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 MioTuyHi 3acobu. BrokaTopu 6eTa-agpeHOPELENnTOPiB.
Kopm ATX SO1E DO02.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

BeTtakconon - KapgiocenekTuBHUH 0510KaTop OeTa-1-agpeHepriyuux pPelenTopiB, SKUN He YUHUTH
3Ha4HOi MeMOpaHocTabini3yiouol (MiclieBol aHeCTe3yi04oil) i BUpaXKeHOol CUMIIaTOMIMETUYHOI [ii.

[TinBuIleHNY BHYTPIIIHBOOYHUM TUCK € TOJIOBHUM (PAKTOPOM PU3UKY PO3BUTKY I'IayKOMaTO3HOI
CKOTOMHU. UM BUINKY PiBEHb BHYTPIIIHHO0YHOT'O TUCKY, TUM Oifbilla BipOTiAHICTh YIIKOAXKEHHS
OYHOTO HepBa Ta BTPATH MOJIS 30py. [licns iHCTUMSLII B 0KO 6€TAKCOIOI 3TaTHUM 3HUKYBATH SIK
MiJBUIIEHNH, TaK i HOpMaJIbHUM BHYTPIIIHbOOYHUM THUCK, He3aJeXKHO Bifl TOTO, YU CYIPOBOOXKYETHCS
Ile TJIayKOMOI0, Y¥ Hi; MeXaHi3M MOTr0 TimOTEeH3UBHOI [il IOB'sI3aHU 31 3MEHIIEHHSIM IPOOYKyBaHHS
BHYTPIIIHbOOYHOI PiMHHU, K IT0Ka3ye ToHorpadis i dpmoopodoToMeTpisi. BeTakcoson noYynHae misiTa
yepe3 30 XBUIKH, a MAaKCUMallbHUK e(PEKT, SIK MPaBUIIO0, DOCATAETHCA Yepe3 2 TOOUHY MiCIs
MiCIIeBOTO 3aCTOCyBaHHs. Pa3oBa mo3a 3abe3medye 3HUKEHHS BHYTPIIIHLOOYHOT'O TUCKY MTPOTITOM
12 roguH.

BETOIITUK® S y dpopwmi cycnensii (6erakconon 0,25 %) 3abe3nedye 3HUKEHHS BHYTPIITHEO0YHOTO



TUCKY, eKBiBaJIeHTHe TOMY, 1110 TpofgeMoHcTpyBaB npenapaT BETOIITUK® Sy ¢opmi po3uuny
(6etakcomnon 0,5 %).

Basopenakcyioua mis 6eTakconosny Ha nepudepruyHi cyauau Oyna MpogeMOHCTPOBaHa B JOCTiMXKeHHi
in vivo Ha cofakax. TakoX Ba3opeslakcyioyda Oist 6eTaKCcoJIoiy i #oro 3maTHICTh 6JI0KyBaTH KaslbllieBi
KaHanmu Oy MPOIeMOHCTPOBaHi B IeIKUX JOCIIIXKEHHSX in Vivo, B IKUX BUKOPUCTOBYBAIM MOIeTi
OYHMX i HEOUHUX CY[OWH LIyPiB, MOPCHKUX CBUHOK, KPOJIiB, COOaK, CBUHEN Ta KOpiB. [Iisg 6eTaKCOIOIy
SIK HEMpOoIpoTeKTopa Oysa MpofieMOHCTPOBaHa B eKCIIepUMeHTax SIK in vivo, Tak i in vitro Ha CiTKiBIIi
KPOJIiB, KOPTUKAJIBHUX KyJIbTypax LIypiB 1 KyJIbTypax CiTKIBKY Kypuar.

Ilani, oTpuMaHi Mg YaCc KOHTPOIbOBAaHUX KIIHIYHUX JOCHIAXKEHDb Ha IallieHTax 3 XPOHIYHO0
BiZKPUTOKYTOBOIO IJIayKOMOIO Ta OYHOIO TinepTeH3ie0, BKa3yTh Ha Te, 1[0 JIIKyBaHHA i3
3aCTOCYyBaHHSIM 0eTaKCoj10JTy 3a0e3meuye TPUBATILIINY TO3UTUBHUY BIJIMB Ha I0JIe 30pY, HiX
OTPUMAaHUM MTPU 3aCTOCYBAHHI TUMOJIONY, HeCeIeKTUBHOro OeTa-610KaTopa. binbIe Toro, mpu
3aCTOCyBaHHI 6€TaKCOJI0JTy He CIIOCTEpirasiocs HeraTUBHOTO BIIMBY Ha KPOBOIIOCTaYaHHS OYHOTO
HepBa. berakconon nigTpumye abo moJininye 04HUN KpoBooOir/mepdysiio.

[Tpu miciieBoMy 3acToCcyBaHHiI 6eTakconony y ¢opMi OUHMX Kpalesb BiH YNHUTH HE3HAYHY [ito a0o
30BCIM He BIIJINBA€ Ha 3BYKEHHS 3iHULI Ta Ma€ MiHiMaJIbHUM BIIJIUB Ha JIETEHEBY Ta CEPLeBO-CYOUHHY
¢ysKLifo. BeTakconon oy ohTanabMONI0TiYHOTO 3aCTOCYBAHHS He MaB iCTOTHOTO BIIJIUBY Ha (QyHKIIiI0
JIeTeHiB, 1m0 0yJI0 BCTAHOBJIEHO IIPY BUMipiOBaHHI 00'€My MaKCUMaIbHOTO BUAUXY 3a CEKYHTY,
MaKCUMAaJIbHOTO XKUTTEBOT0 00’ €MY JIereHiB Ta ix ciiBBifmHOIIEHHS. 2KOOJHUX 03HAK CEPIIEBO-CYAUHHOI
OeTa-ampeHepriyHol 6710Ka[u IIif Yac 3MilCHEeHHS OOCITiIXKeHHS He CIIOCTePiraaocs.

[Tpu mepopanbHOMY BBefleHHi OeTa-afipeHepriyHi 6;10KaTOpyu 3MEHIIYIOTh CEPIIEBUIN BUKUT Y
3[0POBUX MOOPOBOJIBIIIB Ta V MALiEHTIB i3 3aXBOPIOBAHHSIMHU CePIIs. Y NAlli€HTIB i3 TIXKKUMU
nopylieHHAMHU QYHKIIII MioKapfia aHTaroHicTu OeTa-agpeHepriuHuX PeIeNnTopPiB MOXKYTh
IPUTHIYYBaTH CUMIIQTUYHUN CTUMYJIIOI0YNY e(eKT, HeoOXigHUM s MiATpHMaHHSI afeKBaTHOl
cepueBoi QyHKII.

PesynbraTy KiiHiYHUX OOCHiAKEHDb BKa3yoTh Ha Te, 1o cycrneH3igs BETOIITUK® S nepenocunacs
Habararto Kpaiie, Hik po3und BETOIITUK® S.

[TonsgpHa npupopa 6eTakCoNI0Ny MOXKe CIPUYMHSATH BifdyTTS AUCKOMMOPTY B 04ax. Y mpemnapari
BETOIITUK® S monekynu 6eTaKCOJIO0Iy 3B’'s13aHi ioHHUM 3B’13KOM 3 aM0epJ1iToBo0 cMooko. [licns
iHCTHTIAII MOIeKy T 6€TaKCOJI0Ny IIEPEeHOCIThCS i0HaMU HATPi0 y Ci3HYy mIiBKYy. Llei mporec
nepeMileHHs BifOyBa€TLCS IPOTITOM KiJTbKOX XBHJIMH i ITOCUITIOE 0 TAIbMONIOTIYHNYM KOMGOPT IpU
3actocyBaHHi npemnapaTty BETOIITUK® S.

[TokminiyHi gaHi 3 6e3meKu

HocmimKeHHST TPUBAIOCTI XKUTTS TP 3aCTOCYBaHHI O€TAKCOJI0JTy, BBEIEHOT0 IIePOPajIbHO, V 103aX,
mo ctaHoBunu 6, 20 ab6o 60 mMr/kr/mo0y, mpoBedeHi Ha MUIIaX Ta Ha IIypax y go3ax 3 abo 12, abo 48
MT/KT/mo0y, IpOAeMOHCTPYBaIH BiiCYyTHICTh KaHIIEPOT€HHOT'0 ehEKTY.

[Tig gyac pi3HuUX HocmigiB Ha KiniTHHAxX 6aKTepil Ta CcCaBIliB 5K in Vitro, Tak i in vivo, MyTareHHUM
eekT 6eTaKCOJIONy He CIIOCTepiraBcs.

HocnimxeHHS Oil 6eTaKCOJIONY Ha PeIPOAOYKTUBHY (QYHKIIIO, @ TAKOXK TepaTOJIOTiuyHi, mepruHaTambHi
Ta NOCTHATAJbHI NOCTIIAKEHHS, 110 30IMCHIOBAIM Ha Iypax Ta KPOJsAX IPHU IIepOoPaIbHOMY
3acToCyBaHHI 0€TaKCOJI0Jy TiZPOXJIOPUAY, TPOAEMOHCTPYBaI AOKa3HU 3B’ SI3KY MTOCTIMIIJIAHTAI[iHOTO
BUKU[HS y IIyPiB Ta KPOJIiB i3 3aCTOCYBaHHAM IIpenapaTty B 4031, 110 nepeBuilyBasa 12 mr/kr Ta 128
MT/KT BiATIOBITHO.



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.

BETOIITHUK® S He Ma€e ab0o Ma€e He3HAYHUH BIIJIUB Ha 3[IaTHICTh KEPyBaTH



aBTOTPAHCIIOPTOM YU IIPALf0BATH 3 IHIIMMU MeXaHi3MaMu. TUMYacoBe 3aTyMaHEHHS 30Dy
a0o iHII MopyIlIeHHs 30py MOXYTh HETaTUBHO BIIJIMBATH Ha 3MATHICTh KEPyBaTH
aBTOTPAHCIIOPTOM abo0 ImpaIffoBaTH 3 iHIMUMU MeXaHi3MaMu. JKIN0 3aTyMaHeHHS 30py
BMHUKAE IIiJ] YaC 3aKallyBaHHs, MallieHTy HeOOXiMHO 3a4eKaTH, ITOKU 3ip IPOSICHUTLCS, NPl
HiJX KepyBaT{ aBTOTPAHCIIOPTOM a0o0 iHIIMMHU MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

[ 0TambMONIOTiYHOTO 3aCTOCYBaHHS.

Io3yBaHHS

3aCTOCYBaHHS JOPOCIKM, BKIIIOYAKYH JIIOOEN TITHbOTO BiKY

PekoMeH/0BaHa f03a cTaHoBUTh 1 kpammo BETOIITHKyY® S y KOH'IOHKTUBAIbHUMI MIIIOK YPakeHOro
oka (oueit) 2 pa3u Ha OoOy. Y mesiKuX MalfieHTiB mis crabimizamnii rimoten3uBHoi mii BETOIITUK® S
IOTPiOHO 3aCTOCOBYBATH [EKiNTbKa TUXKHIB. PEKOMEHIOYEThCST peTeIbHUN HATJISIM 3a MallieHTaMu,
XBOPUMH Ha I'JIayKoMy.

SAKII0 TP 3aCTOCYBaHHI PEKOMEHI0BaHUX 103 BHYTPIITHEOOYHUY TUCK MallieHTa He KOHTPOJIIETHCS
HaJIe2KHUM YMHOM, MOXKHa 3aCTOCOBYBaTH CYIYTHIO TEPAIilo 3 IHIIUMY NPOTUTIayKOMHUMU
IpenapaTaMu.

[Ticns iHCTUNALII PEKOMEHIYEThCS LIiIbHE 3aKPUTTS MOBiKM a60 HOCOCTTbO30Ba OKII03is. 1le 3MeHIITye
cucteMHy abcop0iiito TiKiB, BBEOEHUX B OKO, 1[I0 3MEHINY€E BipOTigHICTh BUHUKHEHHS CUCTEMHUX
n00iYHUX eeKTiB.

Y pagsi cynyTHBOI Teparii 3 BAKOPUCTAaHHSIM iHIINX MiClIeBUX 0TaIbMOJIOTiYHUX IIpeapariB Cllif,
NOTPUMyBaTUCh iHTepBany 10-15 XBUIMH MiXK IX 3aCTOCYBaHHSM.

3aCTOCyBaHHA OiTAM Ta HiITiTKaM

EdekTuBHicTh Ta 6e3neka ounux kpanenb BETOIITUK® S mpu 3acTocyBaHHi maifieHTam BikoM o 18
POKiB He BCTAHOBJIEHA.

3acToCcyBaHHS IIPU MOPYIIEHHAX QYHKITI MeYiHKU Ta HUPOK

BETOIITUK® S He pocmigKyBanu AJis L€l KaTeropil MaljieHTiB.
Cnocib 3acTocyBaHHS
[Tepen 3acToCyBaHHSM IpenapaTy (HIaKoH Ciim qodpe CTPYCHYTH.

[Ilo6 nonepenuTy 3abpyoHEeHHS KiHYMKa KpallelIbHUIII Ta CycIeH3il, HeoOXigHo OyTH 00epeXHUMU i
He TOPKATHUCS IOBIK, MPUIIETTIUX TiISHOK a00 iHIIUX TOBEPXOHDL KiHUMKOM (hJITaKOHA-KpaTeIbHUII.



Himu.

EdekTuBHicTh Ta 6e3neka ounux kpanenb BETOIITUK® S mpu 3acToCyBaHHi maiieHTam BikoM mo 18
POKiB He BCTAHOBJIEHA.

IlIepedo3yeanHsi.

[Tpu BuIIafIKOBOMY KOBTaHHI IIpenapaTy CUMIITOMU Iepefo3yBaHHs OeTa-0I0KaTopaMé MOXKYTh
BKJIIOYaTH Opafiukapmiioo, apTepianbHy rilnoTeH3iio, cepleBy HelOCTaTHICTL Ta GPOHXOCIA3M.

Y Bunagky nepeno3yBaHHS mpenapatoM BETOIITUK® S nikyBaHHS IOBUHHO OyTU CUMITOMATAYHUM
Ta HiATPUMYIOYUM.

ITo6iuni peakuii.
KopoTkuii ornsan naHux 3 6e3meKu

Haituacrimum no6iyHuM epeKToM, IKUN CIIOCTepiraBcs MPOTIroM KIIiHIYHUX OOCITiIXKeHb IpernapaTy
BETOIITUK® S, 6ymo BimuyTTs: mrcKOMGOPTY B O1Ii, 110 3ycTpivanocs y 12 % malfieHTis.

Huxxuye3a3HaueHi mo6iuHi edeKTH CrIocTepiranucs mif yac KIiHiYHUX JOCTiIXKeHb IIperapary Ta
KnacuGpikoBaHi TaKUM YMHOM: AyXke 4acTo (= 1/10), vacto (= 1/100 go < 1/10), HewacTo (= 1/1000
no <1/100), mooxpuuoKi (= 1/10000 mo <1/1000), pipkicHi (< 1/10000). ¥ MexXax KOXKHOI I'PyIx
no0iuHi eeKTH ITpencTaBieHi y MOPSAAKY 3MeHIIeHHS 1X CTYIeHs TSXKKOCTI.

CucteMa oprasis [To6iuHi peaxiril 3rigHo 3 Kimacudikaropom MedDRA
(Bepcis 13.0)

Kappmionoriyxi nopymeHHs Heuacmo: OpaguKkappisi, Taxikapmis

3 00Ky HEPBOBOI CHCTEMU Jacmo: TONOBHUM OiNb
IT000UHOKI: CUHKOIIE

OdTanbmMosnoriyHi mopyumeHHs /[yoice yacmo: Big9yTTS AUCKOM@OPTY B OIIi

Yacmo: 3aTyMaHeHHS 30py, IOCUJIEHA CJIb030TeYa,
BiIUyTTS CTOPOHHBOTO Tijla B 04ax

[Heuacmo: TOYKOBUM KEPATUT, KEPATUT, KOH IOHKTHBIT,
OredapuT, 3HUKEHHS T'OCTPOTH 30Dy, IIOPYIIEHHS 30DY,
CBiT/1000513Hb, OiNlb B 04Yax, CyXiCTb 04el, aCTEHOis,
OredapocnasmM, He3BUYHE BiIUyTTS B 04aX, CBepOixK
04Yell, BUMIIEHHS 3 04Yel, YTBOPEHHS JIYCOUYOK I10 Kpasdx
MOBIK, 3aMajeHHa 049el, MoApPa3HeHHs 0Yel,

KOH IOHKTHBAJIbHI IIOPYIIEHHS, KOH IOHKTUBAJIbHUU
HaOpsK, OYHa TinmepeMis

IT000uHOKI: KaTapakTa, 0()TaIbMOJIOTiUHI IOPYIIEHHS

3 60Ky mUXabHUX LIISXIB, [Heuacmo: acTMa, IUCIIHOE, TIOPYIIEHHS 3 OOKY
TOpakKasibHi Ta MefiaCTAHAJbHI OUXabHUX IISXIB, PUHIT

[OPYIIEHHSI IT000UHOKI: Kallle]lb, PUHOPES

3 OOKY IITYHKOBO-KHUIITKOBOT'O [Heuacmo: HyfoTa

TPaKTy IT000UHOKI: DUCTEeB3is




3 00Ky LIKipH Ta MigmKipHUX
TKaHUH

IT000UHOKI: mepMaTUT, BUCHUII

3 00Ky CynuH

II000uHOKI: apTepianbHa TiloTeH3is

[IcuxiyHi po3nagu

[T000UHOKI: HEeCIIOKil

3 00Ky penponoyKTHBHOI QYHKIIil Ta
MOJIOUHUX 3aJ103

IT000UHOKI: 3MEeHIIIeHHS 1i0imo

3a pe3ynbTaTaMy MOCTMAPKETUHTOBUX MOCTiIKEeHb Oy BUSIBIIeH] HUK4Ye3a3HadyeHi Mo6iuHi peakirii.

3a HasgBHUMU JaHUMHU HEMOXKIIABO PO3paxyBaTh 4aCTOTy IX BUHUKHEHHS.

CucteMa oprasis

[ToGiuHi peakii 3rigHo 3 KnacudikaTopoM
MedDRA (Bepcist 13.0)

3 00Ky iMyHHOI CUCTEMHU

[TiBUIIIEHA YYTJIMBICTh

[Tcuxiyni po3nagu

0e3COHHS, Jenpecis

3 60Ky HEPBOBOI CUCTEMU 3aIIaMOpPOYEeHHS
O¢dTanpMosIOTiuHi MOpyLIIeHHS epuTeMa I0BiK
Kappionoriusi nopymeHsas ApPUTMis

3 00Ky LIKipM Ta MigMIKIiPpHUX TKAaHUH 00IUCIHHS
[TopyleHHS 3arajlbHOrO XapakTepy Ta CTaH  [aCTeHid

MicIlsl BBeIeHHS

Onuc HaBeneHUX MOOIYHUX PEAKITin

4K i mpu 3acToCyBaHHI iHITKUX 0PTaTIEMOJIOTIYHUX JTiKapChKUX 3ac00iB MicIieBoi fii, 6eTakCcomomn
abcopOyeThCst y cCUCTeMHUHM KpPoBOOOir. 1le Moxke cripruuyuHUTH NofiOHI HeOaxkaHi edekTH, 5K i mpu
3aCTOCyBaHHI cCUCTEMHUX OeTa-010KaTopiB. YacToTa BUHMKHEHHS CHCTEMHUX MTOOIYHUX peakilii mpu
MiCIIeBOMY 3aCTOCYBaHHI B OKO € MEHIIO0, HiX IIPU CUCTeMHOMY 3acTocyBaHHi. HaBeneHi no6iusi
peaxiiii BKT04anTh y cefe peaxiiii, ki cmocTepiranucs y Mexax Kiacy 6era-6710KaTopiB mist
0()TaTEMOJIOTiYHOT0 3aCTOCYBaHHS.

HomaTkoBi mo6iyHi peakirii crocTepiranucs mpu 3acTocyBaHHi odTanbMonoriuaux 6era-6110kaTopiB
Ta MOXKYTb BUHUKHYTHU IIPU 3acTOCyBaHHI ouHux Kpanenib BETOIITUK® S:

3 60Ky iMyHHOI cucmemu: CUCTeMHi ayepriyHi peaxiiii, 1110 BKIIOYAOTh aHTi0HAOPSK,
KPOIIKB’STHKY, JIOKaJTi30BaHi Ta reHepasidoBaHi BUCHUIIAHHS, CBepOikK, aHaDiTaKTUUHY Peakiiio,
TOKCUYHUM eIlliflepMalbHuK HEKPOJIi3.

3 60Ky memabo.ai3amy ma 3aC80EHH A NOHCUBHUX PEHOBUH: TiMIOTIIIKEMis.

ITcuxiuHi po3aadu: gempecis, HIYHI KOIMIMapH, BTpaTa aM’siTi, rajourHalii, ICUx03,
CILTYyTaHICTh CBiIOMOCTI.

3 6oky Hepeogoi cucmemu: CUHKOIIE, TOPYIIEHHS MO3KOBOTO KPOBOOOITY, ilteMist TOJI0BHOTO
MO3KY, ITIOCUJIEHHS 03HaK Ta CUMIITOMIB MiaCTeHil gravis, mapecresis.

O¢pmanbvmo02i4Hi NOpyweHHA: 03HAKU Ta CUMIITOMH ITOAPa3HEHHS ouel (HalpuKial, IediHHs,
TIOKOJTIOBaHHS, CBepOiXkK, CTb030Te4a, TOYEPBOHIHHS), OedapuT, BimlapyBaHHs X0pioifgaabHOI



000710HKH Ticys ¢inmbTpallifiHol Xipyprii (qus. po3ain «OcobnMuBOCTI 3aCTOCYBaHHS»), 3MEHIIIEHHS
YYTJIMBOCTI POTiBKH, €pO3id POTiBKU, IITO3, OUILIOMIS.

KapoionoeiuHi nopyweHHA: Oinb y TPYASX, IPUCKOPEHe ceplieOuTTs, HaOPsK, 3acTiliHa ceplieBa
HEJOCTaTHICTh, aTPiOBEHTPUKYIIPHa 6/10Kafa, 3yUHKa Ceplisd, ceplieBa HeJOCTaTHICTb.

3 60Ky cyOuHHOi cucmeMu: apTepianbHa TinmoTeH3is, GeHoMeH PeitHo, TOX0JI0aHHs KiHIiBOK,
TIOCUJIEHHS IIePeMiKHO1 KyIbIraBOCTi.

PecnipamopHi, mopakaabHi ma mediacmuHaabHi nopyweHHA: OPOHXOCTIa3M (IIepeBaxHO Y
TALEHTIB 3 MIOMePeqHbO iCHYI0YNM OPOHXOCTIACTHYHUM 3aXBOPIOBAHHSIM).

3 60Ky WayHKOBO-KUWKOB020 Mpakmy: OUCIeICis, fiapes, Oifb y KUBOTIi, O/1I0BaHHS, CYXiCTh Y
POTi, TJIOCHUT.

3 60Ky wkipu ma nidwKipHUX MKAHUH: TIcOpia3omnomibHi BUcUIIaHHSI ab0 3ar0CTpeHHs ICcopia3y.
3 60Ky cKkesiemHo-M’ 530801 cucmemu ma CnoAyYHUX MKAHUH: MiaJris.

3 6oky penpodykmugHOi cucmemu ma MO/04YHUX 3d/103: CTaTeBA TUCOHYHKIIiSI, iMIIOTEHIIis.
ITopyweHHA 3a2a1bH020 Xapakmepy ma CmMaHu, No8’A3aHi 3 Micy,eM 88e0eHHA: aCTeHisg/BToMa.

IomaTkoBo Oy/I0 BUSIBJIEHO IiABUINIEHHS PiBHIB aHTUHYKJI€APHUX aHTUTIN; KIiHiYHA peJieBaHTHICTL He
BCTAHOBJIEHA.

Tepmin npudamHocmi. 2 POKH.

TepMin 30epiranHs Mics MePIIoro BigKPUTTS (lakoHa - 4 TUXKHI.

YMmoBH 30epirannsi.

TpuMaTu GakoH y KapTOHHiM KopoO1ri. 30epiratu npu temmepartypi 8-30 °C. 36epiratu y
HEIOCTYIIHOMY [Jid OiTed Micui. TpumaTu (JIakOH L[iIbHO 3aKPUTHUM.

YnakoBka. [To 5 M7 y ¢akoni-kpanenpHuili; mo 1 ¢haakoHy B KopoOlli 3 KapTOHY.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

AnkoH Kysprop/

Alcon Couvreur.



Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.
PiiikcBer 14, [Tyypc-CianT-Amanpc, 2870, Bemnbrisi/

Rijksweg 14, Puurs-Sint-Amands, 2870, Belgium.



