IHCTPYKIIA
AJIS1 MEAUYHOI'0 32CTOCYBAHHS JIKAPChKOI0 3ac00y

BETOITUK® S

(BETOPTIC® S)
Cknao:
Oiroya peuogura: 6ETAKCONONY T1IPOXIOPUT;
1 M3 cycnensii MICTHTh O€TakcoOJONy TiAPOXJIOpUAY 2,8 Mr, MO EKBIBaJEHTHO 2,5 Mr
OeTakcosomy;
OdonomigicHi peuosunu: MaHiT (E 421), xucnora mnomictuponcynbpoHoBa, kapbomep 974P,
JIUHATPIIO e/1eTaT, OEH3AIKOHII0 XJIOpUI, N-1aypoijcapKo3HuH, KUCIOTa OOpHA, HATPIO T1APOKCHU
Ta/ab0 KUCI0Ta XJOPUCTOBOAHEBA KOHIIEHTpOBaHa (17151 perytoBanHs pH), Boja ouniieHa.
Jlikapcbka gopma. Kpari ouHi.
OcnosHi Qizuxo-ximiuni enacmugocmi. CycreH3is BiJ OL10ro 10 Maibxe 61J10ro KoJIbopy.
dapmakoTepaneBTH4Ha rpyna. 3aco0M, [I0 3aCTOCOBYIOTBCS B O(TanbMOJIOTII.
[IporurnaykomHi npemnapaTi i MioTuuHi 3aco0u. biiokatopu 6era-aipeHOpEenTopiB. Kon
ATX SO1E D02.
Dapmakonoziuni e1acmueocmi.
Dapmaxoounamixa.
berakcomnon — kapaiocenekTuBHUi O610KaTop 6eTa-1-aapeHepriyHuX peLenTopiB, IKU He YNHUTD
3HaYHOI MEMOpaHOCTa01T13yI040i (MICLIEBOT aHECTE3YI0401) 1 BUPaKeHOT CHMIIATOMIMETUYHOT ii.
[TigBuIeHN BHYTPIIIHBOOYHHUI TUCK € TOJIOBHUM (PaKTOPOM PU3UKY PO3BHUTKY I1ayKOMATO3HOI
CKOTOMHU. UMM BUIIHI piBEHb BHYTPIITHLOOYHOTO TUCKY, TUM O1JIbIIIa BiPOT1AHICTh YIITKOIKEHHS
OYHOI'O HepBa Ta BTpaTu moJst 30py. [licas iHCTMIIALT B OKO 6€TaKCoJI0 3AaTHUM 3HMKYBATH
K MiABUIIEHUH, TaK 1 HOPMAaJbHUN BHYTPIIIHbOOYHMHA THCK, HE3aJIEKHO BiJl TOT0, YU
CYMPOBOIKYETHCS 1€ TIAyKOMOIO, YW Hi; MEXaHi3M HOro TiMOTEH3WBHOI il MOB'S3aHUM 31
3MEHILIEHHSM TMPOJAYKYBaHHS BHYTPIIIHbOOYHOI pIAMHHU, SK TOKa3ye ToHorpadis i
dmroopodoromerpis. berakconon nounnae aistu yepe3 30 XBUIHMH, 2 MAKCUMAIbHUHN e(eKT, 1K
IPaBUJIO, 1OCATAETHCS Yepe3 2 TOAMHU Micis MICLIEBOT0 3acTocyBaHHs. Pa3oBa n03a 3a6e3neuye
3HWKEHHS BHYTPIIIHBOOYHOT'O TUCKY MPOTAroM 12 roauH.

BETONTHUK® S y ¢opmi cycmemsii (6eraxcomon 0,25 %) 3abesmeuye 3HUKCHHS

BHYTPIIIHBOOYHOT'O THCKY, €KBIBaJIEHTHE TOMY, L0 TPOJAEMOHCTPYBAB Iperapar BETONTUK®
S y ¢opmi pozunny (6erakconoin 0,5 %).

Bazopemakcyroua nis Oerakconony Ha nepudepudHi CyauHH Oyiia MPOJEMOHCTPOBAaHA B
JOCTIKEHHI in vivo Ha cobakax. Takoxk Bazopelakcyroda Jisi O€TaKcoJoNy i WOTro 3/1aTHICTh
OJIOKYBaTH KaJbI[IEBI KaHAU OYJIU MPOJEMOHCTPOBAHI B JESKUX JOCTIDKEHHSX in Vivo, B SIKUX
BUKOPUCTOBYBAJIM MOJIETI OYHHMX 1 HEOUHUX CYAMH LIypiB, MOPCHKHX CBHHOK, KPOJIiB, COOaK,
cBuHell Ta kKopiB. [lis Oerakcononmy sK HeWpomnpoTeKkropa Oyia MpoJEeMOHCTpOBaHA B
eKCIIepUMEHTaxX SIK in Vivo, TaK 1 in vitro Ha CITKIBII KPOJIiB, KOPTUKAIBHUX KYJIbTYpax HIypiB i
KyJIbTypax CITKiBKH Kyp4ar.

JlaHi, OTpUMaHi IiJl Yac KOHTPOJBbOBAHUX KIIHIYHUX JOCIHIIKEHb Ha MAli€HTaX 3 XPOHIYHOIO
BIJKPUTOKYTOBOIO TJIAYKOMOIO Ta OYHOIO TilEPTEH3i€l0, BKAa3ylOTh Ha Te, IO JIKyBaHHS i3
3aCTOCYBaHHAM OETAaKCOJIONy 3a0e3leuye TPUBATIIINN MO3UTUBHUI BIUIMB Ha IOJIE 30Dy, HIX
OTpUMaHUI MPU 3aCTOCYBAaHHI THUMOJIONY, HECEJIEKTUBHOTO OeTa-0okaTopa. binbmie Toro, mpu



3aCTOCYBaHHI O€TaKCOJIOMYy HE CIOCTEpirajgocs HEraTWBHOTO BIUIMBY Ha KpPOBOIOCTAYaHHS
oyHoro HepBa. berakconon nmiaTpuMye abo MOMIMNIIye OYHUN KpoBOOOir/mepdysito.

[Ipu MicueBoMy 3acTOCyBaHHI OeTakcosony y (hopMi OUHUX Kpamelb BiH YUHUTh HE3HAUHY JIiI0
a00 30BCIM He BIUIMBA€ HA 3BYKEHHsI 31HUII Ta MAa€ MiHIMaJIbHUH BIUIMB Ha JIETEHEBY Ta CEpPLIEBO-
cyauHHy ¢yHKUio. berakcomon ans oQTanbMONIOTIYHOIO 3aCTOCYBaHHS HE MaB iCTOTHOTO
BIUIMBY Ha ()YHKIIIIO JIET€HIB, 1110 OyJI0 BCTAHOBJIEHO P BUMIpPIOBaHHI 00'eMy MakCHUMaJIbHOTO
BUJMXY 32 CEKYHJY, MAKCUMAJIbHOTO JKUTTEBOTO 00’ €MY JIET€HIB Ta iX CIiBBiIHOIIEHHS. JKoqHIX
O3HAK CEepPIIeBO-CYIMHHOI OeTa-aJipeHepriuHoi OJOKaaM MiJ Yac 3A1MCHEHHs IOCTiIKEHHS He
CHOCTepiraocs.

[Ipu nepopanbHOMY BBeleHHI OeTa-aApeHepriyHi OJOKAaTOPH 3MEHIIYIOTh CEpPLEBUN BUKUI Y
3I0pOBUX JOOPOBOJIBIIIB Ta y MAII€HTIB 13 3aXBOPIOBAHHSAMU CepIlsl. Y TAIE€HTIB 13 TSHKKUMH
HNOPYUICHHSAMHU (YHKII MiOKapAa aHTaroHicTu OeTa-aJpeHepriyHuX peLenTopiB MOXYTh
NPUTHIYYBATH CUMIATUYHUNA CTUMYIIOIOUYUM e(eKT, HeOOXITHUNA A MIATPUMAHHS aJIeKBaTHOI
cepieBoi (QyHKIII.

Pe3ynbTaTd KITIHIYHHMX JOCHIKEHb BKA3ylOTh Ha Te, mo cycmensis BETOITTUK® S

nepeHocHnacs Habarato kpaiie, Hix posuana BETOIITHUK® S.
[MonsipHa npupo1a 6ETaKCOIO0y MOXKE CIPUIHHATH BITIyTTS TUCKOMQOPTY B 04ax. Y mpemnaparti

BETOIITUK® S mornekyi GeTakcomnony 38’s3aHi iOHHIM 3B’S3KOM 3 aMOEPIITOBOIO CMOJIOIO.
[Ticns iHCTUAATIT MOJIEKYJIM OETaKCOJIOMy MEPEHOCATHCS 10HAMU HATPII0 Yy Cii3HY IUIiBKy. Llei
MpoLeC MepeMIIIeHHs B1I0YBA€ThCSA MPOTATOM KIIBbKOX XBHJIMH 1 MOCHIIIOE O(PTaTIbMOIOTTYHUI

KOMQOPT IIpH 3aCTOCYBaHHI IIpemnapary BETOIITUK® S.

JlokIiHIYH1 AaHi 3 0e3MeKH

JocnimkeHHss TPUBAIOCTI KUTTA MPU 3aCTOCYBaHHI OETAaKCOJIONY, BBEIEHOTO MEPOPaIbHO, Y
n03ax, 1mo craHoBmwim 6, 20 ado 60 mr/kr/mo0y, mpoBeIeHI Ha MUIIIAX Ta Ha IIypax y Ao3ax 3 abo
12, a60 48 Mr/kr/mo0y, MpoIEeMOHCTPYBAJIH BIJICYTHICTh KAHIIEPOTEHHOTO (EKTYy.

[Tix gac pi3HUX AOCTIAIB HAa KINITHHAX OAaKTEepii Ta CCaBIlB SK in Vitro, TaK 1 in vivo, MyTareHHUM
edekT 0eTaKcoJI0JIy HE CIIOCTEepIraBcs.

Hocmikenus naii  O€Takcoyony Ha PENpoAyKTUBHY (YHKIIIO, a TaKOoX TepaToJIOTivuHI,
NepUHaTalbHI Ta MOCTHATANbHI JOCTIKEHHS, 110 3IIACHIOBAIM Ha IIypax Ta KPOJsSX IMpHU
NepopaTbHOMY 3aCTOCYBaHHI OETaKCOIOMY TiAPOXIOPUAY, TPOAEMOHCTPYBAIN JAOKA3HU 3B’ A3KY
MOCTIMIUIAHTAI[IHHOTO BUKUAHS Yy IIypiB Ta KPOJIIB 13 3aCTOCYBaHHSM MperapaTry B 031, 110
nepeBunryBana 12 mr/kr ta 128 Mr/kr BiNoBiIHO.

berakcomomy riipoxiopu He BUSIBUB TE€PATOTeHHOTO €(eKTy, a TAKOK He crocTepiranocs 0y/ib-
SIKOTO 1HIIIOTO HETaTUBHOIO BIJIMBY Ha PENPOIYKTUBHY (PYHKIIIIO MPU CYOTOKCHUYHHUX J103aX.
Dapmaxoxinemuxa.

Bberakconon mae BUCOKY JMOQINBbHICTD, IO TPU3BOIUTH 10 BUCOKOTO CTYNEHS MPOHUKHOCTI Y
POTIBKY 1 BUCOKHMX KOHIIEHTpAIIi}l MpenapaTy y TKaHHHaX oka. BmicT OeTakcosoy y mia3mi micis
MICIIEBOTO 3aCTOCYBaHHS HU3bKUH. [Ipn 3miiicHeHH] KIIHIYHUX (PapMaKOKIHETUYHUX TOCITIKCHb
KOHIICHTpaIlii y T1a3Mi KpoBi Oyl HUXKYE MEXK1 KITbKICHOTO BU3HAYEHHS, 110 JOPIBHIOE 2 HI/MII.
Bberakcomoa xapakTepu3yeThesi FapHOIO a0COpOIIi€I0 TPU TEPOPATBHOMY 3aCTOCYBaHH1, HU3bKUMU
BTpaTaMH MpH NEPIIOMY MTPOXOKEHHI Ta BIIHOCHO TPUBAIMM I1E€P10IOM HAIIBBUBEICHHS, IKUN
MPpUOJIU3HO CTAHOBUTH 16—22 ronuau. BUBoIUTHCS 6€TaKCOI0I, SIK TPaBUII0, HUPKAMH, MEHIIIE —
3 pexanismu. OCHOBHUMHU METaboJIiTaMu € 1Bl popMU KapOOKCHIIBHOT KHCIIOTH Ta OETaKCOJION Y
HE3MIHEHOMY BUIJISII, SIK1 BUBOJATHCS 13 ceuero (mpubau3no 16 % Bia NpUHHATOT 103H).
Bberakcomnon nounHae nidatu, sk npaBuio, yepe3 30 XBUINH, a MAKCUMAIbHUN e€eKT, sIK MPaBUJIO,
JOCATAEThCS Yepe3 2 TOAUHU TICHIs MICLIEBOTO 3acTocyBaHHs. Pa3zoBa n03a 3a6e3neuye 3HIKEHHS
BHYTPIIIHBOOYHOT'O TUCKY MPOTATOM 12 roauH.




KuiniuHi XapakTepucTHKH.

Ilokazannusa.

JUist 3HMKEHHS BHYTPIIIHBOOYHOTO TUCKY Y XBOPUX Ha XPOHIYHY BIAKPUTOKYTOBY IJIayKOMY 200
OYHY TillEepTEH3i10 (SIK MOHOTEpAIlisl, TaK 1 B KOMOIHAIIIT 3 IHITMMH JTIKapChKUMH 3aC00aMN).
IIpomunokaszanna.

e [ligBumieHa 9y TIUBICTh A0 aKTUBHOI CyOCTaHIIiT a00 710 Oy/1b-SKOT0 3 KOMIIOHEHTIB IIpenapary.
e  CunycoBa Opaaukap[isi, CUHAPOM AUCPYHKIII CHHYCOBOrO BY3/a, TUCHYHKIIS CHHYCO-
MepeACepIHOTO By3Jla, AaTPIOBEHTPUKYJIsApHA OJioKaja Jpyroro abo TpeThOoro CTYIICHS,
HEKOHTPOJIbOBAaHA BOJIIEM pUTMY. BupakeHna cepiieBa HeIOCTaTHICTh a00 Kap 1IOT€HHUH IIIOK.

e PeaxkTHBHE 3aXBOPIOBAHHS JUXAJBHHUX HUIAXIB, BKIIOYAIOUM OPOHXIaIbHY acTMy TSKKOTO
cryners abo OpoHXiaJdbHYy acTMy TSDKKOTO CTYNEHS B aHAMHE31, XpOHIYHI OOCTPYKTHBHI
3aXBOPIOBAHHS JIET€Hb TSHXKKOTO CTYTICHSI.

B3aemooia 3 inwumu nikapcokumu 3acoéamu ma iHuii 6uUOU 63aEMOOIil.

CrenianpHUX JOCIIPKEHb O€TaKCOIOMy 00 iX B3aEMO/I 3 IHIIMMU JIIKAPCHKUMHE 3ac00aMu HEe
MIPOBOTUIIN.

e IcHye iIMOBIpHICTb BHHHMKHEHHS JOJATKOBUX €(EKTiB, IO NPU3BOAATH 10 apTepiaibHOT
rinoTensii Ta/abo BUpaxkeHOi OpaauKkap/ii Npu 3acTOCYBaHHI O(TaIbMOJIOTIYHOTO PO3UUHY, 110
MICTHTb OeTa-0J0KaTOpH, OAHOYACHO 3 MEPOPATLHUMHU OJIOKATOpaMu KajbllieBUX KaHAJIB, OeTa-
aJIpeHepPrylounMy  OJOKYIOUMMH  3aco0aMM, AaHTHAPUTMIYHUMH 3aco0aMu  (BKJIIOYAIOYU
amioZiapoH) a0o IIiKO3UAaMU HAEepPCTIHKH, TapaCUMIIATOMIMETHKAMH, TYaHETUAMHOM.

e bera-0okaTopy MOKYTh 3MEHIITYBAaTH 4y TIHUBICTh 10 aApEHATIHY, SKUI 3aCTOCOBYETHCS IS
nikyBaHHS aHainakTHyHUX peakiiil. Ciaia npu3HauaTu 3 00epekHICTIO MAI[IEHTaM 3 aTOMIEr0 a0o
aHa(iaKCcier0 B aHaMHE31.

o VY pinkicHUX BHMaAKax MOBIIOMIIUIOCS TPO Miapia3, 110 BHHUKAB TPU CYIMYTHHOMY
3aCTOCYBaHHI 0()TaTIbMOJIOTIYHUX 0eTa-0JIOKaTOPiB Ta afpeHaliny (emiHedpuHy).

e SIKII10 OJJTHOYACHO 3aCTOCOBYBATH JCKUIbKA JIIKAPCHKUX 3aCO01B IS MICIIEBOTO 3aCTOCYBAHHS
B OKO, HEOOXIJHO 3a4eKaTH MIOHAWMEHINe 5 XBWJIMH MDX iX 3acTocyBaHHAM. OuHI Ma3l Ciij
3aCTOCOBYBATH OCTAHHIMH.

o Ockimbku OETaKCcONON € OJOKATOPOM aAPEHOPEIENTOPiB, WOro CIiJ 3 O00CPekKHICTIO
MPU3HAYATH MAIlI€HTaM, SIK1 TapaJieJIbHO 3aCTOCOBYIOTH a/IpEHEPTivHI ICHXOTPOITHI 3ac00H, Yepes
PHU3UK TOCHIICHHS TXHBOT Aii.

Ocoobueocmi 3acmocyeanns.

Tineku A5 0()TAIEMOIOTIYHOTO 3aCTOCYBAHHS.

[Ticna meprioro BiAKpUTTA (IakoHA CIiJ 3HATH 3aXMCHE KUIbIlE, MPU3HAYEHE JJIS1 KOHTPOIIO
NEPUIOTO BIAKPUTTSL.

YacToTa BUHUKHEHHS MOOIYHUX PEaKIii PU MICIIEBOMY 3aCTOCYBaHHI B OKO € HH)KUYOIO, HIXK IPH
CHCTEMHOMY 3acTocyBaHHi. /{5 oTpumMaHHs iH(popMaIlii oJ0 3MEHIIEHHS CUCTEMHOT abcopOii
uB. po3ain «Crocib 3acTOCYBaHHS Ta JI03W».

3axBOPIOBAaHHS POTiBKU

[Tpu micueBomy 3acTocyBaHHI OeTa-0JIOKAaTOpiB B OKO MOX€ BHHHUKATH CyXicTh oueil. Cruix 3
00epeKHICTIO 3aCTOCOBYBATH O€Ta-0JI0KAaTOPHU MAIli€EHTaM i3 3aXBOPIOBAHHSIMH POTIiBKH.

Iami 6era-GiokaTopu

[Tpu 3acTocyBaHHI OETaKCOJIONy MAIliEHTaM, SIKi B)K€ OTPUMYIOTh CHCTEMHHIA OeTa-0JI0Kyounii
3aci0, BIUIMB Ha BHYTPINITHHOOYHUN THUCK MOXKE TOCHITIOBATUCH, 200 BiOMi €(EKTH CUCTEMHOI
Oera-O0mokamu. Ilpu 3actocyBaHHI OeTa-O0JIOKYIOYHMX 3acO0IB Mali€eHTaM JaHOi KaTeropii CIIif
YBa)KHO CIIOCTEpIraTu 3a peakiiero. He pekoMeH1y€eThCs 3aCTOCOBYBATH JiBa OeTa-aIpeHEePriYHUX
3aco0u MicueBoi Jil 0HOYaCHO (IUB. po3ain «B3aemonis 3 iHIIMMH JIKapChKUMHU 3aC00aMHU Ta
THIII BUJIU B3aEMOTIN» ).




[Tpu 3acTocyBaHHI OYHHUX Kpareib BETOITHUK® S 15 3umxeHms BHYTPIIIHBOOYHOTO THCKY Y

MAIIEHTIB 13 3aKPUTOKYTOBOIO IIIAYKOMOIO HOro HEOOXiTHO 3aCTOCOBYBATH JIMIIE Y KOMOIHAIIT 3

MIOTUYHHUMU 32CO0aMH.

XopioigaibHe BiIIIapyBaHHI

[Ipu 3actocyBaHHI JiKapChKUX 3aco0iB, SKI NPHUTHIYYIOTh NPOAYKYBaHHS CII3HOI PIIHHU

(HampuKIIaa, TAMOJIOJ, alleTa30JIaMi), CIIs MPOBeACHHS (iIbTpauiiHol Xipyprii MOBIIOMIISIIOCS

PO BiALIapyBaHHS XOPiOiIaIbHOT 000JIOHKH.

XipypriuHa aHecTesis

bera-6mokyroui aHecte3yroui mpenapaTd MOXKYTh OJIOKYBaTH JiF0 CUCTEMHHX O€Ta-aroHICTIB,

Hanpukian, aapeHaniny. Ilpu mpuiiomi marieHTOM O€TaKCOJOMy CHif MOBLAOMHUTH TPO 1€
aHecTe3ioJora.

[Tpu 3xilicHEHHI HOCOCIBO30BOi OKJIIO31i a00 MpW yTpUMaHHI MOBIK 3aKPUTHMHU IPOTATOM 2

XBHJIMH, MOXHA 3MEHILIUTH CUCTeMHY abcopOuito npenapaty. Lle Mo)ke 3MEHIIUTH CHCTEMHY JIi0

Ta 30UIBIINTH MiCLIEBY [0 JIIKIB.

3aranpHi

o Sl 1 iH1I11 0()TAJILMOJIOTI4HI ITPENapaTy AJIs MICLIEBOTO 3aCTOCYBaHHS, 0€TaKcos1011 a0copOy€eThes

cucteMHO. Uepe3 HasBHICTh OeTa-apeHepriYHOr0 KOMIIOHEHTa MPH 3aCTOCYBaHHI O0ETaKCcOI0Iy

MO>KYTh BUHUKHYTH TaKi K OO14H1 peakliii 3 00Ky cepleBO-Cy JUHHOI, AUXaIbHOI CUCTEM Ta 1HIII

BUIM MOOIYHUX PEaKIii, sIK 1 MpHU 3aCTOCYBaHHI CUCTEMHHMX OJOKaTOpiB OeTa-aJpeHepriuHuX

perenTopis.

[Topymenss 3 60Ky cepiis

¢ YV NaIli€eHTIB i3 CeprEBO-CYTMHHUMH 3aXBOPIOBAHHAMU (HAITPHUKIIAI, KOPOHAPHE 3aXBOPIOBAHHS

cepis, creHokapais [IpuHiMeTana Ta ceprieBa HeIOCTaTHICTD) Ta apTepialbHOO TITOTEH31€10 CITi T

KPUTUYHO OIIIHIOBATH HEOOXIIHICTh 3IHCHEHHS Tepallii 13 3acTOCyBaHHAM OeTa-0JI0KaTopiB Ta

PO3MIISTHYTH MOYIJIMBICTB TEparii i3 3aCTOCYBaHHSM IHIIUX A1F0UUX pedyoBUH. CIIiJT CIIOCTEpIiraTu 3a

BIJICYTHICTIO O3HaK IOTIPIIEHHS CTaHy Ta MOOIYHUX PEaKIlii y MaIli€HTIB 13 CepPIEBO-CYIMHHUMHU

3aXBOpIOBaHHSAMHU. Yepe3 HECHpHATIMBUN BIUIMB OeTa-0JI0KaTOpiB HAa Yac MPOBIAHOCTI iX 3

00EepEeKHICTIO MOXKHA MTPU3HAYATH JIMIIE MAI[iEHTaM 3 0J0KaJ00 CEepIIs TEPIIOTO CTYIICHS.

[TopynieHHs 3 60Ky Cy/IMHHOI CUCTEMU

e Ciii 3 OOEpEeXHICTIO 3IMCHIOBATH JIIKyBaHHS MAIE€HTIB 3 MOPYLIEHHSIM MepudepruuaHoro

KpOBOOOITY TSXKKOTO cTyneHs (ToOTo TsKK1 popmu 3axBoproBaHHs Pelino abo cunnpomy Peiino).

[TopymieHnHs 3 00Ky AMXaTbHUX IUIAXIB

e Hanxonmim moBiioMIIeHHsI PO peakiii 3 OOKy AMXalbHOI CHCTEMH, B TOMY YHCII JIETaJbHI

BUMAJIKK BHACIIJIOK OpOHXOCIMAa3My y MAI[iEHTIB 3 aCTMOIO MICJsI 3aCTOCYBaHHS AEIKHX OeTa-

6mokaropis. Ciifi 3 00epeKHICTIO MPU3HAYATH LIl pernapart narieHTam 3 OpoHXiaJbHOIO aCTMOIO

JIETKOT0/CepEAHBOTO CTYTICHS Ta OPOHX1aTLHOKO ACTMOIO JIETKOT'0/CePETHBOTO CTYIICHS B aHAMHE31

ab0 XpOHIYHMMHU OOCTPYKTHBHUMH 3axBopioBaHHsMH JiereHb (XO3JI) nerkoro/ceperHbOTO

CTYIEHS.

linornikemisi/miader

e bera-anpeHoOa0KkaTopu ciifi 3 OOEpPEXKHICTIO 3aCTOCOBYBAaTH MalLll€HTaM, CXWJIBHUM J10

CIOHTaHHOI Tinoriikemii, abo maiieHTaM 3 JaOUTBHUM iabeToM, OCKIIbKU OeTa-O0IoKaTopu

MOXKYTh MAaCKyBaTH O3HAKH 1 CHMITOMHU TOCTPOI TiMOTITIIKeMil.

lineptupeos

¢ bera-aipeH0010KkaToOpu TaKOXK MOXKYTh MAaCKyBaTH O3HAKHU T1IIEPTUPEO3Y.

M’s130Ba cl1aOKiCTh

e bera-anpeHob6moKaTopy MOXYTh TOCHJIIOBATH CIA0OKICTh M'S31B, IO TOB’S3aHO 3 TEBHUMH

CUMIITOMaMH MIacTeHi1 (HapuKIIa I, AUIUIONIS, TITO3 Ta 3arajbHa CIa0KICTh).




e AHadinakTUYHI peakiii

ITix gac 3acTocyBanHs1 OeTa-0I0KaTOPIB MAIIEHTH 3 aTOMIEI0 B aHAMHE31 a00 aHa(ITaKTHYHUMH
peakuisMU TSKKOTO CTYINEHS Ha pi3Hi aJepreHd B aHaMHE31 MOXYTb MaTH BUIIY PEaKTHBHICTb
MIpY TOBTOPHOMY 3aCTOCYBaHHI IIperapary 3 LIUMH X allepreHaMu, a TAKOXK MOXKYTh HE pearyBaTu
Ha 3BUYAIHI JI03M aipeHaIHY, SKi 3aCTOCOBYIOTh IS JIIKyBaHHS aHA(ITAKTUIHUX PEaKIIii.

e KoHTaKTHI J1H31

BETOIITUK® S micTUTh O€H3aJIKOHIIO XJIOPUJ, SIKUH MOXKEe CIPUUYUHSATH MOAPAa3HEHHS OKa 1, 5K
B1JIOMO, 3He0apBIIIOBATH M’ IK1 KOHTAKTHI JTiH3U. CJIi1 yHUKATH KOHTAKTY 3 M’ IKUMH KOHTaKTHUMU
minzaMu. [lanieHTiB ¢ monepenuTy Mpo Te, U0 HEOOXITHO 3HIMATH KOHTAKTHI JIH3U INepes

3aCTOCYBAaHHSIM OYHMX Kpareib BETOIITUK® S i 3auekaru 15 xBuimH, MepiI HiK BCTABUTH
KOHTAaKTHI JIIH3H.

3acmocyseanna y nepioo eazimuocmi avo 200y8anHs pyooro.

PenponykruBHa dhyHKITIS

JlaHi 11070 BIUIMBY JaHOTO JIIKapChKOrO Mpenapary Ha PernpoayKTHUBHY (DYHKIIIO JIOAUHU
BIJICYTHI.

BaritHicTh

Hemae noctatHix AaHMX IIOAO 3aCTOCYBAaHHS OETaKCOJIONY BariTHUM XiHKaM. /[ oTpumMaHHS
iH(opMarrii moa0 3MeHIIeHHs CHCTEMHOT a0copO1Iii TuB. po3in «Crocid 3acTOCyBaHHS Ta 1031,
[Ipu 3piificHeHHI emiAeMIiONOTIYHUX MOCTI/DKeHh He OyJI0 BHUSBICHO HETAaTUBHOIO BILIMBY Ha
dbopmyBaHHS IUIOAA, A€ NPH MEpPOpaIbHOMY 3aCTOCYyBaHHI OeTa-O0oKaTopiB OyJi0 BUSBICHO
PU3HK 3aTPUMKH BHYTPIITHBOYTPOOHOTO PO3BUTKY. KpiM 1bOTO, NpW 3acTOoCyBaHHI OcTa-
0JIOKATOPIB JI0 MOJIOTIB Y HOBOHAPOKEHUX CIIOCTEPITAIHCS O3HAKHA Ta CUMITTOMHU OeTa-0J10KaIu
(HanpwuKkIaa, Opaaukapisi, apTepiaibHa rimoTeH31s, peCcipaTOPHUA TUCTPEC Ta TIMOTIIIKEMIs).
berakcoon He cimi 3aCTOCOBYBATH Y MEPio BariTHOCTI, OKPIM BUIIAIKIB TOCTPOi HEOOX1HOCTI.

Onnaxk sikiio BETOIITUK® S 3acTocoByBamu 10 MONOTiB, y mepii JHi Micas HApOIKEHHS CIIij
3IHCHIOBATH PETENbHUN MOHITOPUHT HOBOHAPOIXKEHOTO.

Ilepion rogyBaHHs rpy IO

bera-0nokaTopy MpOHUKAIOTh Y TPyAHE MOJOKO, III0 MOX€E CIPUYMHUTH BUHUKHEHHS Cepio3HuX
no0IYHUX e(eKTIB y HOBOHAPO/PKEHOTO0 Ha IpyJHOMY roayBaHHi. OJHaK Hpu 3aCTOCYBaHHI
TEpaneBTUYHUX 703 OETaKkcoJIoNy y BUIVISI OYHMX Kpameidb HaBpsil YU B TIPYyJIHE MOJIOKO
MOTPANUTh KUIBKICTh INpenapary, ska MOXe CHPUYMHUTH KIIiHIYHI CUMITOMHU OeTa-0ioKaau
HOBOHApOKEeHOTo. s oTpuMaHHs iH(OpMaIii 00 3MEHIIEHHS CUCTEMHOT abcopOIil AUB.
po3nin «Croci6 3acToCyBaHHS Ta 103U».

30ammuicms énaueamu Ha WEUOKICMb PeaKyii npU KepyeanHi 6MompanHcnopmom ado inumumu
Mexanizmamu.

BETOIITUK® S ne Mae a60 Mae He3HAUHMIT BIUIUB HA 3ATHICTH KePYBaTH aBTOTPAHCIIOPTOM UK
MPALIOBATH 3 IHIIUMH MeXxaHi3Mamu. TuMyacoBe 3aTyMaHEHHs 30py a0o0 iHIII MOPYLICHHS 30pY
MOXYTh HETaTMBHO BIUIMBATH Ha 3/aTHICTb KEpPyBaTH aBTOTPAHCIOPTOM aboO MpaloBaTH 3
IHIIMMU MeXaHi3MaMM. SIKIO 3aTyMaHEHHsS 30py BHUHHUKAE IIiJ] Yac 3aKallyBaHHsS, MAlli€HTY
HEOOX1THO 3a4€KaTH, OKH 3ip MPOSICHUTHCS, EPII HIXK KEPyBaTH aBTOTPAHCIOPTOM a00 1HITUMHU
MeXaHi3MaMH.

Cnoci6 3acmocyeannsa ma 003u.

Jst 0hTabMOJIOTIHHOTO 3aCTOCYBAaHHS.

ﬂ O3YBAaHHA

3acToCyBaHHS TOPOCIUM, BKJIFOYAKOYH JIFOACH JITHHOIO BIKY

PexomenoBana 103a craHoButh 1 kpammo BETOIITHUKyY® S y koH’IOHKTHBAanbHHI MilIOK
ypaxkeHOTo OKa (o4ei) 2 pa3u Ha 100y. Y ACSKUX MAMi€HTIB I cTabimizamii rimoTeH3uBHOT il



BETOIITUK® S moTpi6HO 3aCTOCOBYBATH AEKiNbKA THKHIB. PEKOMEHIY€THCS PeTEbHIM HATTIS
3a Mali€HTaMH, XBOPUMH Ha TTIAyKOMY.

SIKImo TpHM 3acCTOCYBaHHI PEKOMEHIOBAHUX 103 BHYTPIINIHBOOYHMH THUCK TIalli€eHTa He
KOHTPOJIIOETbCS HAJIC)KHUM UYMHOM, MOXKHA 3aCTOCOBYBAaTH CYIyTHIO Tepamilo 3 1HIIMMHU
MPOTHUIIIAYKOMHUMH TIperapaTaMu.

[Ticna iHCTHIALIT PEKOMEHIY€ETHCS IIUIbHE 3aKPUTTS MOBIKM ab0 HOCOCIIbO30Ba OKmM03is. Lle
3MEHIITY€ CUCTEMHY a0COpOIIito JIKiB, BBEACHUX B OKO, IO 3MEHIITY€E BipPOT1IHICTh BUHUKHEHHS
CHCTEMHHX MOOIYHUX e(EKTiB.

V pasi cynyTHBOI Teparlii 3 BAKOPUCTAHHIM 1HIIUX MiCLIEBUX O(TaTbMOJIOTTUHUX MIPETapariB i
JIOTpUMYBATUCH iHTEpBay 10-15 XBHUIMH MiX 1X 3aCTOCYBaHHSM.

3acTocyBaHHS JITSM Ta IiUTITKaM

EdexTupHicTs Ta Gesmeka ounux kpareas BETOIITHUK® S npu 3acTocyBanmi mamienTam Bikom
10 18 pokiB HE BCTAaHOBJICHA.
3acTocyBaHHS TP NOPYIICHHAX (DYHKINT IEYiHKU Ta HUPOK

BETOIITUK® S ne JTOCJTDKYBAJIU JIJIA 111€1 KaTeropii maIie€HTIB.

Crocib 3acTocyBaHHS

[Tepen 3acTocyBaHHsAM TIpeniapary (GaakoH Ciia 100pe CTPYCHYTH.

o6 mnomepenutu 3a0pyaHEHHS KIHYMKA KpamnelbHULl Ta CyCHeH3li, HeoO0XigTHO OyTu
00epe’)KHUMHU 1 HE TOPKATUCS MOBIK, NPUJIETIUX IUISHOK a00 I1HIIMX MOBEPXOHb KIHYMKOM
(hmakoHa-KparneIbHUIIL.

Himu.

EdexruBHicTb Ta Gesnexa ounnx kpanens BETOIITHK® S npu 3acrocyBanHi mamieHTaM BikoM
10 18 pokiB HE BCTAaHOBJICHA.

Ilepeoo3ysanns.

[Ipu BumagKoBOMY KOBTAaHHI Mpenapary CUMIITOMH NEpeno3yBaHHs OeTa-0J0KkaTopaMu MOXKYTh
BKJIFOYATH OpauKap/ito, apTepiajibHy TIOTEH3110, CePIIEBY HEAOCTATHICTh Ta OPOHXOCTIA3M.

Y Bumaaky nepeno3yBaHHS IpenaparoM BETONTUK® S JIKyBaHHS MOBMHHO OyTH
CUMIITOMAaTHYHUM Ta HIATPUMYIOUYHM.

Ilo6iuni peaxuii.

KopoTkwuii orssia ganux 3 6e3nexu

HaituacTimmum no6iuHUM edeKToM, SKHH crocTepiraBcsi MPOTATOM KIIIHIYHUX JOCHIJKEHb

npenapary BETOIITUK® S, Gyno BiguyTTst amckom¢popTy B OLi, mo 3ycTpiuamocs y 12 %
MMaII€HTIB.

Hwxuezaznaueni noOiuHi eekTu crocTepiraaucs mija yac KIHIYHUX JOCHTIKEHb Mpernapary Ta
kiacugiKoBaHi TAKUM YHHOM: ayxe 9acto (> 1/10), gwacto (> 1/100 no < 1/10), newacro (> 1/1000
1o <1/100), moogunoki (> 1/10000 mo <1/1000), piakicHi (< 1/10000). ¥ Mexax KOXKHOI Tpymnu
no0i4Hi e(eKTH MPeJICTaBIICH] Y TOPSJIKY 3MEHIICHHS iX CTYIEHS TSKKOCTI.

Cucrema opraHis [ToGiuni peakmii 3rigHo 3 Kiacudikaropom MedDRA
(Bepcis 13.0)

Kapaionoriuni nopymeHHs Heuacmo: Gpanukapaisi, Taxikapais

3 00Ky HEpBOBO1 CUCTEMU Yacmo: TONOBHUMA O1Th
Ilooounoki: cUHKoOIIE

OdranbMOoI0rivHI NOPYIIEHHS Lyace wacmo: BiIUyTTS AUCKOMQOPTY B 011

Yacmo: 3aTyMaHEHHsS 30py, IOCHUJIEHA CJIbO30Teua,
BITYYTTSl CTOPOHHBOT'O TiJIa B 0Uax

Heuacmo: TOYKOBUW KepaTUT, KEPATHT, KOH IOHKTHUBIT,
OsedapuT, 3HUKEHHSI TOCTPOTU 30pY, MOPYLIEHHS 30Dy,




CBITJIIO00S13Hb, OLTb B O4YaX, CyXiCTb O4YeH, acCTEHOIis,
6nedapocmnasm, He3BUYHE BIAUYTTS B 04ax, CBEpOIXkK oueil,
BUJIUICHHS 3 OY€il, YTBOPEHHS JyCOYOK IO Kpasx IOBIK,
3aMajieHHs] O4Yel, MoJApa3HEeHHs o4el, KOH IOHKTHUBaJbHI
MOPYLIEHHS, KOH IOHKTUBAJIbHUI HaOpsK, OYHA TirepeMis
Ilooounoxi: xaTapakTa, 0TaIbMOJIOTIYHI MOPYIICHHS

3 Ooky auMxanpHUX LUIAXiB, | Heuacmo: acTtMa, JUCIHOE, TMOPYHIIEHHS 3 OOKy
TOpakaJbHI Ta MeNIaCTHHAJIbHI | JUXAIbHUX HUISAXIB, PUHIT
IOPYIICHHS Ilooounoxi: xauenb, puHOpes

3 00Ky IUIYHKOBO-KHUIIKOBOI'O
TPaKTy

Heuacmo: nynora
Tlooounoxi: qucressis

3 Ooky WIKIpM Ta MIAIIKIPHUX
TKaHUH

Ilooounoxi: nepMaTuT, BUCHIT

3 00Ky CyIHH

Ilooounoxi: aprepiaabHa T1NOTEH31A

[Tcuxiuni po3nanu

Tlooounoxi: HeCIIOKIN

3 60Ky penpoayKTHUBHOI (QyHKIIIT Ta
MOJIOYHHX 37103

Tlooounoxi: 3MeHILIeHHs 110110

3a pe3yabTaTaMH MOCTMAPKETUHTOBHUX JIOCIIDKCHb OYJM BHSBIICHI HIDKYE3a3HAUYeHI MOOiIuHI
peaxiiii. 3a HASsBHUMU JAaHUMH HEMOXKJIIMBO PO3PAXyBATH YaCTOTY iX BUHUKHEHHSI.

Cucrema oprasis

[To6iuni peakmii 3rimHO 3 KiIacupikaTopom
MedDRA (Bepcist 13.0)

3 00Ky IMyHHOT CHCTEMH

M1BUIIIEHA Yy TINBICTh

[Tcuxiuni po3naau

0e3COoHHS, AeTpecis

MICIIS BBEIEHHS

3 60Ky HEpBOBOI CHCTEMHU 3ar1aMOpPOYCHHS
OdTanpMoI0riuH1 NOPYIIEHHS epuTemMa MoBiK
Kapnionoriuni nopyuieHss apuTMist

3 OOKy IIKIpH Ta MiIMIKIPHUX TKAaHUH 0OJIMCIHHS
[TopymieHHsT 3arajdbHOTO XapakTepy Ta CTaH | acTeHis

Omnuc HaBeAeHUX NOOIYHUX peaKIii

Sk 1 mpu 3acTOCYBaHHI 1HIMX 0(TATEMOJIOTIYHUX JIIKAPCHKUX 3aC001B MICIIEBOT /i1, 6€TaKCOJION
abcopOyeThesl y CHCTeMHUE KpoBooOir. L{e Moxe cripuarHUTH 110110H1 HeOakaHi €peKTH, K 1 TpU
3aCTOCYBaHHI CUCTEMHUX OeTa-0okaTopiB. YacToTa BHHUKHEHHS CUCTEMHHUX MOOIYHUX PeaKIlii
MIPU MICIIEBOMY 3aCTOCYBaHHI B OKO € MEHIIIOIO, HIXK NP CUCTEMHOMY 3acToCyBaHHI. HaBeneHi
MoO1YHI peakilii BKIOYAKTh y ce0e peakilii, ki CIocTepiraaucs y Mexax Kiacy 6era-010kaTopiB

JUTs1 0(PTATEMOJIOTIYHOTO 3aCTOCYBAHHS.

JlomaTtkoBi TOOIYHI peakilii crocTepiraiucs NpH 3acTOCyBaHHI O(TaIbMOJOTIYHUX OecTa-

0JI0KaTOPIB Ta MOXKYTh BUHUKHYTHU TP 3aCTOCYBAaHHI OYHUX Kpareib BETOITTHK® S:
o 3 60Ky imyHHOI cucmemu: CUCTEMHI aJepridHi peaxilii, Mo BKIOYAIOTh aHTIOHAOPSK,
KpONUB’ SHKY, JIOKAJII30BaHI Ta reHepai30BaHi BUCHUIIAHHS, CBEPODK, aHA(PUIAKTHUYHY PEAKIIiIo,

TOKCHYHHUH eTTiIepMaIbHUN HEKPOIT3.

® 3 60Ky Memabonizmy ma 3aC80€EHHI NOHCUBHUX PEYOBUH. TITIOTIIKEMIS.
o Icuxiuni poznadu: penpecis, HIYHI KOIIMapw, BTpaTa Mam’sTi, TAITIOIHWHAILII, MCHUXO03,

CIUTYyTaHICTh CBIJJOMOCTI.

® 3 60Ky Hep8o6Oi cucmeMmu: CUHKOIIE, OPYLIEHHS MO3KOBOT'O KPOBOOOITY, 11IEMisl TOJIOBHOTO
MO3KY, IOCHJICHHS O3HaK Ta CHMITOMIB MiacTeHii gravis, mapecresis.




o O¢manvmonoziuni nopyuieHHs: O3HaAKU Ta CHMIITOMH MOAPa3HEHHS O4ei (HarpuKIIa, MeYiHHs,
MTOKOJIFOBaHHS, CBEPOIXK, CIIbO30TeYa, MOYEPBOHIHHSA), OmedapuT, BiamapyBaHHs XOpioigaIbHOL
000JI0HKH Tics GUTBTpaIiiHo1 Xipyprii (IuB. po31iia « OcoOMMBOCTI 3aCTOCYBaHHSD» ), SMEHIIICHHS
YyTIMBOCTI POTIBKH, €PO3isl POTiBKH, IITO3, TUTLIOIMIS.

o Kapoionoziuni nopywenns.: OUTb y TPYISX, TPUCKOPEHE CEPIICOUTTS, HAOPSK, 3aCTiiHA CepIieBa
HEJIOCTATHICTh, aTPIOBEHTPUKYJISIpHA OJI0Ka1a, 3yTUHKA Ceplis, CeplieBa HEJJOCTATHICTb.

e 300Ky cyOunHoOi cucmemu: apTepiabHa rinoTensis, penomeH PeitHo, MoXonojaHHs KiHITIBOK,
MOCHJICHHS TIEPEMIKHOT KyJIbIraBOCTI.

e  Pecnipamopni, mopaxkaivhi ma meodiacmuHaibHi nopyuieHHs. OpoHxocnasM (IMepeBaxHO y
MAII€HTIB 3 TONEPEIHbO ICHYIOUMM OPOHXOCHACTUYHUM 3aXBOPIOBAHHSM).

® 3 OOKY WIYHKOBO-KUWKOB020 MpaKmy: TUCHETNCis, 1iapes, Ollb y *KHUBOTI, OIIOBaHHS, CyXiCTh
y pOTi, TJIOCHT.

o 300Ky wKipu ma niOwWKipHUX MKAHUH. TICOPi1a30mo/110H1 BUCHIIaHHS a00 3ar0CTPEHHS ICopiasy.
® 3 00Ky ckenemuo-m 30801 cucmemMu ma CROJLYYHUX MKAHUH: MIaJTis.

® 3 00Ky penpodyKmueHoi cucmemu ma MOJIOYHUX 34103 CTaTeBa AUCQYHKIIIS, IMITOTSHITIS.

o [lopyuwienns 3a2anbHo20 Xapakmepy ma CmaHu, nog A3aHi 3 Micyem 6edeHHs. aCTeHis/BToMa.
JlomatkoBo Oyii0 BUSBIEHO TIJABUINEHHS pPIBHIB AaHTHUHYKJICAPHUX AHTHUTLI; KIIIHIYHA
pENIeBaHTHICTh HE BCTAHOBJICHA.

Tepmin npuoamuocmi. 2 poxu.

Tepmin 30epiransst micist NEPUIOro BIAKPUTTS (pirakoHa — 4 THKHI.

YMoBHu 30epiranus.

Tpumaru ¢nakon y xapToHHid kopoOui. 30epiratu nmpu temmnepatypi 8-30 °C. 30epiratu y
HEJIOCTYIHOMY JUis AiTed micui. Tpumatu ¢uiakoH LIUIBHO 3aKPUTHM.

YnakoBka. [1o 5 mu y ¢uakoni-kpanensuuui «pon-Telinep®»; no 1 ¢rakony B kopoOui 3
KapTOHY.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

AnxoH-Kysprop/

Alcon-Couvreur.

Micue3Haxoa:keHHsI BUPOOHMKA Ta aJpeca Micls NPOBA/>KeHHsI HOro AisIbHOCTI.

Piiikcger 14, B-2870 Ilyypc, benbris/

Rijksweg 14, B-2870 Puurs, Belgium.



