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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

BETO®TAH®
(BETOFTAN)

Cknag:

Aitoya peyosnHa: 1 mn kpanenb MiCTUTb GeTakconony rigpoxnopugy (y nepepaxyBaHHi Ha 100 % cyxy
PEYOBUHY) 2,8 MT, L0 eKBIBa/IEHTHO 2,5 MI 6eTaKCcoN0Ny;

[ONOMI>KHI peYOBMHK: HATPIO NONiCTMPONCynbgoHaT, kapbomep (974P), N-naypoincapkosuH, Kucnota 6opHa,
mMaHIT (E 421), guHaTpito efeTar, OeH3a1KOHIO X/I0pUA, PO3YMH HATpIlo Tigpokcuay Ta/abo Kucnota
XNOPUCTOBOSHEBA PO3BEAEHA, BOAA AN iH’ EKLLIN.

Jlikapcbka thopma. Kpanni o4Hi.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTUBOCTI: CyCreH3is Big 6i510ro 4o maike 6is10ro Konbopy.

dapmakoTeparneBTUYHa rpyna. 3acobu, Lo 3aCTOCOBYHOTLCA B O(PTa/IbMO/IOrii. [poTUriayKoMHinpenapaTu i
MIiOTUYHI 3aco6u. bnokatopu 6eTa-agpeHopeuenTopiB. Kog ATX SO1E D02.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

BeTakconon — kappiocenekTuBHUIA 61okaTop 6eTa-1-afipeHepriyHnX peuenTopiB, AKUA He YMHWUTL 3HAYHOI
MeM6paHoCcTabinizyBasibHOI (MiCLLEBOT aHeCTe3yBa/lbHOI) | BUPaXKeHOT CUMMAaTOMIMETUYHOT il

MigBULLEHNIA BHYTPILLUHBOOUYHWI TUCK € FTONOBHUM (PaKTOPOM PU3UKY PO3BUTKY F1ayKOMaTO3HOTCKOTOMU. Ym
BULLMI piBEHb BHYTPILLHBOOYHOI O TUCKY, TUM BiflbLUa IMOBIPHICTb YLLIKOKEHHS O4YHOr0 HepBa Ta BTPaTy Nons
3opy. Micng iHCTUNAUIT B OKO 6EeTakco/oNn 34aTHWUIA 3HWKYBATW AK NIABULLEHWWA, TaK i HOpMasibHUM
BHYTPILUHbOOYHUI TUCK, HE3aNeXHO Bif TOro, UM CYMPOBOMKYETHCA LEe r1ayKOMOK; MeXaHi3M #oro
riNnOTEH3MBHOI AiT NOB’A3aHWIA 3i 3MEHLLEHHAM NPOAYKLiT BHYTPILUHbOOYHOI PiAMHN, K NOKa3ye TOHOrpadis i
(hntoopothoTomeTpid. BeTakconon nounHae Aiatn dvepe3 30 XBWAMH, & MakKCUMa/lbHWUMA e(eKT 3a3Buyai
[OCAraeTbCs Yepes 2 roAuvHU Micns MIcLEeBOro 3actocyBaHHs. OfHopa3oBa [03a 3a6e3neyvye 3HWKEeHHS
BHYTPILLUHbO0YHOI 0 TUCKY NPOTAroM 12 rofunH.

BasopenakcauiiHa fis 6eTakconony Ha nepugepuyHi cyamHmn 6yna NpoLeMOHCTPOBaHa Y AOCNIIKEHHI in Vivo
Ha cobakax. TakKo) BasopenakcaljiiHa fisi 6eTakconony i moro 3aaTHiCTb 6/10KyBaTW KasbLi€BI KaHann Gynu
NPOAEMOHCTPOBAHI B [eKiNIbKOX AOCMIIKEHHAX N VIVO, B AKX BUKOPUCTOBYBAIUCA MOAENT OYHUX | HEOYHMX
CY[ZIMH LLYypiB, MOPCbKMX CBUHOK, KPONiB, CO6aK, CBMHel Ta KopiB. [is 6eTakconony sk HeliponpoTekTopa byna
NPOAEMOHCTPOBaHa B eKCrepMMeHTax AK in Vivo, Tak i in vitro Ha CIiTKIBUi KPO/iB, KOPTUKA/IbHUX Ky/bTypax
LLYpPIB | KyNnbTypax CITKIBKW Kypuar.

[aHi, oTpumaHi nif 4ac KOHTPO/IbOBaHMX KMIHIYHUX [OCMIMKEHb 32 Y4yacTi MauieHTIB i3 XPOHIYHOH
BiIKPUTOKYTOBOK IN1ayKOMOK Ta OYHOK TinepTeH3i€l0, BKa3ylTb Ha Te, WO JIiKYBaHHA i3 3aCTOCYBaHHAM
6eTakconony 3abesnevye TpuBaniwni NO3UTUBHWUIA BNAMB Ha MOSe 30pY, HXX MPU 3aCTOCYyBaHHI TUMOJIONY,
HeceneKTMBHOIo 6eTa-6nokaropa. TakoX NpW 3acToCyBaHHI 6eTakcosiofly He CroCTepirasoca HeraTMBHOMO
BM/MBY Ha KPOBOMOCTaYaHHA OYHOro Hepsa. bertakconon nigTpumye abo nNOAIMNWye OYHWIA KPOBOOOGIT
/nepdysito.

Mpun micueBoMy 3acTocyBaHHI 6eTakconony y hopMi O4YHUX Kpanesb BiH YAHWUTbL He3HaYHY Aito abo 30BCiM He
BMN/IMBAE Ha 3BY)XEHHA 3iHWLI Ta Mae MiHIMaibHWIA BNIMB Ha /NEreHeBy Ta CepLEBO-CYANHHY (YHKLIitO.
Betakconon gna oPTasibMOIOriYHOro 3aCTOCYBaHHA He MaB iICTOTHOMO BMNJIMBY Ha (DYHKLLiKO /IereHiB, Wo 6yno
BCTAHOB/IEHO MPU BMMIPKOBAHHI 06'€MY MaKCUMa/lbHOTO BUAMXY 3a CEKYHAY, MakCUMa/lbHOro >XUTTEBOIO


mailto:

00’eMy fereHiB Ta iX CniBBIAHOLIEHHSA. XXOAHMX 03HAaK CepLeBO-CYAVHHOI 6eTa-afpeHepriyHol 6/10Kaam nig
yac JOCNipKEHHS He cnocTepiranocs.

Mpy nepopasibHOMY 3acTOCyBaHHi GeTa-afipeHeprivHi 6/10KaTopy 3MEHLLYIOTL CepLeBUii BUKNL, Y 3L40POBUX
A06pPOBOMLLIB Ta B NaUiEHTIB i3 3aXBOPHOBAHHAMY Cepus. Y MauieHTIB i3 THKKMMU NOPYLUEHHAMU (DYHKUIT
MioKapAa aHTaroHictm  GeTa-afipeHepriyHMX  peuenTopiB  MOXYTb  MPUrHiYYyBaTW  CUMMATUYHWIA
CTUMY/TIIOBa/IbHUIA eheKT, HEOOXIAHWIA AN NIATPUMaHHSA afleKBaTHOT cepLeBOT PYHKLIT.

Pe3ynbTaTti KNIHIYHMX AOCMiMKEHb BKa3ylOTb Ha Te, WO CycCreH3is 6eTakconony nepeHocunacs Habararto
KpaLe, HiXX pPO34uH.

MonsipHa npupoga 6eTakconony MOXe CPUYUHATY BifuyTTs ANCKOMGOpPTY B ouax. Y npenapaTi betodTaH®
MOMEKYNN 6eTakCo1oNy 3B'A3aHi IOHHUM 3B’SI3KOM 3 aMOGep/liTOBOKD CMOMOK. [licna iHCTUAAUIT MOnekynu
6eTaKkconony nepeHoOCATLCS i0HaMWM HaTpilo B CAi3HY NAiBKy. Lleli mpouec nepemiwieHHs Bif0yBaeTbCA
MPOTArOM KiflbKOX XBUNVH i MOCW/IHOE OPTa/IbMO/OTiUHWIA KOMMOPT NPy 3acTOCyBaHHI npenapaty beTohTaH®.
JOKnNiHIYHI faHi 3 6e3neku

JoCnifpKeHHS TPUBAIOCTI XUTTA NPU 3aCTOCYBaHHI 6eTakCcoso0/y, BBEAEHOro NepopasibHO Yy [03aX 6 mr/kr
/006y, 20 mr/kr/go6y a6o 60 Mr/kr/goby, NpoBeAeHi Ha MMLLIAaX Ta Ha Lypax y [03ax 3 mr/kr/goby, 12
Mr/kr/po6y abo 48 mr/kr/foby, NpoAeMOHCTPYBa/IN BIACYTHICTb KAHLEPOTreHHOr 0 eqieKTy.

Mg vac pisHOMaHITHMX AOCNIAIB Ha KNiTUHaX 6aKTepili Ta ccaBUiB K in vitro, Tak i in vivo MyTareHHWUiA eghekT
6eTaKcos10Ny He cnocTepirasca.

JocnifpkeHHs il 6eTakconony Ha penpofyKTMBHY (DYHKUiO, a TakKoX TepaTosoriyHi, nepuHatasibHi Ta
MOCTHaTa/IbHI  JOCNILXKEHHS, L0 MPOBOAUIMCA Ha Lypax Ta KpoOifx 3 MNepopalbHUM  3aCTOCYBaHHAM
6eTakconony rigpoxnopuay, NPoAeMOHCTPYBaIM [0Ka3N 3B’ A3KY MOCTIMNIAHTaLiNHOIMO BUKUAHA Y LWYpPIB Ta
KpOniB 3i 3aCTOCYBaHHAM Mpenaparty B A03i, W0 nepesuLlyBana 12 Mr/kr Ta 128 Mr/kr BiZnoBigHO.
Betakconony rigpoxnopug He BUSBUB TePaTOreHHOro eqpeKTy, a TaKoX He CNocTepiranocs 6yAb-aKoro iHLWoro
HeraTMBHOrO BMN/IMBY Ha PenpoAyKTUBHY (YHKLi0 NpY CYOTOKCUYHUX A03aX.

PapmakoKiHeTuKa.

BeTtakconon mae BUCOKY NiNOMIiNbHICTb, WO CNPUYNHSAE BUCOKWIA CTYMNiHb NPOHWKHOCTI Y POriBKY i BUCOKI
KOHLeHTpaLiT npenapaTy B TKaHUHax oka. BMICT 6eTakcosiony B nna3mi KpoBi Mic/is MIiCLLEBOro 3aCTOCyBaHHS
HM3bKWIA. Tig Yac KNiHIYHNX (hapMaKOoKIHETUYHUX A0CNIKEHb KOHLUEHTPaUIT B NiasMi KpoBi 6YNn HKYe MeXi
KifIbKICHOr0 BM3Ha4YeHHs1 2 Hr/M/1. BeTakcosion XapakTepu3yeTbCsl rapHOK abcopOLuieto Npu nepopasibHOMY
3aCTOCYBaHHi, HM3bKMMK BTpaTamMu MNpW MNEpLIOMY MPOXOMKEHHI Ta BIAHOCHO TpUBaAMM MepPiofoM
HaniBBUBELEHHS, AKUIA CTaHOBUTb NPMOIM3HO 16-22 roamHu. BuBoamTbCA 6eTaKCco/0/ 3a3BUYail HUPKamu,
MeHLWe — 3 (pekaniammn. OCHOBHUMW MeTaboniTamu € B (DOPMM KapOOKCU/IBHOT KMUCNOTU Ta BeTakconon y
He3MiHeHOMY BUI S|, SIKi BUBOAATLCA 3i ceveto (MprnbnmsHo 16 % Bifg NpUAHATOT f03N).

BeTakconon nounHae ity 3a3suyai Yepes 30 XBUNMH, @ MAKCUMa/IbHUIA eieKT 3a3BMYald 4OCATaeTbCA vepes 2
FOAVHW Micna MICLEBOro 3actocyeaHHs. OfHopa3oBa f03a 3a6e3neyye 3HVKEeHHS BHYTPILLUHbOOYHOIO TUCKY
npoTArom 12 rogux.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

[N 3HWKEHHS BHYTPILUHLOOYHOIO TUCKY Y XBOPUX Ha XPOHIYHY BiAKPUTOKYTOBY F/layKOMYy abo OuHYy
rinepTeHsito (K MOHOTepanis, Tak i B KOMOiHaLii 3 IHLIMMM NliKapCbKUMK 3acobamn).

lNMpoTunnoKasaHHS.
MigBuLLEHa YyTAMBICTb 10 aKTMBHOT CyOCTaHLii abo [0 6yAb-AKOro3 KOMMOHEHTIB npenapary.

CuHycoBa 6pasvkapgis, CMHAPOM AUCHYHKLIT CMHYCOBOro By3na, AUCHYHKLIA CUHYCO-NepeacepLHOro
BY3/1a, aTpioBEHTPMKYNApHa 6nokaaa Il abo Il cTyneHsi, HeKOHTPO/IbOBaHa BofieM pUTMY. BupaxeHa cepuesa
HeLOCTaTHICTb a60 KapAioreHHWA LWOoK.

PeakTuBHe 3aXBOPHOBAHHA AMX&/IbHUX LUMAXIB, BK/IKOYAKOUM BPOHXIaIbHY acTMy THXKOro CTyrneHs abo
OpOHXiafIbHy acTMy TSXKKOrO CTYMeHs B aHamHe3i, XPOHiYHI OOGCTPYKTVBHI 3aXBOPHOBAHHA JIEreHb THKKOro
CTYneHs.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.

CneuiasbHUX OCNILKEHb LWOA0 B3aEMOAIT 6eTaKCco10/1y 3 iHLWMMU NiKapCbK1MMK 3acobamu He NPOBOAMNOCA.
ICHYye MMOBIPHICTb BUHWKHEHHS [0AaTKOBMX ePEKTIB, L0 NPM3BOAATL [0 apTepiasbHOI FinoTeHsil Ta/abo

BUpaXXeHOT OpaguKapii, npy 3acTocyBaHHI O(MTaIbMOIONIYHOIO PO34YMHY, WO MICTUTL 6GeTa-610KaTopu,



OfHOYaCHO 3 nepopaibHUMK 6/10KaTOpaMK KaslbLIEBMX KaHaniB, 6GeTa-afpeHepriyHMMM GN0KyBa/IbHUMU
3acobamu, aHTMapUTMiYHMMK 3acobamm  (BKIKOYaKOUuM  amiofapoH) abo  rniko3ugamy  HanepcTsHKM,
napacumnaToMimeTuKamu, ryaHeTUanHOM.

BeTta-610KaTOPN MOXYTb 3MEHLLYBATV YyT/MBICTb [0 afpeHaliHy, SKUA 3aCTOCOBYETLCA [/ NiKyBaHHA
aHainakTMYyHUX peakuin. Cnig npusHayatv 3 06epeXxHICTIO nauieHTaM 3 aTtonieto abo aHadinakciero B
aHaMHesi.

Y pigKiCHUX BUMNagkax MOBIAOMAANOCA MNP0 Migpia3, WO BWHMKAB MpPU CYyMyTHbOMY 3aCTOCYBaHHi
o(bTasIbMONIOriyHMX 6eTa-6/10KaTopiB Ta agpeHaniny (eniHepuHy).

Y pasi 0fHO4YaCHOro 3aCTOCYBaHHA [eKinbka NMiKapcbKuX 3aco6iB 415 MICLEBOro 3aCTOCYBaHHA B OKO
HeoOXigHO 3ayeKkaTV LWOHaMeHLLe 5 XBMAMH MK iX 3acTocyBaHHSM. Ou4Hi Masi Ccnif 3acTOCOBYBaTy
OCTaHHIMMW.

OcKinbKun 6eTakcosnon € 6/10KaTopoM afipeHoOPeLLenTopiB, MOro cnif 3 06epeXKHICTIO NpU3HaYaTh nalieHTam,
AKi NapanefibHO 3aCTOCOBYHOTb afpeHeprivyHi NCUXOTPONMHI 3aC06K, Yepe3 PU3NK MOCUNIEHHS TXHLOT Ail.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

TiNbKW AN oPTaNbMO/IONYHOMO 3aCTOCYBaHHS.

UacToTa BUHUKHEHHS NOGIYHMX peakLid Npu MiCLLeBOMY 3aCTOCYBaHHI B OKO € HUXKUOO, HIXX NMPY CUCTEMHOMY
3acTocyBaHHi. LLoj0 3MeHLIeHHA cucTeMHOT abcopbuii AnB. po3ain «Cnocib 3acTOoCyBaHHA Ta J03MW».
3axBOPHOBAHHSA POTiBKM

Mpy MicUeBOMY 3aCTOCyBaHHI B OKO 6eTa-06/10KaTOpIiB MOXE BMHMKATK CyXiCTb oyeld. Cnif 3 06epeXxHIcTio
3acTocoByBaTu 6eTa-6/10kaToOpyW NaLieHTam i3 3aXBOPOBAHHAMM POTiBKMU.

IHWI 6eTa-610KaToOPU

Mpwy 3acTOCYBaHHI GETAKCOMONY NalieHTaM, SKi BXE OTPUMYHOTb CUCTEMHUI 6eTa-6/10KyBa/lbHUIA 3aci6, BB
Ha BHYTPILUHbOOYHWNIA TUCK MOXXE MOCKBaTUCL. BifoMmi edhekTy cucteMHoT 6eTa-6n1okagun. Mpu 3acTocyBaHHiI
6eTa-6NM0KyBa/ibHUX 3ac00iB  MmauieHTam Liei KaTeropii Cnif YBaXXHO CriocTepiratm 3a peakuieto. He
PEKOMEHAYETLCA 3acTOCOBYBaTW fABa OeTa-afpeHepriyHMX 3acobu MicueBOi AiT ogHoyacHO (AMB. po3Aain
«B3aemogis 3 iHWMMM NIKapCbKUMIM 3aC06aMU Ta iHLWI BUAW B3AEMOLIIN»).

[N 3HUKEHHSA BHYTPILLIHBOOYHOIO TUCKY B NAaLieHTIB i3 3aKPUTOKYTOBOK rnayKoMoto beTodTaH® HeobXifHO
3aCTOCOBYBATU fiNLLIE Y KOMOiHAUIT 3 MIOTUYHNMM 3acobamu.

XopioigHe BigLlapyBaHHS

MoBigomnsnocs Npo XopioiAHe BiAwapyBaHHSA NPV 3acTOCyBaHHI Tepanii cynpecaHTamMy Ha BOAHiA OCHOBI
(Hanpviknag, TMMO/ION, aueTasonamif) nicng npoueayp inbTpauii.

XipypriyHa aHecTe3ist

BeTa-6/10KyBasIbHi aHeCTe3yBaslbHI MpenapaTi MOXYTb 6/10KyBaTV fit0 CUCTEMHUX GeTa-aroHICTiB, HaNpuKnaj
afipeHasiHy. FAKLLO NauieHT npuiimae 6eTakconon, cnif noBi4OMMTY NPO Le aHecTesiosnora.

3AiViCHIO0UM HOCOC/I3HY OK/IHO3it0 260 YTPYMYHOUM MOBIKM 3aKPUTUMU NPOTATOM 2 XBUIUH, MOXXHA 3MEHLLUNTI
cucTeMHy abcopbuito npenapaTy. Lle MoXKe 3HM3MTU CUCTEMHY fit0 Ta 36iNbWNTA MIiCLEBY Ait0 NiKapCbKMX
3aco0iB.

3araibHi

- AK | iHWI odpTanbMONOrivyHi NpenapaTy 415 MiCLEBOro 3acToCyBaHHS, 6eTakco10n abcopOyeTbCs CUCTEMHO.
Uepe3 HasBHICTb beTa-afpeHepriyHoro KOMMOHEHTa NPV 3aCTOCYBaHHI 6eTakcon01y MOXYTb BUHUKHYTU Taki
X NOGIYHI peakuil 3 60Ky cepLeBO-CYAMHHOT, AUXaNbHOT CUCTEM Ta iHLWI BUAM MOGIYHUX peakuiil, K i npw
3aCTOCyBaHHI CUCTEMHUX 6/10KaTOPiB 6eTa-afpeHepriyHNX peLenTopiB.

MopyLeHHs 3 60KY CepLeBoi CUCTEMU

- Y nauieHTiB 3i CepLeBO-CYAVHHMMMN 3aXBOPKOBAHHAMMU (Hanpuknag, KOpOHapHe 3axBOPHOBaHHA cepus,
CTeHoKapaia [MpuHUMeTana Ta cepueBa HeAOCTaTHICTb) Ta apTepiasibHOH TiMOTEeH3IE Chif KPUTUYHO
OLiHKOBATU HEOOXIAHICTb Tepanii 3i 3aCTOCyBaHHAM 6eTa-6/10KaTopiB i PO3r/IAHYTM MOX/IMBICTb 3aCTOCYBAHHSA
IHWNX  [OiloYMX pevyoBuH. HeobXigHO cnocTepiratv 3a CTaHOM NauieHTIB i3 CepueBO-CyANHHUMMU
3aXBOPIOBaHHAMM. Yepe3 HecnpusaTAnBWMIA BNMB 6eTa-6/10KaToOpPiB Ha Yac MPOBIAHOCTI 1X 3 06epeXXHICTHo
MOXXHa NMpU3HavaTu e nauieHTam i3 6/10kagotro cepus | cTyneHs.

MopyLeHHS 3 60KY CYANHHOT CUCTEMMU

- Cnig 3 06epexHICTIO 3AiCHIOBATU NiKyBaHHA MaLjieHTIB i3 MOPYLUEHHSM MepUMEpPUYHOro KpoBooobiry
TSHKKOIO CTyneHs (TO6TO TSHKKI (POpMUM 3aXBOPrOBaHHSA PeiiHO abo CUHAPOMY PeitHo).

[MopyLUeHHS 3 60KY ANXabHUX LUNAXIB




- Hagxognnu noBigomieHHs Npo peakuii 3 60Ky AWMXasbHOI CUCTEMM, B TOMY YMCAI NPO NeTanbHi BUNagKu
BHACNifOK 6GpoHXOCMa3My, Yy MauieHTiB 3 aCTMOK MiCNs 3aCTOCYBaHHA [esikux 6eTa-6nokatopis. Cnig 3
06epPeXXHICTIO NpM3HaYaTK Leil npenapar nauieHTam i3 6poHXiaflbHOK aCTMOKO N1erkoro/moMipHOro CTyneHs, y
TOMY 4MCNi B aHaMHe3i, abo XPOHIYHMMM OOCTPYKTMBHUMW 3axBOPHOBaHHAMWU nereHb (XO3J1) nerkoro
/MOMIpPHOro CTyneHs.
Finornikemis/giabet

BeTta-agpeHobnokaTopu cif 3 06epeXxHICTIO 3acTOCOBYBATM Mali€eHTaM, CXWIbHUM [0 CMOHTaHHOI
rinornikemii, Ta nayieHtam 3 1abinbHUM [iabeToM, OCKiNlbKM 6eTa-6/10KaTopy MOXYTb MacKyBaTh CUMMTOMU
rocTpoi rinornikemii.
[inepTnpeos
- beTa-agpeHo610KaTOPM TaKOX MOXYTb MacKyBaTy 03HaKW FinepTMpeosy.
M’ A30Ba CnabkicTb
- beTa-afpeH0610KaTOPU MOXYTb MOCWKOBATK CMabKICTb M’ A3iB, WO MOB’A3aHO 3 MEBHUMK CUMMTOMaMM
MiacTeHiT (Hanpuknag, 4unonis, NTo3 Ta 3arajibHa clabdKicTb).
AHaINaKTUYHI peakuii
- [Mip yac 3acTocyBaHHsA 6eTa-6/10KaTOPIB NaLieHTV 3 aToMiel0 B aHamHe3i abo aHainaKTUYHUMK peakLismu
TSXKKOTO CTYMEHA Ha Pi3HI afepreHn B aHaMHe3i MOXYTb MaTW CW/bHILY peakuito npu MOBTOPHOMY
3aCTOCyBaHHI npenapary 3 LMW X anepreHamu, a TakoXX MOXYTb He pearyBaTi Ha 3BUYaiHi 403W afipeHasiny,
IKi 3aCTOCOBYHOTbCS 419 NiKYBaHHA aHaPiNaKTUYHUX peakLiiid.
KOHTaKTHI /1iH3K
- BeTo(hTaH® MiCTUTL BEH3AIKOHIIO XNOPUA, SKUIA MOXKE CIIPUUMHSATY NOAPa3HEHHS OKa i 3He6apBItoBaTH M’ AKi
KOHTaKTHI fliH3W. Cnifi YHUKATN KOHTaKTY 3 M’ AKMMU KOHTaKTHUMM NiH3aMu. [MauieHTiB cnig nonepeanTy npo
T€, L0 HeobXiAHO 3HATW KOHTAKTHI NiH3M Mepej 3acToCyBaHHAM OYHMX Kpanenb BetodTaH® i 3auekaty
15 XBWUWH, NepLU HiXK BCTABNATU KOHTAKTHI NIH3N.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyaato.

PenpoayKTBHA PYHKLLIS

[JaHi Wwoa0 BNAMBY NiKapcbKOro 3acoby Ha penpoayKTUBHY (DYHKLIKO NHOAMHN BiACYTHI.

BariTHicTb

Hemae foCTaTHIX JaHWX LWOAO 3aCTOCYBaHHA GeTakcosiony BariTHAM XiHkaM. LLLo4o 3MeHLIeHHS CUCTEMHOT
abcopbuil anB. po3gin «Cnocib 3acToCyBaHHA Ta L03U».

B enigemionoriyHnx JOCNiIKeHHAX He 6yN0 BMSBNEHO HEraTMBHOIMO BMN/IMBY Ha (DOPMyBaHHSA M104a, afe npw
nepopasibHOMY 3acToCcyBaHHi 6eTa-6/10kaTopiB Oy/I0 BUSBMEHO PU3MK 3aTPUMKU BHYTPILLUHBOYTPOBHOrO
po3BMTKY. KpiM UbOro, npu 3actocyBaHHi GeTa-6/10kaTopiB 4O MNOMOriB Y

HOBOHaPOPKEHUX  crocTepiranncad  cuMmnTomMu  GeTa-610kagm  (Hanpuknagd, 6paavkapgisa, apTepiasibHa
rinoTeH3is, pecnipaTopHWIA AUCTPEC Ta Finornikemis).

beTakconon He cnif 3acTocoBYBaTW Mif Yac BariTHOCTI, OKPIM BUMAAKIB rocTpoi HeobxigHOCTI. OfHaK, AKLWO
BeTothTaH® 3acTOCOBYBABCS 10 MOMONIB, Y MepLUi AHI NiCNsA HAPOMKEHHS HEO6XiAHO 3AiCHIOBATYU PeTENbHUIA
MOHITOPUHT CTaHy HOBOHaPOAXKEHOrO.

[Mepiof rogyBaHHA rpyaato

BeTa-6/10KkaTOpU NPOHMKAKOTL Y TPyAHE MOJIOKO, WO MOXe CMPUYUHUTU BUHUKHEHHS CEPO3HNX MOBIYHUX
eekTiB Y HOBOHApOMXeHUX, fAKI MepebyBalOTb Ha TPyAHOMY BUrofosyBaHHI. OfHaK MpWM 3aCTOCYBaHHI
TepaneBTUYHUX 03 6ETAKCO0/Y Y BUTNALI OUHUX Kpanesb HaBps4 UM B rPyLHe MOIOKO NOTPanuTh KiflbKiCTb
npenapary, ska MOXe BUK/IMKATU KiHIYHI cumnToMmn 6eTa-6/10Kagn HOBOHapOmMKeHOro. LLloao 3mMeHLeHHs
CUCTEMHOT abcopbLiT AnB. po3ain «Cnoci6 3aCToCyBaHHA Ta [03MU».

3paTHICTb BNMBATW Ha LWBUAKICTb pPeakLii Npu kepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.
BeTodTaH® He BNAMBae abo Ma€ He3HAYHWIA BM/IMB Ha 3[4aTHICTb KepyBaTW aBTOTPAHCMOPTOM UM MpaLitoBaTh 3
IHLIMMMK MexaHi3mamu. TrMYacoBe 3aTyMaHeHHs 30py abo iHLLI NOpYLLEHHSA 30pYy MOXYTb HeraTUBHO BNINBaTH
Ha 3[aTHICTb KepyBaTy aBTOTPAHCMOPTOM ab0 MpaLtoBaTV 3 IHLWUMK MexaHi3MaMu. AKLLO 3aTyMaHeHHs 30py
BMHWMKAE Nif yac 3akaryBaHHs, NauieHTy HeoOXifHO 3ayekatw, JOKW 3ip MPOACHUTLCA, MepLl HXK KepyBaTu
aBTOTPAHCNOPTOM ab0 IHLWMMU MeXaHi3Mamu.



Cnocib 3acTocyBaHHA Ta A03Mu.

[na opTasibMOMIOri4YHOr0 3aCTOCYBaHHS.

3acToCyBaHHA AOPOC/VIM, BK/IOYAKOUM MALLIEHTIB NIITHLOIO BiKy

PekomeHfiOBaHa [j03a CTaHOBUTb 1 Kpannto beTogTaHy®, sKy 3aKkanyroTb Y KOH'HOHKTUBA/bHUIA MilLOK
YpaXXeHoro oka (oyei) 2 pasu Ha Aoby. Oesakum nauieHTam Ans cTabinisayii rinoTeH3MBHOI AT NiKapcbKuii
3aci6 BetohTaH® NOTPiIGHO 3aCTOCOBYBATU KifbKa TUXHIB. PEKOMEHAYETbCA PeTeNbHE CMOCTEPEXXEHHSA 3a
XBOPUMM Ha rNiayKoMmy.

FAKWO Npu 3acTOCyBaHHI PEKOMEeHAOBaHMX [A03 BHYTPILUHbOOYHMIA TWUCK MauieHTa He KOHTPOOETLCA
Ha1IeXXHMM YMHOM, MOXXHA 3aCTOCOBYBATU CYMNyTHIO Teparito 3 iHWMKW NPOTUTIayKOMHUMM NpenapaTamu.
icna iHCTUNALIT peKOMEHAYETLCA LWisIbHe 3aKpUTTA MOBIKM ab0 HOCOC/I3HA OKMH3iA. Lie 3HMXKYE CUCTEMHY
abcopbLito NikapcbKMX 3aco6iB, BBeAEHUX B OKO, i 3MEHLUYE IMOBIPHICTb BUHMKHEHHA CUCTEMHUX MOGIYHMX
peakLiii.

Y pasi cynyTHbOI Tepanii iHWUMW MICLEBMMU OMTaSIbMOOTIYHUMI Mpenapatamn cnij LOTPUMYBATUCh
iHTepBaty 10-15 XBUANH MiXK X 3aCTOCYBaHHSAM.

3acTocyBaHHA AiTAM

EdeKTMBHICTb Ta 6e3neka 04HKX Kpanenb beTodTaH® npu 3acTocyBaHHi NaLiieHTam BikoM [0 18 pokiB
He BCTaHOB/IEHa.

3acTocyBaHHS NPY NOPYLLEHHSAX MYHKLLT NEYiHKX Ta HUPOK

BeTodhTaH® He focnifKyBaBcs Y L€l KaTeropii nawjieHTis.

Cnocib 3acTocyBaHHA

Mepen 3acTocyBaHHAM MpenapaTty (1akoH cnif, Lo6pe CTpyCUTH.

o6 nonepegutn 3abpyAHEHHS KiHUMKa KpanenbHWUi Ta CycreHsii, HeobxigHO OyTn 006epeXXHUM i He
TOpKAaTunCA NoBIK, NPUMErNX AiISHOK ab0 IHLLMX NMOBEPXOHb KIHYMKOM (hiakoHa-KpanenbHuL.

aiTn.
EdekTnBHICTb Ta 6e3neka o4HMX Kpanenb betodTaH® npu 3acTocyBaHHi NaLiieHTam BiKOM 0 18 pokis
He BCTaHOB/IEHI.

Nepeno3yBaHHA.
Y pa3i BMMAAKOBOrO KOBTaHHA Mpenapaty CMMMNTOMW Mepefo3yBaHHS MOXYTb BK/KOYaTW Gpagukapgito,
apTepianbHy rinoTeHsito, cepueBy HeOCTaTHICTb Ta 6POHXOCMA3M.

Y BuUnagKy nepefo3yBaHHs npenapatoM BeTohTaH® nikyBaHHS MOBMHHO 6YTW CUMMITOMATUYHUM Ta
NigTPUMYBa/IbHUM.

Mo6iuHI peakuii.

KopoTkuid ornss faHux 3 6esneku

HaivacTilwmm no6iyHMM  etheKToM, AKUIA CnocTepiraBca MPOTArOM  KIHIYHUX  [OCNiMKeHb npenapary
BeTodTaH®, GyN0 BigUYTTA AMCKOMMOPTY B OLLi, L0 3ycTpivanocs y 12 % nawieHTis.

HwkyesasHayeHi No6IYHI epeKTn CnocTepiranmcs nif yac KAiHIYHUX SOCNILXKeHb npenapary Ta KnacugikosaHi
TakKUM YMHOM: Ay>Ke yacTo (=1/10), yacto (=1/100, <1/10), HeyacTo (=1/1000, <1/100), nooanHoki (=1/10000
o <1/1000), pigkicHi (<1/10000). ¥ Mexax KOXXHOI rpynu nobivHi egekT! npeacTaBfieHi y Mopsaaky
3MEHLLIEHHS TX CTYMNEHS TSXKKOCTI.

Cuctema opraHis MoGiyHi peakuii 3rigHo 3 Knacuikatopom MedDRA
(Bepcis 13.0)

3 60Ky cepus HevacTo: bpagunkapais, Taxikapgis

3 60Ky HEPBOBOT CUCTEMU UacTo: ronosHuii 6inb
MOOAMHOKI: CUHKOIME




3 60Ky OpraHis 30py

[ly>Ke 4acTo: BifuyTTa AUCKOMGOPTY B OL
UacTo: 3aTyMaHeHHs 30py, NOCUNEHA CNb030Teya, BiAUYyTTA
CTOPOHHbLOTO TiNa B 04ax

HevacTo: TOYKOBMIA KepaTWUT, KepaTWuT, KOH'IOHKTUBIT
OnetapuT, 3HWXKEHHA TOCTPOTU 30pYy, MOPYLUEHHS 30pY,
CBITN06053Hb, 6iNb B 04YaX, CyXiCTb O4ei, acTeHonmis,
Onepapocnasm, He3BUYHe BigUYTTA B 04ax, CBEPOIK 0uein
BUAINEHHA 3 O4Yeil, YTBOPEHHA /IyCOYOK MO Kpasx MOBiK,
3anasieHHs O4Yeil, MOLPa3HEHHA O4Yeil, KOH'HOHKTUBASIbHI
[MOPYLUEHHS, KOH' OHKTVBa/IbHWUI HabpsK, O4Ha rinepemis
[MOOAMHOKI: KaTapakTa, 0(hTa/lbMOJIOTiYHI MOPYLUEHHS

3 60Ky  AuXanbHUX  LINSXIB,
TOpaka/ibHi  Ta  MejiaCTUHasIbHI
MOpYyLUEHHSA

HeyacTo: acTma, AUCNHOE, MOPYLUEHHS 3 OOKY AMXa/bHUX
LLNAXIB, PUHIT
[MOOAMHOKI: Kallesnb, puHopest

3 6OKY LLTYHKOBO-KMLLKOBOIO TPAKTY

HeuacTo: HygoTa

MooauHOKI: Ancressis

3 60Ky LUKIpW Ta NiAWKIPHUX TKAHUH

MooauHOKI: epMaTUT, BUCUMaHHS

3 60Ky CyauH

[MooAMHOKI: apTepiasibHa rinoTeH3is

McuxiyvHi po3nagm

MoOANHOKI: HECMOKii

3 60Ky penpofyKTUBHOT PYHKLIT Ta|
MOJIOYHUX 3a/103

[MOOAMHOKI: 3MEHLLEHHS Nibigo

3a pesynbTaTtamy MOCTMAPKETMHIOBUX [OCNIIKEHb OyNnn BUABMEHI HMdKYe3a3HayeHi MobiyHi

HaABHUMW AaHUMWN HEMOXXNTNBO PO3pax

YBaTW YaCTOTY X BUHUKHEHHS.

CucTema opraHis

MoGiYHi  peakuil 3rigHO 3 KiacugikaTopom
MedDRA (Bepcisi 13.0)

3 60Ky iMyHHOI cucteMu

MigBuULLIEHA YYTNMNBICTb

McmxiyHi posnagm

GE3COHHS, lenpecis

3 60Ky HepPBOBOT CUCTEMU

3arnamMopOUeHHs

O TanbMONOriYHI MOPYLUEHHSA

epvTeMa NoBiK

MicLiA BBEAEHHS

3 60Ky cepus apuTMIs
3 60Ky LUKIpK Ta MIAWKIPHUX TKaHWH 06/IMCIHHSA
MopyLUeHHs 3aralbHOro XapakTepy Ta CTaH@CTeHis

Onuc HaBefeHUX NoBIYHNX peakLili

peakuii. 3a

AK i NpY 3aCTOCYBaHHI IHLWIMX OPTASIbLMOMOTIYHMX JTIKAPCbKMX 3aC06iB MiCLEeBOI Ail, 6eTakconon abcopbyeTbCs
Yy CUCTEMHUI KPOBOOGIr. Lle MOoXe CnpuiunHUTIL NoAI6HI HebaXKaHi edheKTH, K | NPW 3aCTOCYBaHHI CUCTEMHUX
GeTa-610kaTopiB. YacToTa BUHMKHEHHA CUCTEMHUX NOGIYHMX peakLiid Npy MiCLEeBOMY 3aCTOCYBaHHI B OKO €
MEHLLOK, HIXX MPU CUCTEMHOMY 3acTOCyBaHHI. HaBefeHi MO6iYHi peakuii BKIOYAKOTL Yy cebe peakuii, SKi
crniocTepiranncs y Mexax Knacy 6eta-610KkaTopis 419 0(hTaibMOION IYHOMO 3aCTOCYBaHHS.
[opatkosi NO6IYHI peakuil crocTepiraincs Npy 3acTocyBaHHI 0PTasbMOOriyHMX 6eTa-6/10KaTopiB Ta MOXYTb
BMHVKHYTM MpW 3aCTOCYBaHHI O4YHKX Kpanenb beTodTaH®:

3 60Ky IMYHHOT CMCTEMM: CUCTEMHI anepriyHi peakuii, WO BK/IKOYatOTb aHrioHaOpPsiK, KPOMWB’'AHKY,
NOKanizoBaHi Ta reHepasizoBaHi BMCUMaHHS, CBEpPOIXK, aHa(iNaKTUUHY peakLito, TOKCUYHWIA enigepMasibHUiM



HEKpOonis3.
3 60Ky MeTaboniamy Ta 3aCBOEHHSA MOXKMBHMUX PEYOBWH: TiMOrniKemis.
MMcuxiyHi po3nagu: Aenpecis, HiYHI Xaxu, BTpata nam’ ATi, raitoLuHaLlii, Nc1xos, CnayTaHiCTb CBIOMOCTI.
3 OOKy HEepBOBOI CUCTEMW: CUHKOME, MOPYLUEHHS MO3KOBOIO KpOBOOOIry, iLUemisi rofIoBHOr0 MO3KY,
MOCWU/IEHHSA 03HaK Ta CMMNTOMIB MiaCTeHiT gravis, napecTesis.

OdTanbMONoriyHi NOPYLUEHHS: 03HaKM Ta CUMNTOMM MNOAPa3HEHHS o4veil (Hanpuknag, MeYiHHS,
MOKOJ/HOBaHHS, CBepPOIXK, CNb030TeYa, NOYepPBOHIHHSA), 6/1ethapuT, BifLuapyBaHHA X0pioigaibHOT 060/10HKM Nic/s
(hinbTpayinHol Xipyprii (auB. po3gin «OcobanBOCTI 3aCTOCYBaHHS»), 3MEHLLEHHS YYTIMBOCTI POriBKMW, €PO3is
POTiBKW, NTO3, AMNJIONIA.

KapgionoriyHi nopyLueHHs: 6inb Yy rpyasx, NPUCKOpeHe cepuebuTTs, Habpsk, 3acTiiHa cepueBsa
HefOoCTaTHICTb, aTPIOBEHTPUKY/IApPHA 6/10Kaja, 3ynnuHKa cepus, cepueBa HeJOCTaTHICTb.

3 60Ky CyMHHOI cucTeMU: apTepiasibHa rinoTeHsis, heHoMeH PeiiHO, MOX0N0AaHHS KiHLIBOK, NOCUEHHS
MepeMid>KHOT Ky/ibraBocCTi.
PecnipaTopHi, Topaka/ibHi Ta MefiaCTVHa/bHI NOPYLUEHHA: BpoHX0ocnasm (MepeBaXXHO Y MaLieHTIB 3
nonepeaHbO iICHYHOYMM BPOHXOCNACTUYHNM 3aXBOPHOBAHHSAM).
3 60Ky LUMYHKOBO-KMLWKOBOrO TPaKTYy: gucnencis, giapes, 6ib y XXUBOTI, 6/1t0BaHHA, CyXiCTb Y POTI,
rI0CUT.
3 60Ky LUKipW Ta NIALWKIPHUX TKaHUH: Ncopia3onogioHi BUCUNaHHA abo 3aroCTpeHHs ncopiasy.
3 60Ky CKeneTHO-M’ A30BOT CUCTEMUN Ta CNOMYYHUX TKAHWH: Mianris.
3 60Ky penpoayKTUBHOT CUCTEMW Ta MOMIOYHMX 3a/103: CTaTeBa AUCHYHKLLSA, IMNOTEHLS.
[MopyLUEHHS 3araibHOr0 XapakTepy Ta CcTaHu, NoB A3aHi 3 MICLEM BBEIEHHS: acTeHis/BToma.
[opatkoBo 6yno BUABMEHO NIABWLLEHHA PIBHIB aHTUHYKNEApHWUX aHTUTIM; KAIHIYHA PefieBaHTHICTb He
BCTaHOB/IEHA.

TepMiH NpUAATHOCTI. 2 POKMK.
TepMiH NpUAATHOCTI Nicns PO3KPUTTA dhiakoHa 28 fib.
He 3acTocoByBaTu npenapar nicnisg 3akiH4eHHA TepMiHY NPUAATHOCTI, 3a3Ha4eHOr 0 Ha ynakoBLi.

YMoBM 36epiraHHs.

36epiraTv B OpuriHanbHiin ynakosLi Npn TemnepaTypi He BuLe 25 °C.
36epiratny HefOCTYNHOMY A1 AiTei MicLi.

YnakoBKa.
Mo 5 My (hnakoHi Ne 1y nayLi 3 KapTOHY.

KaTeropis Bignycky. 3a peLenTom.

BupobHMK.
AT «Dapmak».

Micue3HaxoXeHHs BUpPOOHMKa Ta afpeca Micua NPoBafKEHHA M0ro AisiNIbHOCTI.
YkpaiHa, 04080, m. Kuis, Byn. Kupuniscbka, 74.



