBI KOKH M IOJAKOKHBIX TKaHEH

PpeoKo: peaKkIuu TOBBIIIEHHOW YYBCTBUTEIBHOCTH, TAaKHE€ KaK KOXKHBIM 3y/, CbIllb, THIEPEMUs
KOKHBIX TIOKPOBOB, aHTMOHEBPOTUYECKHIT OTEK

OYeHb peoKo: aNoTelHtsl.

Bera-agpenoOaokaTopsl MOTYT CIIOCOOCTBOBATH OOOCTPEHHUIO CHUMIITOMOB TEUYECHHS IICOpHA3a WU
BBI3BIBATH IICOPUA30IMIOA00HYIO CHIITb.

HapvyiieHns co CTOPOHBI CKEIETHO-MBIIIIEYHON U COEIMHUTEILHON TKAaHU

He4yacmo. MBIIICYHAas1 C.]'Ia6OCTI), Cyaoporu MbIHII.

Hapyienus co CTOpOHbBI pEIPOaYKTUBHON CUCTEMbI 1 MOJIOYHEIX JKEIe3

peoKo.: HapylIeHUE MOTEHIINH.

O6I_HI/IG HapyImEHUA U PEAKIIMHU B MECCTC BBCACHU A

yacmo. actenus (y narueHToB ¢ XCH), moBbIIeHHas yTOMIISIEMOCTH *;
Heuacmo. acTeHHs (y TAllMEHTOB C apTepUaAIbHON TUIIEPTEH3UEH UIH CTEHOKapIuei).

.Ha6ODaTODHBI€ U MHCTPYMCHTAJIBbHBIC JaAHHBIC

peoKo. TIOBBIIEHUE KOHLIEHTPALUU TPUTIHLEPUIOB U aKTUBHOCTH «II€YCHOYHBIX» TpaHCaMHUHAa3 B
CBIBOPOTKE KpoBH (actapratamuHoTpancdepassl (ACT), anannnamuaotpancdepassl (AJIT)).

* YV mauueHToB ¢ apTepUalbHONW THUNEPTEH3WEW MM CTEHOKapaueil 0coOEHHO YacTo JlaHHBIE
CHMIITOMBI IOSIBJIIIOTCS B Hauase Kypca jiedeHus. OOBIYHO 3TH SBJICHUS HOCST JIETKUH XapakTep U

IMPOXOAAT, KaK IMMpaBHJIO, B TCUHCHHC 1-2 HEACIb ITOCJIC HavYaia JICUHCHHU.

Ecan nro0ble M3 yKa3aHHBIX B HMHCTPYKIHMH MOOOYHBIX 3(PPeKkToB ycyryoJasirorcsi wim Bl
3aMeTHJIN JII00bIe Apyrue modo4yHbie 3pPexThl, He YKa3aHHbIe B HHCTPYKIHH, coo0mmTe 00

3TOM JieyalleMy Bpauy.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
(NOCNEOOBATENEHOCTE 0004)

Ilepeno3supoBka

CuMnOTOMBI

Haunbonee wdactbie cUMNOTOMBI Tepedo3upoBku: AV 0Onokama, BeIpaXeHHas Opagukapaus,
BbIpaxkeHHOE CHIDKeHHe AJl, OpoHxocnasm, ocTpas cepieyHasl HeIoCTaTOYHOCTh, TUITOTJIMKEMUSL.
UyBCTBUTEIBHOCTH K OTHOKPATHOMY IIPUEMY BBICOKOM J103bI OMCOMPOIIOIa CHIIBHO BapbUPYET CpeIu
OTJENBbHBIX MAIUEHTOB U, BEpOATHO manueHTsl ¢ XCH 00651a1a10T BEICOKOM 4yBCTBUTEIBHOCTBIO.
Jleuenue

B cnydae mepeno3upoBKHM IpexkAe BCEro HEOOXOAMMO MPEKpaTHTh IpUEM Mpernapara U HadaTb
NOJEPKUBAIOLIYIO CHMIITOMaTHYECKYIO TEPAIINIO.

[Ipu BeIpaXKeHHOI OpaivKapAuU: BHYTPUBEHHOE BBEACHUE aTponiHa. Eciu 2 ekt HerocTaTouHbIH,
TO C OCTOPOXHOCTBIO MOKHO BBECTHU CPEICTBO, 00Jajaroliee MOJOKUTEIbHBIM XPOHOTPOITHBIM
neiictBuem. Horaa MoxeT noTpe0oBaThCsl BpeMEHHAsi TOCTaHOBKA AJIEKTPOKAPAUOCTUMYIISITOPA.
[Ipn BbIpaskeHHOM cHMXEHMM AJl: BHYTPHBEHHOE BBEACHHE IUIa3MO3aMELIAIOLINX PACTBOPOB U
Ba30MpeccopHbIX mpemnapartos. [Ipu AV 6rokane: manueHTs! JOJDKHBI HAXOIUTHCS 1101 TOCTOSIHHBIM
HaOJII0/IEHUEM U TOJYyYaTh JieueHue OeTa-aApeHOMHUMETUKaMH, TaKUMH Kak 3nuHe@puH. B ciydae
HEO0OXOIUMOCTH — IMOCTAHOBKA 3JIEKTPOKAPAUOCTUMYJISATOPA.

IIpu oGoctpennn teuenuss XCH: BHYTpHUBEHHOE BBEJICHHME JAWYPETHKOB, TIPEHapaToB C
MOJIOKHUTEIBHBIM HHOTPOITHBIM (P PEKTOM, a TaKKe Ba301UIaTaTOPOB.

[Tpu 6ponxocma3zmMe: Ha3HAYCHHE OPOHXOIUIIATATOPOB, B TOM YHCIIE O€Tar-aJpCHOMUMETHKOB W/HITN
aMUHO(UIITMHA.

[Ipu runornukeMun: BHyTPUBEHHOE BBEJICHUE AEKCTPO3bI (TJIFOKO3bI).

B3anmopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CpeACTBaMHU

HepexoMeHayeMbIe KOMOMHAIMU

Jleuenue xponuueckotl cepOeuHou HedoCmamouHoCmu
AHTHapuUTMHYECKHE cpelcTBa | kiacca (Hanpumep, XWHUAWH, TU30IUPaMHI, JIWAOKauH, ()EHUTOUH,
¢ekanHuA, nponadeHoH) Npyu 0OJHOBPEMEHHOM ITPUMEHEHHH ¢ OMCOMPOIIOIOM MOT'YT CHUXaTh AV
IPOBOJUMOCTb U COKPATUTENbHYIO CIIOCOOHOCTb Ceplia.

®
Bce nokasanus k npumenenuio npenapama budon
bnokaTops! «MemneHHbIX» KanplueBbix kaHanoB (BMKK) tuna Bepanamuia 1 B MEHbILIEH CTENEHU
JUIITHA3eMa TPH OJJHOBPEMEHHOM NMPUMEHEHUH C OHCOIMPOJIO0IOM MOTYT MPHUBOAMTH K CHUKCHMIO

COKpaTUTENHHOW CMOCOOHOCTH MHOKapjna W HapymieHnio AV mnpoBoammoctu. B wactHOCTH,
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 16.09.2024 N2 19720
BHYTPHBCHHOC BBC/ICHHC BepallaMuIIa alueHraM, MPUHIMAIQUIMNG Oera aapRHO0IOKALOPBE) MOKET

IIPUBECTHU K BBIPAKEHHON apTEepUaIbHOM T'MIIOTEH3UU U AV OJIOKaJe.

I'MnoreH3nBHBIE CPEICTBA LIEHTPAIILHOTO IEHCTBUS (TaKue KaK KIOHUIWH, METUIIA0IA, MOKCOHU/IMH,
pUIMEHUIMH) MOTYT npuBecTH K ypekeHuto YCC u CHUKEHHUIO CepJIeYHOr0 BBHIOPOCA, a TaKKe K
Ba30JWJIAaTalluy BCIEACTBUE CHI)KCHHS LICHTPAIBHOIO CHMIIATHUYECKOrO TOHYyca. Pe3kas oTmeHa,
0COOEHHO 710 OTMEHBI 0eTa-aipeHOOIOKATOPOB, MOXKET YBEIHUUTh PUCK PA3BUTHS «PUKOIIECTHON
apTepuanbHOi runepTeH3uu. @UHTOIMMOA MOXKET YCHIIUTh OTPULIATEIbHbBIN XPOHOTPONHBINA 3P deKT
Oera-agpeH00I0KaTOPOB U MPUBECTH K BbIpakeHHON Opaankapanu. OTHOBPEMEHHOE NPHUMEHEHUE
(GuHromMMoOaa M METOIpOJIoJIa HE peKkoMeHAayeTcs. B ciydae HeoOXOAMMOCTH OZHOBPEMEHHOIO
npuMeHeHds (MHromMMoAa M mpemapara bugon® TpeOyeTcs TinaTenbHOe HAONIONEHHE 32
COCTOSIHMEM TMalueHTa. PexoMeHIyeTcss HauMHaTh KOMOMHHMPOBAHHYIO TEpANUI0 B YCIOBHUSX
CTallMOHApA U OCYLIECTBIATh COOTBETCTBYIOIIMA MOHUTOPHMHI (ITOKa3aH [UIMTENbHBIH KOHTPOJb
UCC, no meHblIed mepe, 10 yTpa CIEAYIOUIEro IHS MOCJE MEPBOrO OJHOBPEMEHHOrO MNpHeMa
¢uHromumona u npenapara bugon®).

KomOunamuu, tpedyromue 0cob0il 0CTOPOKHOCTH

Jleuenue apmepuanvHoll cunepmensuu U CMeHoKapouu

AHTHapuT™Muyeckue cpenctna | kinacca (Hanpumep, XMHUIUH, TU30MUPAMUI, JTUIOKauH, (EHUTOUH,
dnexanHUA, TponadeHoOH) MPU OJJHOBPEMEHHOM MPUMEHEHUH ¢ OUCOTMPOIIONIOM MOTYT CHIXKATh AV
MPOBOJAMMOCTE M COKPATHUTEIBHYIO CIIOCOOHOCTh MUOKAP/IA.

Bce nokasanus Kk npumenenuio npenapama Buoon®

BMKK, npousBonHble AurHAponHpUInHa (Harpumep, HUGeaunuH, (HeaoauliH, aMIOAUINH), TPy
OJIHOBPEMEHHOM MPUMEHEHHH C OMCOIPOIIOIOM MOTYT YBEIMYHBATH PUCK PA3BUTHUS apTEPHAIBLHOM
runoteH3ud. Y mnanueHToB ¢ XCH Henb3ss HMCKIIOYUTh PHUCK MOCIENYIOLIEro YXYIIICHUS
COKpaTUTENbHON (QYHKIIUH CepALla.

Antnapurmuueckue cpeactsa Il kimacca (Hanpumep, aMHOIapoOH) MOTYT YCHIIMBAThH HapyieHue AV
MPOBOJIUMOCTH.

HeiictBue 6era-aapeHo0I0KaTOPOB Al MECTHOTO NMPUMEHEHHUs (Hampumep, Tia3Hble Karih s
JICYCHUST TJAYKOMBI) MOXET YCHUJIMBaTh cuUcTeMHbIe 3¢dexTsl Oucomnposona (cHmwkeHue AJl,
ypexxenne UCC).

[TapacuMIIaTOMUMETHKN TIPU OJHOBPEMEHHOM MPUMEHEHHH C OWCOMPOIIONIOM MOTYT YCHIIMBAThH
HapymieHue AV IpoBOAUMOCTH U YBEIMYUBATH PUCK PA3BUTHI OpauKapIuH.

I'mnornukemMudeckoe I[CﬁCTBPIC HWHCYJIMHA WJIA TUNOTNIIMKEMHWYCCKUX CPEACTB AJId IMpHEMA BHYTPb
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 16.09.2024 N2 19720
MOXKET yCHIMBATBCS. [IpH3HAKM THIOTIMKEMEN, B YaQTHOQTH) FXMKapIVsy | MOTYR MaCKHPOBATHCS

WK oAaBIAThCA. [logo0HbBIe B3auMoieiicTBUsL O0Jiee BEPOSITHBI IPU PUMEHEHUN HECEICKTUBHBIX
6era-aapeHo0I0KaTOPOB.

CpencTBa Ui TIpOBEIEHUS OOIICH aHECTE3MHW MOTYT YBEIUYHMBATH PUCK KapIHOICTIPECCHBHOTO
JIEUCTBUS, MPUBOJIS K apTEPUATLHON TUIIOTCH3UU.

CepneuHble TITMKO3HIBI IPH OJJHOBPEMEHHOM NPUMEHEHUHU C OMCOMPOJIONIOM MOTYT MPUBOJIUTH K
YBEIMYECHUIO BPEMEHH MPOBEACHUS UMITYIIbCA M, TAKUM 00pa3oM, K Pa3BUTHIO OpaauKapanH.
Hecrepounubie MPOTHUBOBOCHAITUTEIbHbBIC npenaparhbl (HITBIT) MOT'YT CHIKATh
AHTUTUTNIEPTEH3UBHBIN AP PeKT Oucomposoa.

OnHOBpeMeHHOE NpUMeHeHHe Ipenapata bujgon® ¢ Gera-aapeHOMHMETHKaMH (HarpuMep,
U30MPEHANNH, J00YTaMHUH) MOXKET IPUBOJIUTH K CHUIKEHUIO AP eKkTa 000X MpenapaTos.
Coueranue OMCOMPOIOIIA C AIPEHOMUMETHKAMHU, BIUSIOMIUMH Ha 0eTa- U anb(ha-aapeHOPEIenTOPhI
(manmpumep, HOopanUHE(DPHH, SMTUHEPPHUH) MOXKET YCHUIMBATh Ba30KOHCTPUKTOPHBIE IP(HEKTHI ITHX
CPEACTB, BO3HMKAIOIIMX C YdYacTHEeM alib(ha-aJpeHOPEeNnTOpOB, NMPUBOAS K MOBbImeHHIO AJl.
[MomoOHble B3auMozeWcTBUS Oojiee BEPOSATHBI IPH NPUMEHEHWH HECENIeKTUBHBIX Oera-
aZpeHOOIOKATOPOB.

['MmoTeH3uBHBIE CpEACTBa TaK JKe, KaK U JIPYI'HE CPEACTBa C BO3MOKHBIM aHTHUTHIIEPTCH3UBHBIM
s dekToM (Hampumep, TPUIMKIMYECKUE aHTHIEIPECCAHThI, 0apOuTypaThl, (EHOTUA3HHBI), MOTYT
YCUJIMBATh aHTUTUIEpPTeH3UBHBIH 3(dexr Oucomnponona. MednoxuH TpU OJHOBPEMEHHOM
NPUMEHEHHUHU C OMCOIPOJIOIOM MOKET YBEJIIMYMBATh PUCK Pa3BUTHS OparKapauy.

Nurubutoppr MAO  (3a  uckmodyeHuem  uHTHOMTOpoB MAO B)  Moryr  ycwimBaTh
aHTUTUIEPTEH3UBHBIN 3¢ dekr Oera-aapeHoONOKaTOPOB. OJHOBPEMEHHOE NPUMEHEHHE TaKXkKe
MOYET MPUBECTHU K PA3BUTHIO THIIEPTOHUYECKOTO KPHU3a.

KOM6I/IHaITI/II/I, KOTOPBIC CIACAYET MPUHUMATh BO BHUMAHHUC

HernnpupoBaHHble  anKajgOWbl  CIOPBIHBM  IOBBIIAKOT  PUCK  PA3BUTUSA  HApyLICHUU
nepu(epuyeckoro KpoBOOOpalIeHHs. ODProTaMuH TMOBBIIIAET PUCK Pa3BUTHS  HapYyLICHUS
nepupeprudeckoro KpoBooOpaIeHus.

DdapMaKkOKHHETHYECKHE B3aNMOAECHCTBUSA

B (¢apMakoKMHETHYECKHX HCCICAOBAHUAX HE BBIBICHBI B3aUMOACHCTBHA OHMCONpOJONa C
TUA3UJAHBIMU JTUYPETUKAMHU, TaKMMM KaK THIPOXJIOPOTHa3WA, W LUMETUAMH. bucomponon He
oka3piBal  3(pdexkra Ha  PapMaKOKMHETHKY TeopwUIMHA. PudamnuuuH  yBeIMYUBaeT

MeTaboNMMYeCKUd KJIMPEHC W YKOpayMBaeT IEepHOJ IMOJYBbIBEICHUs OHCOMpOINIONa, OIHAKO
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
KOPPEKLMK JI03bl Nperapara He Tpebyercs. BiconpounopyHe: BIsieT Ha TIPPEPOMORHQBOE BpeMs Y

MAIMEHTOB, OMYYAIONINX CTAOMILHYIO 103y Bap(aprHa.

Oco0ble ykazaHust

Ipexpawenue mepanuu u CMHODOM «OMMEHbLY

He cnenyer pe3ko mpepbiBaTh JeueHHE OMCOIMPOJIOIOM WM MEHATh PEKOMEHIOBaHHYIO /103y 0e3
IIPEBAPUTENBbHON KOHCYJbTAallUM C BpadyoM, TaK KaK 3TO MOXET IPUBECTH K BPEMEHHOMY
YXYALIEHUIO JEeSATENIbHOCTH cepAua. JledeHue He clieqyeT MNpephiBaTh BHE3AIHO, OCOOEHHO Yy
nanueHToB ¢ MBC (oTMeuanoch yTsSOKENEHHE TNPUCTYIOB CTCHOKApAHWH, pa3BUTHE HHQApKTa
MHOKapJla ¥ BO3HMKHOBEHME MKEIIyJOYKOBBIX apuTMui y mnanueHtoB ¢ MBC mnpu BHe3anmHOM
npeKpaleHnu npuema 0eta-aapeHo0okaTopoB). Eciu npekpaiienue aeueHust Heo0X0UMO, TO 103y
Oucorposoa cleyeT CHUXKATh MOCTENEeHHO. B cilyyae 3HAUUTENbHOTO YTSHKEICHHUS] CTEHOKApAUU
WIM Pa3BUTUS OCTPOrO0 KOPOHApHOTO CHHIpPOMAa CIEAyeT BpPEMEHHO BO300HOBUTH MPHEM
Oucorpomnona.

3G6OJZ€60HM}1, npu Komopbuwix He0OX00UMO ¢ OCMOPOAHCHOCNIBIO NPUMEHAMb npenapanm

bucorposion ciexyer NpUMEeHSITh C OCTOPOKHOCTBIO B CIIEIYIONINX CITydasix:

e Tsmxenbie hopmbl XOBJI (XpoHnyeckass 0OCTpyKTHBHAsI OOJIE3HB JIETKUX) M HETSDKEINbIe (OopMBI
OpOHXHMATBHOM aCTMBI;

e caxapHbIii IuabeT CO 3HAYMTENBHBIMH KOJICOAHMSIMH KOHIIGHTPAIUM TJFOKO3Bl B KPOBHU:
OHMCOTPOJION MOXKET MAaCKHpPOBATh CHMIITOMBI THIOTIIMKEMHUH (BBIPQXKEHHOTO CHUIKCHUS
KOHIIEHTPAIIUU TIIOKO3bl B KPOBH), TAKUE KaK TaXHUKapIus, CepAIicOMEeHNE WIH TMOBBIIICHHAS
MOTIIUBOCTb;

® CTporas JueTa;

® MPOBEJICHUE ACCCHCUOMIM3UPYIONICH Teparuu;

e AV oOmokaza I crenenu;

e BazocracTtuyeckas creHokapaus (creHokapaus [IpunHimMerana); HaOmOJAIHMCh — Clydad
KopoHapocmna3zMa. HecMoTpst Ha BBICOKYIO 0eTa|-CeJIeKTHBHOCTb, TIPUCTYITBI CTEHOKAPAUH HEIb3s5
MOJTHOCTHIO UCKITIOYHTH TP IMPUEMe OMCOIPOIIoia y MallueHTOB Co cTeHOKapauel [IpuHimerarna.
CrnenyeT ¢ 0c000i OCTOPOKHOCTHIO MPUHUMATH MPEnapaT

e HapylIeHHs MePUPEPUICCKOTO apTEPUATEHOTO KPOBOOOpAIIEHHS JIETKOH U YMEPEHHOM CTEIICHN
(B Hauase Tepamnuu MOXXET BOSHUKHYTh YCUJICHHE CUMIITOMOB);

e T1icopua3 (B T.4. B aHAaMHE3E).
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 16.09.2024 N2 19720
3abonesanus cepoeuro-cocyOucmou cucmems, (MOCNEOOBATENEHOCTE 0004)

Bera-anpenoOnokaTopsl HE JJOJDKHBI TNPUMEHATHCS MPH JCKOMIICHCUPOBAHHOW XPOHUYECKOU
cepAeYHON HeTOCTATOYHOCTH JI0 TeX TOp, MOKAa COCTOSIHHUE MallMeHTa He CTa0MIN3UPOBAIOCH.

Ha HavanpHBIX »JTamax NOPUMEHEHHS OHMCONpOJIONa TMAlMEeHThl HYKJAIOTCS B IOCTOSSHHOM
HaOJIFOJEHUH.

Bera-anpenoGnokaTopsl MOTYT BbI3bIBaTh Opagukapauto. [Ipu ypesxxenun YCC B nokoe menee 5055
yII/MUH CIIelyeT YMEHBIINUTH 103y WA IPEKPaTUTh IprueM OUCOIpOoIIoa.

Kak u npyrue 6era-aipeHo0I0KaTOpbI, OMCOMPOIION MOKET BhI3bIBATh YAJWHEHUE HHTepBaia PQ Ha
OKI'. CnenyeT ¢ OCTOPOKHOCTBIO MPUMEHSITH OMCOIMPOJION y MAIUEHTOB C aTPUOBEHTPHUKYIISIPHON
6mokanoii I crenenu.

HecenextuBHble OeTa-aApeHOOIOKATOPbl MOTYT YBEJIWYHMBATH YACTOTy M MPOAOIKUTEIHHOCTD
AQHTUHO3HBIX TIPUCTYNOB Yy TIAIIMEHTOB C Ba30CMACTHYECKOW CTEHOKapaueh (CTeHOoKapauen
[TpuHiiMeTana) BCIEACTBUE OMOCPEAOBAHHONW anb(a-perenTopaMyu Ba30KOHCTPUKIIMK KOPOHAPHOU
aprepun.  KapaumocenektuBHble  OeTaj-aapeHOOTIOKATOpPHl  (BKIIOYass  OUCOMPOJION)  TpH
Ba30CNACTUYECKON CTEHOKAPAUHU CIENAYET IPUMEHITH C OCTOPOKHOCTBIO.

K HacrosimieMy BpeMEHM HENOCTAaTOYHO JAaHHBIX OTHOCUTENBHO NPHUMEHEHHs Oucorposona y
nanuenToB ¢ XCH B coueranum c caxapHpIM auaberoM | Tura, BhIpaXKEHHBIMH HAPYIICHUSIMHU
(GYHKIMU TOYEK W/WIM TEYEHHU, PECTPUKTUBHOM KapIMOMHOMATHEH, BPOXXKICHHBIMH HOPOKAMHU
cep/La UiIv NOPOKOM KJlaraHa cep/ia ¢ BIpaKEHHbIMA T'€MOIMHAMUYECKUMU HapylneHusMH. Taxxe
JI0 CHUX ITOp HE ObLIO MOTYYEHO TOCTATOUHBIX IaHHBIX OTHOCUTENbHO nanueHToB ¢ XCH ¢ nndapkrom
MHOKapJa B TEUEHHE MOCIEAHUX 3 MECSLIEB.

Lvixamenvnas cucmema

HecmoTpss Ha TO, 4TO CeNeKTUBHBIE O€Ta-aJipeHOOJOKATOPbl B MEHBIIEH CTENEHU BIUSIOT Ha
(GYHKIUIO NbIXaTEeIbHOW CHCTEMBI, YeM HECEIEeKTHUBHBIE OeTa-aJpeHO0]I0KaTOPhl, MalueHTaM C
XOBJI u HeTspKenbIMU (OopMaMH OPOHXHATBLHON acTMBI OMCOIIPOJION CIIEAYEeT Ha3HAYaTh ¢ 0COOOH
OCTOPOXXHOCTBIO M TOJBKO B TOM Cllydyae, €CJIM BO3MOXXHBIE INMPEMMYLIECTBA €TI0 MPUMEHEHMS
OpPEBBIIAIOT NOTEHIMaNbHBI puck. Ilpu OponxumanbhHoit actmMe wim XOBJI mokaszaHo
OJIHOBPEMEHHOE MPUMEHEHNE OPOHXOIUIATUPYIONIUX CPEACTB.

VY nanueHToB ¢ OpOHXHMANbHOM acTMOl BO3MOKHO TOBBIINIEHHE PE3UCTEHTHOCTH JAbIXaTEIbHBIX
nyTeil, 4to Tpedyer O6osee BRICOKOW A03bI 0eTa2-aJpeHOMUMETHKOB.

VY mamuentoB ¢ XOBJI Guconposnon, Ha3HayaeMblii B KOMIUIEKCHOW TEpamuy C IIENbI0 JICUCHHS

Cep/IEYHON HEIOCTATOYHOCTH, CIEAyeT HAauMHATh C HAaWUMEHBIIIEH BO3MOXKHOM I103bI, a TAIMEHTOB
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 16.09.2024 N2 19720
TIIATEIBHO HAOJIIOJATh Ha MOSBICHIE HOBBIX [CHMIITOMOR (HATIPHMOP; ONBIIKH, HENEPLHOCHMOCTH

($U3MUEeCKUX HArpy30K, KaIlis).
Obwupnvle xupypauueckue emeuamenscmea u 0ouas aHecmesusl

[Tpu HeoOX0IUMOCTU MPOBEACHUSI XUPYPTUUECKHX BMENIATEIbCTB CIEAYET MpeAylnpeauTh Bpaya-
aHEeCTEe3UoJIora O TOM, YTO MAIMeHT MPUHHMAaeT OeTa-aApeHO0JoKaTOphl (PUCK JEKApPCTBEHHBIX
B3aMMOJICHCTBUI C Pa3BUTUEM TSKEIBIX OpauapuTMUil, yMEHbIIECHUS pe(IICKTOPHON TaXUKAPAUU U
apTepuanbHOil runoreH3uu). Pexomenayercs 6e3 sBHOM HEOOXOIMMOCTH HE TpeKpamaTrh MpHeM
Oucomposoa B MepUONEPAIIMOHHOM Ieproe (T.K. 0J0kaga 6eTa-aIpeHOPEIeNITOPOB CHUKACT PUCK
BO3HHUKHOBEHHUS apUTMHI U UIIEMHUU MHUOKap/a BO BpeMsl BBOJHOTO HAPKO3a U UHTYOAllMU Tpaxeu).
B caywae HeoOXoaMMOCTHM TpepbIBaHMS JIeUEHHs OHCOIPOJIONIOM Tepel MpOBeIeHHEM
XUPYPTUYECKOr0 BMEILIATEIbCTBA, Mpernapar CleqyeT OTMEHUTh HEe MeHee 4yeM 3a 48 yacoB [0
oreparuu.

Deoxpomoyumoma

VY nanueHToB ¢ peoXpoMOLUTOMOI OUCOTIPOIIO0T MOKET OBITH Ha3HAUEH TOJIBKO HA (DOHE TPUMEHEHHS
anbQa-aapeHoOI0KATOPOB.

Tupeomoxcuxos

[Tpu runepdyHKIMN MUTOBUIHON KeJle3bl OeTa-aJapeHO00IOKaTOPhI (BKIIOYask OMCOMTPOIIO) MOTYT
MacKHpOBaTh TaXUKapIUI0 U YMEHBIIATh BBIPAKEHHOCTh CHMIITOMOB THPEOTOKCHKO3a. Peskas
OTMEHa TMpermapara MOXET BbI3BaTh OOOCTPEHHE CHMIITOMOB 3a00JIEBaHUS M  pa3BUTHE
TUPEOTOKCUYECKOTO KpH3a.

Peaxyuu nosviwennoii uyscmeumenvHocmu

Bera-anpenoGiokaTopsl, BKIIOYast OUCONPOIIOI, MOTYT MOBBICUTh YYBCTBUTEILHOCTh K ajlIepreHam
U TSDKECTh aHA(pUIAKTUYECKUX PEaKIUi / peakuuid TUIEepPYyBCTBUTEIBHOCTH H3-3a OCIAOICHHS
aJPCHEPTUYECKON  KOMIICHCATOPHOM  perysiud Toa JCHCTBHEM OeTa-aapeHO0I0KaTOpOB.
[IpumeHneHne OOBIYHBIX TEpaNeBTUUYECKHX 103 dnuHedprHa (ampeHanuHa) Ha GoHe mpHema Oera-
a/IpeHO0JIOKATOPOB HE BCETJa MPUBOIUT K JOCTHIKEHHIO JKEJIAeMOro KIMHUYECKOTo 3 dekTa.
Heo6xoaumo coGmoaTh OCTOPOXKHOCTH MPH Ha3HAYCHUH OWCOIPOJIOia MAlMEHTaM C TSDKEIBIMU
peakuusIMU TUIEepYYBCTBUTEILHOCTH B aHAMHE3€ HIIM IPOXOSAIINX KYpC AECEHCUOMIN3aINH.
llcopuas

[Ipu pemennu Borpoca o MpUMEHEHHH OUCOTIPOIIOa Yy HAIIMEHTOB C IICOPUA30M CIIEAYET TIIATEIbHO
COOTHECTH TPEATNOJIaraeMyio Mojib3y OT MPUMEHEHHUs Ipernapara U BO3MOXKHBINH PUCK 000CTpEHHS

TECUYCHMH IICOpHa3a.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
Konmaxmmuvie unszer (NOCNEOOBATENEHOCTE 0004)

HaI_II/IeHTbI, MOJIB3YIOUCCA KOHTAKTHBIMU JIMH3aAMHU, JOJIKHBI YIUTBIBATh, YTO HA (I)OHG MMPUMCHCHU
OeTa-aapeH00I0KATOPOB BO3MOKHO CHUIKCHHE MTPOIYKIIHH CIIE3HOM JKUIKOCTH.

Bausinue Ha CHOCOOHOCTH K YNPABJIEHHI0 TPAHCHOPTHBLIMHM CpeacTBAMH W padoratb ¢
MeXaHHu3MaMH

[penapar bugon®

HE BIIUSET Ha CIOCOOHOCTH K YIPABICHUIO TPAHCTIOPTHBIMU CPEJICTBAMU COTIIACHO
pe3yabpTaTaM uccienoBanus, y nanueHToB ¢ UbC. Ognako BeiencTBue MHAUBUAYAIbHBIX PEaKLUi
CIIOCOOHOCTH YINPaBJIATh TPAHCHOPTHBIMU CPEACTBAMU U CIOKHBIMM MEXaHU3MAMU MOXET OBITh
HapymieHa. Ha ato cnegyer oOpatuth ocoboe BHUMaHue B Hayase JICUeHUsI, TOCIe U3MEHEHUS 103bl,

a TaKk)Ke MPHU OJHOBPEMEHHOM YHOTPEOICHUH aJTKOT OIS

®opMma BBINLYCKA

Tabnerku, 5 mr, 10 mr.

[To 14 rabmerox B Ommcrepe u3 mieHku [IBX/TIBJAX u ¢onbru amroMUHHEBOW MEYaTHON
nakupoBanHoil. [lo 1, 2 wnmm 4 Onmcrepa B KAapTOHHYIO IAYKy BMECT€ C WHCTPYKIHMEH IO

MPUMEHEHHUIO.

YcaoBusi XxpaHeHust
[Ipu remneparype He Bbiue 25 °C.

XpaHUTb B HEAOCTYITHOM )i ieTel MecTe!

Cpok rogHoctu
3 rona.

He MNPUMCHATH IO UCTCUCHUU CPpOKA rOAHOCTHU, YKA3aHHOT'O HAa YITAKOBKC.

YcaoBus oTnycka

OTIycKalT Mo peuenTy.

IIpousBoauTesib / BolmycKaIMi KOHTPOJIb KayecTBa:
AO ('EJEOH PUXTEP — PYC»

Poccus, MockoBckas 0011., ropojickoit okpyr Eropsesck, noc. lllyBoe, yn. JlecHas, 1. 40

Baanesien (nep:kartesib) perucTpauiMOHHOIO YI0CTOBEPEHMSI:
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 16.09.2024 N2 19720
OAO «I'eneon Puxrep» (NMOCNEOOBATENBHOCTE 0004)

1103 bypanemwr, yn. émpén, 19-21, Benrpus

Opranu3anus, NPUHUMAIOIIAS IPeTEeH3MHU OT NOTpeduTeIeii:
Mockosckoe [IpencraBurensctBo OAO «I'eneon Puxrtep»
119049 r. Mockga, 4-it JIoOpbIHHHCKHII TIEep., oM 8§

Tenedon: +7 495 987-15-55

DnekTpoHHbIN anpec: drugsafety@g-richter.ru
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