IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BETOIITUK® S

(BETOPTIC® S)

Cknao:
ditoua pevyosuHa: 6eTaKCOIONY TimPOXIOPU]I;
1 M7 cycnien3ii MicTUTh 6€TAKCOJIONY TigpoXJIopuay 2,8 Mr, I10 eKBiBalIeHTHO 2,5 MI 6€TaKCOI0Ty;

donomiogcHi peuosuHu: Mauit (E 421), kucmoTta nomnictuponcynbpoHoBa, kKapoomep 974P, nuHaTpito
egetaT, OeH3anKoHio0 xmopun, N-maypoincapko3uH, Kuciaota 60pHa, HATpito rigpokcun Ta/abo
KHCJIOTA XJIOPUCTOBOAHEBA KOHIIEHTPOBAaHA (7151 perymoBanHs pH), Boga ouuieHa.

JlikapcbKka ¢popma. Kparmni ousi.

OcHoeHi (i3uko-ximMiuHi 81acmusocmi: CycreH3sis Bifg 6inoro mo Maiizxke 0iloro Kombopy.

®apmakoTepaneBTHYHA Irpyna. 3aco0H, 110 3aCTOCOBYIOTLCS B odTanbmosorii. IlpoTurinaykomHi
npenapatu i MiotTuuHi 3acobu. brokaTtopu 6eta-agpenopenentopis. Kog ATX SO1E D02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

BeTtakconon - kapgiocenekTuBHUE 0510KaTOp OeTa-1-agpeHepriyuux PerenTopis, SKUH He YHHUTH
3Ha4HOi MeMOpaHocTabini3yiouoi (MiclieBol aHeCcTe3yi04oil) i BUpaXKeHol CUMIIaTOMIMETUYHOI [ii.

[TigBUIIleHNY BHYTPIIIHbOOYHUY TUCK € TOJIOBHUM ()aKTOPOM PU3UKY PO3BUTKY I'IayKOMaTO3HOL
CKOTOMH. YUM BUIIUY PiBEHb BHYTPIIIHHOOYHOTO TUCKY, TUM Oisibila BipOTigHICTh YIIKOOKEHHS
OYHOT'0 HepBa Ta BTpaTH mois 30py. [licis iHcTunsAnii B 0ko 6eTakCoiIoy 3MaTHUN 3HUXKYBATH TK
MiJBUIIEHNH, TaK i HOpMa/JIbHUM BHYTPIIIHEOOYHUU THUCK, He3alIeXKHO Bifl TOTO, UM CYIPOBOOXKYETHCS
Ie TJIayKOMOI0, YU Hi; MeXaHi3M HOro TinoTeH3uBHOI Iil II0B'd3aHUU 31 3MEHIIIeHHIM IPONyKyBaHHS
BHYTPIITHBOOYHOI PigUHHU, SIK MTOKa3ye ToHOorpadis i pmroopodoromeTpisi. beTakconon nounHae giiTi
yepe3 30 XBUIKH, a MAKCUMallbHUY e(PEKT, SIK MPaBUIIO0, HOCATAETHCA Yepe3 2 TOOUHY IiCIs
MiCIIeBOT'0 3aCTOCyBaHHs. Pa3oBa no3a 3abe3meuye 3HUKEHHS BHYTPIIIHbOOYHOT'O THCKY IIPOTATOM
12 rogux.

BETOIITUK® S y dopmi cycnensii (6erakconon 0,25 %) 3abe3nedye 3HUKEHHS BHYTPIITHLOOYHOTO
TUCKY, eKBiBaJIeHTHe TOMYy, 1110 TpofgeMoHCcTpyBaB npenapaT BETOIITUK® Sy ¢popMmi po3uuny



(6eTtaxcomnon 0,5 %).

Basopenakcyioua fiist 6eTakconony Ha nepudepuyHi cyquHu Oyjia MIpoAeMOHCTPOBaHa B JOCTiIXKeHHi
in vivo Ha cobakax. TakoX Ba3opeslakCcyioua Ois 6eTaKCOJIONy i Horo 3[aTHICTL OJIOKYBaTH KasbIli€Bi
KaHasu Oyny IPOOeMOHCTPOBAHI B IesIKUX NOCIIXKEHHSX in Vivo, B SKUX BUKOPUCTOBYBAJIA MOOEJTi
OYHMX i HEOUHUX CYOUH IIyPiB, MOPCHKUX CBUHOK, KPOJIiB, COOaK, CBUHEN Ta KOpiB. [Iis 6eTaKCOIONy
SIK HEeMpompoTeKTopa Oysa MpofieMOHCTPOBaHa B eKCIIepUMeHTax SIK in vivo, Tak i in vitro Ha CiTKiBIIi
KPOJIiB, KOPTUKAJIBHUX KyJIbTypax LIypiB I KyJIbTypax CiTKIBKY Kypyar.

Ilani, oTpuMaHi Mg YaCc KOHTPOJIbOBaHUX KIIHIYHUX JOCHIAXKEHb Ha IalliEeHTax 3 XPOHIYHOI0
BIIKPUATOKYTOBOIO I'NIayKOMOIO Ta OYHOIO TillepTeH3i€l0, BKa3ylTh Ha Te, 10 JIIKyBaHHA i3
3aCTOCYBaHHSIM OeTakCcoJony 3abe3neuyye TpUBAIiIIKMi TO3UTUBHUY BIIUB Ha II0JIe 30PY, HiX
OTPUMAaHUM MTPU 3aCTOCYBAHHI TUMOJIONY, HeCeIeKTUBHOr0 OeTa-610KaTopa. binmbIe Toro, mpu
3aCTOCyBaHHI 6€TaKCOJI0JTy He CIIOCTEpirasocs HeraTUBHOTO BIUIMBY Ha KPOBOIIOCTaYaHHS OYHOTO
HepBa. berakconon nigTpumye abo moJininye 04HuM KpoBooOir/mepdysiio.

[Tpu miciieBoMy 3acToCcyBaHHiI 6eTakCconony y popMi OUHUX Kparmesb BiH YNHUTH HE3HAYHY [it0 a0o
30BCiM He BIIMBa€ Ha 3BYKEHHS 3iHUII Ta Ma€ MiHIMaJIbHUY BIIJIUB Ha JIETEHEBY Ta CEPLIEBO-CYOUHHY
¢GysK1i10. BeTakconomn g opTaabMOIOTiYHOTO 3aCTOCYBaHHS He MaB iCTOTHOTO BIIJIUBY Ha (QYHKIIO
JIeTeHiB, 110 0yJI0 BCTAHOBJIEHO IIPX BUMipioBaHHiI 00'eMy MaKCUMabHOTO BUAUXY 3a CEKYHTY,
MaKCHMaJIbHOTO KUTTEBOT0 00’eMy JIeTeHiB Ta iX CIiBBigHOMIEHHS. 2KOOHUX 03HAK CEPLeBO-CYAUHHOL
OeTa-ampeHepriyxoi 6710Kaau Mif Yac 3MidCHEeHHS JOCIIIXKEeHHS He CIIOCTepiramaocs.

[Tpu mepopanbHOMY BBefleHHI OeTa-afipeHepriyHi 6;10KaTOpyu 3MEHIIYIOTh CEPIIEBUIN BUKUT Y
3MOPOBUX MOOPOBOJIBLIIB Ta Y MALIEHTIB i3 3aXBOPIOBAHHSIMMU CEPIs. Y MAlli€HTIB i3 TIXKKUMU
OpyIlIeHHIMHU QYHKIIII MioKapfa aHTaroHicTu 6eTa-agpeHepriuHuX PelenTopiB MOXKYTh
IPUTHIYYBaTH CUMITIQTUYHUN CTUMYJIIOIOYNY ePeKT, HeoOXimHUM s MiATpHMaHHs afeKBaTHOI
cepleBoi QyHKII.

PesynpraTy KIIiHIYHUX OOCIIIXKEHDb BKa3y0Th Ha Te, 1o cycnen3igs BETOIITUK® S nepeHocunacs
Habararto Kpatie, Hik po3und BETOIITUK® S.

[TonspHa npupopa 6eTakCoNI0Iy MOXKe CIPUYNHSATH BifdyTTS AUCKOMMOPTY B 04ax. Y nmpemnapari
BETOIITUK® S momnekynu 6eTaKCOI0y 3B’3aHi i0HHUM 3B’s1I3KOM 3 aM0epI1iToBo cMoJow. [Ticns
iHCTUNALII MOJIeKy T 0eTaKCOI0Iy IIePEeHOCIThCS i0HaMU HaTPilo y cii3Hy maiBKy. Llel mpoiiec
nepeMillieHHs BinOyBa€ThCS MPOTATOM KilTbKOX XBUJIMH i TOCUITIOE 0()TaNIbMOJIOTiYHUN KOMMOPT IIpU
3actocyBaHHi npenapaTty BETOIITUK® S.

Hoxkmidivni gaHi 3 6e3meku

HocmimKeHHST TPUBAIOCTI XKUTTS IIPY 3aCTOCYBaHHI 0€TAKCOJI0JTy, BBEIEHOTO IIePOPasIbHO, Y 103aX,
o craHoBunu 6, 20 a6o 60 Mr/kr/no0y, MpoBeneHi Ha MUIllax Ta Ha IIypax y mo3ax 3 abo 12, abo 48
MT/KT/mo0y, TpOIeMOHCTPYBaIH BiICYyTHICTh KaHIIEPOT€HHOT'0 eheKTY.

[Tig vyac pi3Hux mocmimiB Ha KaiTHHAX 6AKTepil Ta CCaBINB 5K in Vitro, Tak i in vivo, MyTareHHUM
edekT 6eTaKCOJIONY He CIIOCTepiraBcs.

HocmimxeHHS Oil 6eTaKCOJIONY Ha PEIPOOYKTUBHY (QYHKIIIO, @ TAKOXK TePaTOJIOTiuHi, mepuHaTambHi
Ta IIOCTHATAJIbHI JOCIIAXKEHH, 1[0 3AiMCHIOBAJIM Ha LIypax Ta KPOoJidX IIPHU IIepOpabHOMY
3aCTOCyBaHHI 0€TaKCOJI0Jy TiZPOXJIOPHUAY, IPOAEMOHCTPYBaIH NOKa3HU 3B’ 13Ky MTOCTIMIIJIAHTAI[iTHOTO
BUKHU[HS y IIypPiB Ta KPOJIiB i3 3aCTOCyBaHHAM IIpenapaTy B [03i, 110 nepeBullyBasa 12 mr/kr Ta 128
MT/KT BiIIIOBiZHO.



BeTtakcornony rigpoxiopup He BUSIBUB TePATOreHHOT0 eheKTy, a TaKOXK He CIlocTepiranocs 0ymb-
STKOTO iHIIIOTO HETaTUBHOTO BIIJIUBY Ha PENPONYKTUBHY (PYHKIIIIO TP CyOTOKCUYHUX N03aX.

dapmakokiHemuxka.

BeTakconosn Mae BUCOKY NTinoQinbHICTh, 10 TPU3BOAUTH 40 BUCOKOTO CTYTIE€HS IIPOHUKHOCTI ¥ POTiBKY
i BUCOKMX KOHIIEHTpAllill TpenapaTy y TKaHWHaX okKa. BMicT 6eTakcomomy y maa3Mi Micis MicI[eBoro
3aCTOCyBaHHS HU3bKUU. [Ipu 3milicCHeHH] KITiHIYHUX (papMaKOKiHETUYHUX JOCIiIXKeHb KOHIIeHTpallil ¥
m1a3Mi KpoBi Oy HUXKYe MeXi KilmbKiCHOro BU3HAYeHHS, 110 JOpPiBHIOE 2 HT/MI. BeTakcomon
XapaKTepU3yeThCs rapHoio abcopO1ielo Ipu epopanbHOMY 3aCTOCYBaHHi, HU3LKUME BTpaTaMy IIPH
IIePIIOMY IIPOXOMKEHHI Ta BITHOCHO TPMBA/IUM IIEPiofoM HaliBBUBEHEHHS, SKUHM IPUOIU3HO
CTaAHOBUTH 16-22 rogrHu. BuBoguThCSA 0€TAKCOJION, SIK IIPABUJIO, HUPKAaMH, MeHIlle - 3 (eKalisiMu.
OcHoBHUMU MeTabosiTaMu € ABi GopMu KapOOKCUIIbHOI KUCTIOTH Ta OETAKCOJION Y HE3MiHEHOMY
BUTJISAMI, SIKi BUBOOATHCS i3 ceueto (mpubnu3Ho 16 % Big mpuiHSTOL 03M1).

BeTrakconon moyrHae misdTH, SK mpaBuio, yepe3 30 XBUNIMH, a MaKCUMallbHUM e(PEKT, SIK IIPaBuUIo,
IOCATA€ETHCS Yepes3 2 TONUHMU MiCTIs MiCLIeBOT0 3aCTOCYBaHHS. Pa3oBa 03a 3abe3neuye 3HUKEHHS
BHYTPIILIHEOOYHOT'0 TUCKY IIPOTATOM 12 ropgus.

KriniyHi xapaKTepHCTHKH.
IToka3zanus.

I 3HUKEHHS BHYTPIIIHEOOYHOTO THCKY y XBOPUX Ha XPOHIYHY BiTKPUTOKYTOBY I'JTayKOMy a0 OYHY
rinepTeHsiio (IK MOHOTEepaIis, Tak i B KoMOiHallil 3 iHIIUMY JTiIKapCbKUMHU 3aco0aMu).

IIpomunoka3aHHs.
[TigBuIleHa YYTIUBICTh 10 aKTUBHOI cyOcTaHIlii abo 7o Oymb-IKOro 3 KOMIIOHEHTIB IIpenapary.

CunycoBa Gpagukapmis, CHHIPOM AUCOYHKIII CHHYCOBOT'O By3J1a, MUCOHYHKIIiS CHHYCO-
nIepeCcepaHOro By3jia, aTpioBeHTPUKYIIpPHa 610Kaga Apyroro abo TPeTLOro CTYIeHS,
HEKOHTPOJIbOBaHa BOJiEM pUTMY. BupaxkeHa ceplieBa HeIOCTaTHICTh ab0 KapaioreHHUH IIIOK.

PeakTrBHe 3aXBOPIOBAHHS [UXa/lIbHUX LUISIXIB, BKJII0Yal0Yu OPOHXiaIbHY aCTMY TSIKKOTO
cTyneHs abo OpOHXia/lbHY aCTMY TSKKOTO CTYTIeHsS B aHaMHe3i, XpOHiYHi 00CTPYKTHBHI
3aXBOPIOBaHHS JIETEHD TAXKKOIO CTYIEHS.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

CreriambHUX [OCTigXKeHb OETAKCOJIONY LIOA0 X B3aEMOil 3 iIHITMMMU JTiKapChbKUMU 3acobaMu He
IIPOBOAVIIH.

IcHy€ iMOBIpPHICTh BUHUKHEHHS JONaTKOBUX e(EeKTiB, 110 IPU3BOAATH OO apTepialbHOl TinoTeH3il
Ta/ab0 BupaxeHol OpaguKapii Ipu 3aCTOCyBaHHI 0 TabMOJIOTIYHOTO PO3YUHY, 1110 MiCTUTD OeTa-
67okaTopu, OIHOYACHO 3 ITepopaJbHUMHU OJI0KaTOpaMy KasbllieBUX KaHalliB, OeTa-aipeHeprylouyuMu
611oKyl0YMMHY 3aco0aMu, aHTHAPUTMIYHUME 3acobaMu (BK/II049aloud aMiogapoH) abo riiko3umaMu



HallepPCTAHKH, HapaCI/IMHaTOMiMeTI/IKaMI/I, TYaHETUOUHOM.

Bera-610KaTOpX MOXKYTh 3MEHIITYBATH YYTJIUBICTh 10 afpeHaliny, KWl 3aCTOCOBYETLCS TS
JiKyBaHHS aHa(iMaKTUYHUX peakiii. Crig mpu3HadaTy 3 00epeXkHiCTIO MallieHTaM 3 aTomieio abo
aHa(inakcieto B aHaMHe3i.

Y pigxicHuX BuIlafiKax MIOBIqOMIISJIOCS IIPO Mifpia3s, 10 BUHUKAB IPU CyIyTHBOMY 3aCTOCYyBaHHI
odransmonoriunux 6eta-6710KaTOPiB Ta agpeHaniny (eminedpuny).

SIK1110 OMHOYACHO 3aCTOCOBYBATH HEKiNbKa TiKapChKUX 3aC00iB AJIst MiCIIeBOTO 3aCTOCYBaHHS B
0KO, He0oOXigHO 3a4YeKaTH IOHAaWMeHIIe 5 XBUIUH MiX ix 3acTocyBaHHsIM. O4Hi Ma3i ciin
3aCTOCOBYBaTU OCTaHHIMHU.

Ockinpku 6eTakcoion € 6JI0KaTOPOM agpPeHOPEIeNTOPiB, Moro CIIif 3 06epekHiCTIO MPU3HAYATH
nalieHTaM, SKi mapasesibHO 3aCTOCOBYIOTh afipeHEePriuHi IICUXOTPOIHI 3aco0u, Yepe3 pusukK
IIOCUJIEHHS IXHKOI [il.

Oco06.1ueocmi 3acmocy8aHHs1.
Tinpku 0719 0PTaIEMOJIOTIYHOTO 3aCTOCYBaHHS.

[Ticns nepiioro BigKpUTTS (riaKoHa CIIif 3HATH 3aXUCHe Kinblle, Ipu3HadeHe [ KOHTPOJIIIO
IIePILOT0 BiIKPUTTS.

YacToTa BUHUKHEHHS MOOIYHMX peaklliid IpX MiClleBOMY 3aCTOCYBaHHI B OKO € HUXKYO0I0, HiXK IIpH
CUCTEMHOMY 3aCTOCYBaHHi. [[71s oTpuMaHHs iHopMallii ono 3MeHIIeHHs CUCTeMHOiI abcopOiii auB.
po3min «Croci0 3aCToCyBaHHS Ta JO3M».

3axBOPIOBaHHSA POTiBKU

[Tpu MiciieBoMy 3acTOCyBaHHi 6eTa-0/I0KaTOPiB B OKO MOXKe BUHHUKATHU CyXiCTh ouel. Cif 3
00epekHiCTI0 3aCTOCOBYBaTH GeTa-06710KaTOPH MallieHTaM i3 3aXBOPIOBAHHSIMU POTiBKH.

IH111i GeTa-6110KaTOPH

[Tpu 3acTocyBaHHi O€TaKCOI0Ny MallieHTaM, SIKi BXXe OTPUMYIOTh CUCTeMHUM OeTa-010Ky04uii 3acio,
BIIJIUB Ha BHYTPIIIHBOOYHUM TUCK MOXKE ITOCUITIOBATUCE, ab0 BimoMi edekTu cucTeMHOI OeTa-010Kaou.
[Tpu 3acTocyBaHHi GeTa-6710Ky0YnX 3aCc00iB MallieHTaM faHOi KaTeropii Ciif yBaXHO CIIoCTepiraTu 3a
peaxtiero. He pekoMeHAyEThCS 3aCTOCOBYBATH ABa OeTa-agpeHeprivHux 3acobu MicueBoi mil
OIHOYACHO (muB. Po3[in «B3aemois 3 iHIIMMY TiIKapChbKUME 3aco0aMu Ta iHIT BUOW B3aEMOMIl»).

[Ipu 3actocyBanni ounux Kpanenb BETOIITUK® S niia 3HUKeHHs BHYTPIITHEO0YHOI'O TUCKY Y
TIAIliEHTIB i3 3aKPUTOKYTOBOIO T'JIayKOMOIO M0r0 He0OXigHO 3aCTOCOBYBATH Juille y KoMOiHaIlil 3
MiOTHYHUME 3aco0aMu.

XopioinanbHe BiflllapyBaHHS

[Tpu 3acTocyBaHHi JTikapCbKUX 3aco0iB, SIKi MPUTHIYYIOTh MPOAYKYBAHHS CIIi3HOI PifuHY (HalpHUKIIaf,
THUMOJIOJI, alleTa30JIaMif), micys mpoBefieHHs QinbTpallifiHoi Xipyprii moBigoMIsnIocs mpo
BifillapyBaHHS X0pioiganbHOI 000IOHKH.

XipypriyHa aHecTe3id



Berta-010Kytoui aHeCTe3yI0Ui TpenapaTi MOXYTh OJIOKYBAaTH [il0 CUCTEMHUX OeTa-aTrOHICTiB,
HAIMPUKJIIaf, agpeHaniny. [Tpu mpuiiomi mamieHToM 6€TAKCOIOY CIIif TTOBiTOMHTH PO 1ie
aHecresiosora.

[Tpu 3giticHeHHI HOCOCIBO30BOI OKJTI03i1l @60 NMpU yTPUMaHHI MOBIK 3aKPUTUMU IIPOTATOM 2 XBUJIUH,
MOXKHA 3MEHIIUTU CUCTeMHY abcopOiito mpemapary. Lle Moxe 3MEHIIUTH CUCTEMHY Mif0 Ta
30iNBIIUTY MICIIEBY [iiO0 JIIKiB.

3aranbHi

- dk i iHmi odTanbMoOTiUHI TpenapaTu sl MiCIIeBOTO 3aCTOCYBaHHS, 6eTakCcoon abcopOyeThes
cucteMHO. Yepe3 HasiBHICTL GeTa-aipeHEepPriYHOT0 KOMIIOHEHTA IIPU 3aCTOCYyBaHHI 6€TaKCOJI0Iy
MOXKYTh BUHUKHYTH TakKi XK mo0iyHi peaxiiii 3 60Ky ceplieBo-CyAUHHOI, OuXalbHOI CUCTEM Ta iHIIT
BUOY NOOIYHUX peakilill, K i Ipy 3aCTOCyBaHHI CUCTEMHUX 0JI0KaTOPiB OeTa-agpeHeprivHux
peLenTopis.

[MopyiuieHss 3 60Ky ceplid

- 'Y maIfieHTiB i3 cepueBO-CyIUHHUMY 3aXBOPIOBAHHAMH (HaIpUKiIaj, KOPOHapHE 3aXBOPIOBAHHSA
cepiid, cTeHoKapmia [IpuHiIMeTarna Ta ceplleBa HeIOCTaTHICTh) Ta apTepiaJbHOO TiIOTEH3i€10 CITif
KPUTHYHO OIiHIOBaTH HEOOXIMHICTD 3MiiCHEHHS Teparil i3 3acTocyBaHHSIM OeTa-0110KaTopiB Ta
PO3TIIIHYTU MOXKJIMBICTh Teparil i3 3aCTOCYyBaHHSM iHIIKX Hil04uX pedoBUH. CIIif cocTepiraTtu 3a
BiZICYTHICTIO O3HAK IOTipIIEHHS CTaHy Ta MOO0IiYHUX peaklliil y MallieHTiB i3 cepIieBO-CyqUHHUMHU
3aXBOPIOBAHHSIMHU. Uepe3 HeCHPUSTIUBUY BIIMB OeTa-010KaTOpiB Ha Yac MPOBITHOCTI iX 3
00epexkHiCTI0O MOXKHA IIPHU3HAYaTH JIUIIe NallieHTaM 3 6JI0Kaf0l0 Ceplis MePIIOTo CTYIeHs.

[NopyuieHHs 3 60Ky CYOIUHHOI CUCTEMHU

- Crtig 3 06epeKHICTIO 3MiliCHIOBATH JTiIKYBaHHS IAIiEHTIB 3 IOPYLUIEHHSM ITepudepudIHOro KpoBooobiry
TSKKOTO CTyIeHs (ToOTo TSXKKi ¢popMu 3axBopioBaHHS PeitHo abo cuHapoMy PeliHo).

[NopyuieHHs 3 60KY OUXaIbHUX IISIXiB

- Hagxogunu moBimoMIeHHS PO peaklii 3 60Ky AuXaabHOI CHCTEMU, B TOMY YMCIIi JIeTaJlbHi BUAOKU
BHACJIiIOK OPOHXOCIIa3My Y MAIliEHTIB 3 aCTMOIO IiCJIs 3aCTOCYyBaHHS Aeskux 6eta- 61okatopis. Crin
3 00epexkHICTIO MPU3HAYaTH IleH IpenapaT mallieHTaM 3 OPOHXiaTbHOI aCTMOI0 JIETKOTI'0/CepeqHboro
CTyTieHs Ta OPOHXia/JIbHOI0 aCTMOIO JIETKOTO/CepPeNHbOTr0 CTYIIeHsI B aHaMHe3i ab0 XpOHIiYHUMU
0OCTPYKTHBHUMHU 3aXBOploBaHHSIMU jiereHb (XO3JI) merkoro/cepeqHboro CTyIeHs.

loornikemisg/miabet

- Beta-ampeHo0610KaTOPH CIIifl 3 00€peKHiCTIO 3aCTOCOBYBATH TAI[iEHTaM, CXUILHUM [0 CIIOHTAHHOI
rinorsikeMii, abo marfieHTam 3 1abinbHUM giabeToM, OCKinbKM G6eTa-0710KaTopy MOXKYTh MaCKyBaTu
03HaKM i CUMIITOMU T'OCTPOI Tiloriikemil.

linepTtrpeos
- Beta-aipeHO6I0KATOPY TaKOK MOXKYTh MAaCKyBaTh O3HAKM TillEPTHPEO3Y.
M’ga30Ba c1abKiCTh

- Beta-ampeHo06I0KaTOPH MOXKYTh ITOCUIIOBATH CJTabKiCTh M'sI3iB, 1110 TIOB’SI3aHO 3 IEBHUMU
CUMIITOMaMH MiacTeHil (HalmpuKiiaf, OUILIONIS, IITO3 Ta 3arajibHa CJ1abKiCTh).



- AHadinaKTUYHI peakiil

[Tig yac 3acTocyBaHHS OeTa-6710KaTOPIB MAlliEeHTH 3 aTOmi€lo B aHaMHe3i ab0 aHaimakKTHYHUMU
peakLisiMy TSKKOTO CTYIIEHS Ha Pi3Hi alepreHu B aHaMHe31 MOXYTh MaTH BUIIY PEaKTUBHICTD MIPHU
IIOBTOPHOMY 3aCTOCyBaHHI Mpemnapary 3 IUMHU XK ajiepreHaMu, a TaK0XK MOXKYTh He pearyBaTu Ha
3BMYalHi 1031 afipeHainy, sKi 3aCTOCOBYIOTh [AJIS JIiKyBaHHS aHa(iTaKTUYHUX PEaKIlil.

- KoHTaKTHI niH3u

BETOIITUK® S micTuTh 6€H3aNIKOHII0 XJIOPHUM, SKUI MOXKe CIPUUYNHATH IOOPa3HeHHS OKa i, IK
BimoMo, 3He0apBIIIOBATH M'SIKi KOHTAKTHi TiH3u. CIlig YHUKATH KOHTAKTY 3 M IKUMH KOHTAKTHUMHU
nmin3amu. [TallieHTiB CyIif momepenuTH MIPo Te, 0 HeoOXigHO 3HiMaTH KOHTAKTHI JIiH3HU mepe;
3acTtocyBaHHAM 04yHUX Kparesnab BETOIITUK® S i 3ayekatu 15 XBUJIKH, IIePII HiXK BCTABUTHU
KOHTAKTHI JTiH3H.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

PenponykTuBHa QYHKIIA

[aHi om0 BIJIMBY JaHOTO JIIKAPCHKOTO IIpenapaTy Ha PENPOAYKTUBHY (DYHKITiIO TIOOWHY BifCYTHI.
BariTHicTp

HeMmae mocTaTHiX maHWX LIOJ0 3aCTOCYBaHHS 6eTaKCOJIONY BariTHUM XKiHKaM. [I715 OTpUMaHHS
indopwmariil momo 3MeHIIEHHSI CUCTEMHOI abcopOitil AuB. po3ain «Crocib 3acToCyBaHHS Ta JO3U».

[Tpu 3pilicHEHHI emifieMioIOTiYHUX [OCTiAXKeHb He Oy/10 BUSIBIEHO HETaTUBHOTO BIIJIUBY Ha
dbopMyBaHHS 1JIOfQ, ajie IPU IepopabHOMY 3aCTOCyBaHHi 6eTa-0710KaTopiB OyI0 BUSIBIEHO PU3UK
3aTPUMKHU BHYTPIIIHBOYTPOOHOT0 PO3BUTKY. KpiM 1160T0, TpK 3acTOCyBaHHi 6eTa-0710KAaTOPiB [0
TI0JIOTiB Y HOBOHAPOIKEHUX CIIOCTEPIraaucs 03HaKu Ta CUMITOME OeTa-00Kagu (HampuKiIam,
OpaguKap[is, apTepiajbHa TiMOTeH3is, pecuipaTOPHUHN OUCTPEC Ta TiloTriIiKeMis).

BeTakcomom He cllifg 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKPiM BUIAMKiB rocTpol He0OXigHOCTI.
Opnak saxwo BETOIITUK® S 3acTocoByBaiu 40 IIOJIOTIB, y IePIlli [Hi MiC/Ia HapOOXKeHHS CIIif
3OiMCHIOBATH PETENbHUM MOHITOPUHT HOBOHAPOIXKEHOTO.

[Iepion rogyBaHHSA TPYOOI0

BeTa-0110KkaTOPU IPOHUKAIOTH V¥ TPYOHE MOJIOKO, 1110 MOXKe CIPUYMHUTY BUHUKHEHHS CEPUO3HUX
no0iyHKX edeKTiB y HOBOHAPOMXKEHOT0 Ha TPyIHOMY rofyBaHHi. OfHaK IIpU 3aCTOCYBaHHi
TepaneBTUYHUX 103 0ETAKCOJIONY V BUTTIAMI OUHUX Kpalleslb HaBpA[ YU B IPyIHE MOJIOKO IIOTPANUTh
KiJIbKICTh IIpenapary, siKa Moxe CIPUYUHUTH KJTiHiYHI cuMIToOMU OeTa-0J10Kagy HOBOHAPOAKEHOT0.
Inst oTpuMaHHS iHGOpPMaIlil om0 3MEHIIIeHHST CUCTEMHO1 a0copOirii muB. po3min «Cmocid
3aCTOCYBaHHS Ta OO3U».

30amuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

BETOIITUK® S He Mae ab0 Ma€ He3HAYHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIIOPTOM YU



IIpalffoBaTy 3 iHIIMMK MeXaHi3MaMu. THMYacoBe 3aTyMaHeHHs 30py abo iHIIi mopyIeHHs 30py
MOXKYTh HETaTHBHO BIIJIMBATH HA 3aTHICTh KePYBaTH aBTOTPAHCIIOPTOM a0o0 MpaIfoBaTH 3 iHITUMU
MexaHi3MaMu. fAKIo 3aTyMaHeHHs 30py BUHUKAE ITiJ Yac 3aKallyBaHHS, MAIlieHTy HeoOXimHO
3a4eKaTH, ITOKU 3ip MPOSICHUTLCS, TIEPII HiXK KepyBaTH aBTOTPAHCIIOPTOM abo iHIMMMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

s Od)TaHBMOJ'IOTi‘-IHOI"O 3dCTOCYBaHHS.

ﬂO3yBaHH${

3aCcTOCyBaHHSA NOPOCIUM, BKIIIOYAIOYH JIONEN JIiTHBOTO BiKY

PekoMmeHOOBaHa 03a CTaHOBUTH 1 KpaAILIIo BETOHTI/IKy® S y KOH'IOHKTHBaIbHUY MIIIOK yPazKeHOoro
oka (oueit) 2 pa3u Ha 0oOy. Y mesiKuX MallieHTiB Ay crabinmizanii rimoren3usHoi aii BETOIITUK® S
OTPiOHO 3aCTOCOBYBATH [ieKibKa TUXKHIB. PEeKOMEHIY€EThCS peTeIbHUY HaT IS 3a MallieHTaMu,
XBOPUMHU Ha I1ayKOMy.

SAK110 IPY 3aCTOCYBaHHI PEKOMEHI0BaHUX 103 BHYTPIITHbOOYHUY THUCK MallicHTa He KOHTPOIIETHCS
HaJIeKHUM YMHOM, MOXKHAa 3aCTOCOBYBATU CYIIYTHIO TEPAMilo 3 iHIIMMU IPOTUTIayKOMHUMU
IpernapaTaMu.

[Ticns iHCTURALI] PEKOMEHIYETHCS IIiJTbHE 3aKPUTTS IOBiKM ab0 HOCOCIIHO30Ba OKJIT03is. Lle 3MeHIIye
cucteMHy abcop0Oirito JTiKiB, BBeJEHUX B 0KO, 1110 3MEHIITYE BipOTigHICTh BUHUKHEHHS CHCTEMHUX
n06iyHUX edeKTiB.

Y pasi cynyTHBOI Tepartlil 3 BUKOPUCTAHHSIM iHIMNX MiCLIeBUX O(TaIbMOJIOTiYHUX IIpenapariB Cliif
DOTPUMYBATUCh iHTepBany 10-15 XBUIKUH MiX IX 3aCTOCYBaHHSIM.

3acTOCYBaHHS IOiTSAM Ta HigIiTKaM

EdekTuBHicTh Ta 6e3neka ounux kpanenb BETOIITUK® S mpu 3acTocyBaHHI marieHTam BikoM 10 18
POKiB He BCTaHOBJIEHA.

3acTOCyBaHHA IPY MOPYIIEHHIX QYHKIIII MeYiHKKA Ta HUPOK
BETOIITUK® S He mocmifxKyBanu A7 Ii€l KaTeropil malieHTiB.
Cnocib 3acTocyBaHHS

[Tepeqn 3acToCyBaHHSIM IpenapaTty (hIakoH ciif qodpe CTPYCHYTH.

[ITo6 momepenuTy 3a0pynHEHHS KiHYMKa KpaIebHUII Ta CycleH3il, HeobxigHo 0yt 00epekHUMH i
He TOPKATHUCS IOBIK, MPUIErIuX TiMSHOK a00 iHIKWX IOBEPXOHb KIHYMKOM (hIaKOHa-KpaleabHHUIIi.

Himu.

EdekTuBHicTh Ta 6e3neka oynux kpanenb BETOIITUK® S mpu 3acTocyBaHHi malieHTam BikoM 10 18
POKiB He BCTaHOBJIEHA.



Ilepedo3yeanHns.

[Tpu BuIIafIKOBOMY KOBTaHHI IIpenapaTy CUMIITOMU Iepefo3yBaHHs 6eTa-010KaTOpaMy MOXKYTh
BK/TIO4YaTH OpafiKappilo, apTepianbHy TillOTEH3ii0, CeplieBy HeIOCTaTHICTh Ta OPOHXOCIIa3M.

Y Bunapgky nepeno3yBaHHs mpenapatoM BETOIITUK® S nikyBaHHS IOBUHHO OyTH CUMITOMATAYHUM
Ta MIITPUMYIOUYUM.

ITobiuni peakuii.

KOQOTKHI:I OTrNIdAn JaHWX 3 Oe3meKu

Haituacrimum no0iyHUM e(peKToM, IKUU CIIOCTepiraBcs MPOTIroM KITiHIYHUX OOCIigXKeHb IpenapaTy
BETOIITUK® S, 6yno BiguyTTs mruckoM@opTy B o1, 1110 3ycTpivanocs y 12 % nauieHTis.

Huxue3za3HaueHi mobiuHi eekTy crocTepiranucs mig Yac KIiHIYHUX OOCIiIXKeHb IIpernapaTy Ta
KnacudpikoBaHi TaKUM YMHOM: OyXKe 4acTo (= 1/10), vacto (= 1/100 go < 1/10), HewacTto (= 1/1000
no <1/100), mooguuoki (= 1/10000 mo <1/1000), pigkicHi (< 1/10000). ¥ mexkax KOXKHOI I'Pynu
no6iyHi eeKTu IpeacTaBieHi y MOPSAKY 3MeHIIeHHS 1X CTYTeHs TSXKKOCTi.

CucteMa oprasis [MTo6iyHi peaxiii 3rifHo 3 Knacugikaropom MedDRA
(Bepcis 13.0)

Kappionoriusi nopymeHss Heyacmo: OpaguKapmist, TaXikapmist

3 60Ky HEPBOBOI CHCTEMU Jacmo: TONOBHUM OiNb
IT000UHOKI: CUHKOIIE

OdTanpMosIOriuHi OpPyLUIEHHS [[yoice yacmo: BiggyTTsI OUCKOM@OPTY B OI

Jacmo: 3aTyMaHeHHS 30py, IOCUJIEHA CJIb030Teua,
BiMUYTTS CTOPOHHBLOTO Tijla B 04ax

[Heuyacmo: TOYKOBUY KePATUT, KePaTUT, KOH IOHKTUBIT,
Oredaput, 3HUKEHHS TOCTPOTH 30DPY, TIOPYIIEHHS 30Dy,
CBiT/I000513Hb, Oi/Ib B 04YaX, CYXiCTb O4el, aCTEHOis,
GrnedapocnasM, He3BUYHE BigUyTTS B 049aX, CBEPOiK
OuYel, BUMIIJIEHHS 3 04Yell, YTBOPEHHS JIyCOYOK I10 Kpasx
[IOBIK, 3alajieHHs 04ell, Iogpa3HeHHs O4el,

KOH IOHKTHBAJIbHI IOPYILIeHHs, KOH IOHKTUBaIbHUN
HaOpSK, OYHA rinepeMis

[TooOuHOKI: KaTapaKTa, 0(pTaTIbMOJIOTiYHiI TOPYIIEHHS

3 00Ky guXa/IbHUX IIJISXiB, [Heuacmo: acTMa, OUCITHOE, TIOPYIIEHHS 3 60Ky
TOpaKaJbHi Ta MefiaCTHHAaIbHI MUXaIbHUX MISIXiB, PUHIT

MOpPYIIEeHHS IT00OUHOKI: Kallleab, pUHOpest

3 00Ky LIIYHKOBO-KHUIITKOBOTO Heyacmo: HygoTa

TPaKTY [T000UHOKI: OUCTEeB3ig

3 00Ky LIKipH Ta MigmKipHUX [T000UHOKI: BEPMATHUT, BUCHUII

TKaHUH

3 60Ky CynouH [To0OuHOKI: apTepianbHa TinoTeH3iq

[McuxivyHi po3nagu TT000UHOKI: HEeCIIOKil

3 00Ky penponyKTUBHOI GYHKII Ta [[I000uHOKI: 3MeHIIIeHHs NTibimo
MOJIOYHHX 3aJ103




3a pe3ynbTaTaMy IOCTMaPKETUHTOBUX AOCTiAKeHb Oy BUSIBIIeH] HUK4Ye3a3HadyeHi MoGiuHI peakiii.

3a HasAsBHUMHU OJaHUMH HEMO2XKIINBO PO3PAaXyBAaTH 9YAaCTOTY IX BUHUKHEHHSI.

Cucrema opratis

[To6iyHi peaxii 3rigHo 3 K1acu(pikaTopoM
MedDRA (Bepcis 13.0)

3 00Ky iMyHHOI CHCTEMHU

MigBUIIlEHA YYTIUBICTh

[IcuxiuyHi po3nagu

0e3COHHS, Jenpecis

3 60Ky HEPBOBOI CUCTEMU 3a1aMOPOYEHHS
OdTanbMosoriyHi mopymeHHs eprTeMa IIOBIK
Kap[ionoriyxi nopymeHHs apuTMis

3 00Ky LIKipU Ta MiAMIKiPpHUX TKaHUH 00MCIHHS
[TopylueHHS 3arajbHOr0 XapakTepy Ta CTaH  |[aCTeHid

MiCIlsI BBEIEHHS

Onuc HaBeneHUX NOOIYHUX PEAKITiT

4K i mpu 3acToCyBaHHI iHIINX 0PTaTIbMOJIOTiYHUX JTiKapChKUX 3ac00iB MicIieBoi fiii, 6eTakCcomnomn
abcopOyeThCs ¥ CUCTEMHUM KPOBOOOiT. Lle MoXe CIpUYMHUTH MONiOHI HeOaxKaHi epeKTH, 5K i pu
3aCTOCYBaHHI cuCTeMHUX OeTa-0710KaTopiB. YacToTa BUHMKHEHHS CUCTEMHUX IO0IYHUX peakliil mpu
MicIIeBOMY 3aCTOCYBaHHi B OKO € MEHIIIOI0, HiX IIpU CUCTeMHOMY 3acTocyBaHHi. HaBeneni nobiuni
peaxtii BKTio4aoTh v cebe peaktiii, SKi cmocTepiranucs y Mexax Kiacy 6era-6710KkaTopiB st
0(TanbMOJIOTiYHOT0 3aCTOCYBaHHS.

IomaTkoBi Mo6iuHi peakilil cmocTepiranucs Mpu 3aCTOCyBaHHI opTambMonoriynux 6era-610KaTopiB
Ta MOXKYTh BUHUKHYTHU IIPU 3acToCcyBaHHI ouHux Kpanenb BETOIITUK® S:

3 60Ky iMyHHOI cucmemu: CUCTeMHI ajylepriyHi peaxtiii, 1110 BKII0Yal0Th aHTi0HAOPSK,
KPOIIKB’SIHKY, JIOKaJli30BaHi Ta reHepai3oBaHi BUCHUIIaHHS, CBepOikK, aHadiTaKTUUHY pPeakliio,
TOKCUYHUM eliflepMaJbHUN HEKPOJIi3.

3 6oky memaboaizmy ma 3aC80EHHA NOHCUBHUX PEUOBUH: TiTIOTTiKEMis.

IIcuxiyHi po3aadu: mempecisi, HiYHiI KollIMapy, BTpaTa IaM’sITi, TaiolrHallil, ICHUX03,
CILIyTaHICTb CBiOMOCTI.

3 6oky Hepsosoi cucmemu: CUHKOIIE, TOPYIIEHHS MO3KOBOTO KPOBOOOITY, illieMist TOIIOBHOTO
MO3KY, TIOCUJIEHHS 03HaK Ta CUMIITOMIB MiacTeHii gravis, mapecresis.

O¢pmanbvmo02i4Hi NOPywWeHHA: O3HAKU Ta CUMIITOMH ITIOAPa3HEHHS ouel (Halpukiiag, IediHHS,
IIOKOJTIOBaHHS, CBepOiXkK, C/Ib030Teda, TOYEPBOHIHHSA), OedapuT, BifllapyBaHHS X0pioifganbHOl
000710HKH Ticys ¢GinmbTpallifiHol Xipyprii (quB. po3ain «OcobnMuBOCTI 3aCTOCYBaHHS»), 3MEHIIIEHHS
YYTJIMBOCTIL POTiBKH, €pO3id POTiBKU, IITO3, OUILIOMIS.

KapoionoziuHi nopyweHHs: Oinb y TpyAsix, IPUCKOpeHe cepreduTTs, HaOpsK, 3acTiliHa ceplieBa
HENOCTaTHICTh, aTPiOBEHTPUKYISIPHa 6710Kafa, 3yluHKa Ceplis, ceplieBa HeJOCTaTHICTb.

3 60Ky cyOuHHOI cucmeMu: apTepianbHa TinoTeH3iss, GeHoMeH PeitHO, TOX0JI0aHHs KiHIIiBOK,



IIOCHUJIEHHA HepeMi}KHOi KYHBTaBOCTi.

PecnipamopHi, mopakaavHi ma mMediacmuHaabHi nopyweHHA: OPOHXOCIIa3M (IepeBakHO Y
NAllieHTIB 3 IIONePeHbO iICHYI0YNM OPOHXOCTIACTUYHUM 3aXBOPIOBaHHSAM).

3 60Ky WAYHKOBO-KUWKOB020 MPakmy: OUCIIEICis, giapes, 6inb y XKUBOTI, O/II0BaHHS, CYXiCTh Y
POTi, TTIOCHUT.

3 6oky wkipu ma nidwKipHUX MKaHUH: TIcopia3omoiOHi BUCHIIaHHS ab0 3arOCTPEHHS MCopia3y.
3 60Ky cKesnemHo-M’ 5130801 cucmemMu ma CnoAYYHUX MKAHUH: MiarTis.

3 60Ky penpodyKkmueHoi cucmeMu ma MO/A04YHUX 3d/103: CTaTeBa AUCOHYHKILSA, iIMIIOTEHITis.
INopyweHHA 3a2a1bH020 Xapakmepy ma CMaHu, no8’A3aHi 3 MicyemM 88e0eHH: aCTeHis/BTOMa.

HomaTkoBo OyJi0 BUSIBJIEHO MiIBUIIIEHHS PiBHIB aHTUHYKJIEAPHUX aHTUTLJT; KJTiHiYHA peJieBaHTHICThL He
BCTaQHOBJIEHA.

Tepmin npudamHocmi. 2 POKH.

TepmMin 30epiraHHs Mic/Is MEPIIOTo BigKPUTTS (GIakoHa - 4 TUXKHI.

YMoBu 30epiranHsi.

TpuMaTu G1akoH y KapTOHHIM KopoOiIri. 36epiratu nmpu temmepartypi 8-30 °C. 36epiratu y
HEIOCTYIIHOMY [Js OiTed Micui. TpumaTu (JIakoOH LIiIbHO 3aKPUTHM.

YmakoBka. [To 5 M1 y ¢akoni-kpanensHuIl; mo 1 ¢paakoHy B KopoOlli 3 KapTOHY.

Kareropis Bignycky. 3a peLenToM.

BupoOHHUK.

AnkoH-KyBprop/

Alcon-Couvreur.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca Miclsi IpoBaIKeHHs MOro Jis/IbHOCTI.

Piiixcger 14, B-2870 Ilyypc, Bemnsbris/

Rijksweg 14, B-2870 Puurs, Belgium.



