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THCTPYKIIIST
JJIsE MEIHYHOIO 32CTOCY BAHHS JIIKAPCHKOro 3acoly

BETOIITHK® S
(BETOPTIC?® S)

Craao:
Oitoya peyosuna: OETaAKCOI0Y TiIpOXJIOpPHI;

1 mn cycnensii Mictuth Oerakcosionly rigpoxjopuay 2.8 Mr, 1o eksiBajJieHTHO 2,5 Mr
OeTakcosony;

oonomigicni peyoeunu: MaHiT (E 421), kucnora nonictuponcynbdonosa, kapOomep 974P,
JUHATpito ejerar, OeHzalkoHio xjopuj, N-laypoilcapko3uH, KuciaoTa OOpHa, HaTpito
ripokcua Ta/abo KHUCIIOTa XJIOPUCTOBOJIHERA KOHLEHTpoBaHa (Ans perymoaHHs pH), Bona
OYHIICHA.

Jlikapcbka gopma. Kparuti ouni.
Ocnoeni Qizuxo-ximiuni eracmueocmi. CyCrieH3is Bia 6inoro a0 Maibke 6inoro Konsopy.

@dapmakorepaneBTHyHa rpyna. 3aco0M, 110 3aCTOCOBYIOThCS B O(TaNbMOJOFIi.

[IporurnaykoMHi npenapatd i MioTHuni 3acobu. bnokatopum 6era-azpeHopenenTopis.
Kon ATX SO1E D02.

DapmaronozivHi enacmueocmi,

Dapmaroounamika.

berakconon — KapaioceneKTHBHMH Onokatop Oerta-1-ajipeHepriyHUX peLenTopiB, SKWH He
YMHUTL  3Ha4yHOl  MeMmOpaHocTaGimizyrouoi  (micueBoi — aHecTe3ywudol) 1  BHpaXKeHOl

CUMIATOMIMETHYHOT Hif.

[Tigpuienuii  BHYTPILIHBOOYHMH THUCK € TOJIOBHUM  (aKTOpPOM  PU3BHMKY  PO3BUTKY
r71ayKOMaTo3HOI CKOTOMHM. YMM BHIIMI piBeHb BHYTPILIHLOOYHOI'O THCKY, THM Oinblua
BipOTIi/IHICTh YIIKO/DKEHHSI OYHOrO HepBa Ta BTpatd noss 3opy. Ilicns iwctunsauii B oko
6eTaKcoI0/ 3/[aTHHIl 3HUKYBATH SK IMiJBUILEHUH, TaK i HOPMaAbHUH BHYTPILIHBOOYHHH THCK,
He3aJIeKHO BiJl TOrO, Y CYNPOBO/PKYETHCS LE 1ayKOMOI0, UM Hi; MEXaHi3M HOro rinoTeH3uBHOT
Hi1 noB's3aHMii 30 3MEHIIEHHSIM TNPOJYKYBaHHsS BHYTPIlIHBOOYHOI pIJMHH, fAK IIOKa3ye
tonorpadis i ¢moopodoromerpis. berakconon nouunae aistd uepes 30 XBUIMH, a
MakcHMalbHUil edeKT, K TpaBuio, [0CAraeThes uepe3 2 TOAMHU TCAsS  MiCIEBOro
3acrocyBaHHs. PasoBa 1o3a 3abe3medye 3HMIKEHHS BHYTPILIHbOOYHOIO THCKY IPOTAIOM
12 ropun.

BETOIITUK® Sy dopmi cycnensii (Gerakconon 0,25 %) 3abesneuyye 3HHIKEHHs
BHYTPIIHBOOYHOTO  THCKY, CKBIBaJIGHTHE TOMY, ILO TPO/JIEMOHCTPYBAaB  Mpenapar
BETOIITHUK® S y dopmi pozuuny (6erakconon 0,5 %).

Bazopenakcytoua nis Oerakconosny Ha nepudepuuni cyauHH Oyjna NpOJEMOHCTPOBaHA B
nocaifeHHi in vivo Ha cobakax. Takosk Bazopenakcyioua ais Gerakconony i Horo 3jaTHicTs
GJIOKYBaTH KanblLieBi KaHamu OyJH [TPOJAEMOHCTPOBAHI B ACSIKUX JOCTIPKEHHAX in Vivo, B AKUX
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BHKOPHCTOBYBAIH MOJIE/ OYHHMX | HEOYHHMX CYJHH IIYpIB, MOPCHKHX CBHHOK, KpoOJiB, codak,
cBMHeil Ta kopie. Jlia Oerakcomony sk HelponpoTekTopa Oyna mNpoaeMOHCTpOBaHA B
eKCMepUMEHTaX [K i1 vivo, TaK i in vilro Ha CITKIBLI KpoJliB, KOPTUKAIBHUX KYIbTYpax LLYpIB i
KyJNbLTYpax CITKiBKM Kyp4ar.

Jlani, oTpumaHi min yac KOHTPONBOBAaHMX KIIHIYHUX JOCTIMKEHb Ha MallicHTaX 3 XPOHIYHOIO
BIZIKPUTOKYTOBOK TJIayKOMOIO Ta OYHOK TillepTEeH3i€l0, BKa3ylOTh Ha Te, WO JIKYBaHHA i3
3aCcTOCYBaHHAM OeTakconony 3abesneuye TpUBalilUMil MO3MTUBHMH BIJMB HA MOJE 30pY, HDK
OTpPHUMaHHi NPH 3aCTOCYBaHHI TUMOJIOJY, HecelneKTHBHOro Geta-6okatopa. binbiie Toro, npu
3aCTOCYBaHHI OETaKCO/IONy HE CHOCTEpIranocs HEeraTMBHOIO BIUIMBY Ha KpOBOIOCTA4aHHS
OuHOro Heppa. berakconon niarpumye abo noirnuye o4HMi KpoBoobir/nepdysiio.

[Ipu micueBoMy 3acTocyBaHHi GeTakcosoay y GopMi ouHMX Kpaneib BiH YMHMTL HE3HAUHY Jil0
abo 30BCIM He BIUIMBAE Ha 3BY)KEHHd 3iHMLI Ta Mae MIHIMaJbHMI BIUIMB Ha JIEreHEBY Ta
cepLeBO-CyIMHHY QyHKUilo. berakconon nns odTanbMOJOTIYHOrO 3acTOCyBaHHS HE Mae
ICTOTHOTO BIUIMBY Ha (YHKILIO JiereHiB, 1o OyJO BCTAHOBJICHO MPH BUMIipOBaHHI 06'emMy
MaKCHMaIbHOTO BHMAHMXY 3@ CEKYHIY, MaKCHMMallbHOTO JKMTTEBOro 00°eéMy JIereHiB Ta iX
criBBiiHOMIEHHA. JKOMHMX O03HAaK CepLeBO-CyaMHHOI GeTa-ampeHepridHoi OGOKaaM Mmia yac
3/1IHCHEHHS IOCIUKEHHS He criocTepiranocs,

[Tpu nepopansHOMy BBeaeHHI OeTa-aapeHepriddi 0J0KaTOpPH 3MEHILIYIOTH CEpUEBHH BUKHI Y
3/10pOBUX N0OPOBOJIBIIB Ta Yy MALiEHTIB i3 3aXBOPHOBAHHAMM ceplid. Y MalieHTIB i3 THKKMMHU
NopyleHHsIMH  QyHKUIT MioKapaa aHTaroHictd OeTa-aJipeHepriyHuX PpelenTopiB MOXYThb
MPUTHIUYBAaTH CUMMNATHUHUN CTHMYIIOIOUM edekT, HeoOXIAHWI Ansl MiATPUMaHHS aJeKBaTHOT
cepiierol QyHKILT.

PesyneTaTH KIIHIYHMX OOCHiIKeHb BKa3yloTh Ha Te, 1o cycneHsias BETOIITHK® S
nepeHocuacs Habararo kpauue, Hixk po3uyud BETOIITUK® S.

[TonspHa npuposa OeTakcoJony MOXKE COPUYMHATH Big4yyTTa AMCKOMGpOPTY B odax. Y
npenapati BETOIITUK® S monekynu Getakconony 3B’s3aHi i0HHUM 3B’3KOM 3 aMOep1iTOBOIO
cmonoro. Ilicns iHCTHAANLIT MoneKynu OeTakcolony NepeHOCAThCS 10HAMM HATPil Y CHi3HY
naiBky. llelt mpolec nepemileHHs BiAOYBAaeThCS MPOTArOM KiNbKOX XBHIMH 1 MOCHIIIOE
odransMonoriuauit kompopt npu 3actocysanti npenapaty BETOIITHUK® S.

JlokniHiuHi 1aHi 3 Ge3nexu

JlocnimKkeHHs TPUBAIOCTI JKUTTA MpPHM 3aCTOCyBaHHI OGeTakcosody, BBEICHOTO MEpOpalbHO, ¥
J103ax, 110 craHoBuiIM 6, 20 aGo 60 Mr/kr/no6y, npoBeeHi Ha MUIlIaX Ta Ha Iypax y ao3ax 3 abo
12, abo 48 mr/kr/mody, NpoaAeMOHCTPYBAIH BiICYTHICTh KQHLIEPOTEHHOTO e()eKTy.

ITig yac pisHUX JOCHifiB Ha KITiTHHAX OakTepili Ta ccaBUiB fK in Vilro, Tak i in vivo, MyTareHHUIi
edexT OeTakcosIoNny He crocTepiraBcs.

Jocnimkennss il 6erakcosiony Ha penpoayKTHBHY (YHKLiIO, a TaKoX TepaToJIorivHi,
nepuHaTaIbHI Ta NMOCTHATAIBHI JIOCHI/DKEHHS, WO 3JiHCHIOBAIM Ha LIypaXx Ta KpoJsX IMpH
MepopabHOMY 3aCTOCYBaHHI OeTakcolony TiapoOXJIOpUY, NPOJAEMOHCTPYBAIH AOKA3H 3B A3KY
MOCTIMIIAHTaLifHOTO BUKHAHA Y IIYpiB Ta KpOJiB i3 3aCTOCYBaHHAM Npenapary B 103, LIO
nepepuiryBana 12 mr/kr tTa 128 Mr/kr BianoBiaHo.

Berakconosny ripoxjopua He BMSBMB TEpPaTOreHHOTO e(eKTy, a Takox He crocrepiraiocs
OyJb-IKOr0 iHLIOrO HEeraTMBHOrO BIUIMBY HA PeNnpoAyKTUBHY (YHKLiIO NMpH CYOTOKCHUHHMX
Jl03ax.

Dapmaroxinemura.

BeTakcos101 Mae BMCOKY JINO(MiNbHICTh, O NPU3BOJUTE 0 BUCOKOTO CTYNEHS MPOHUKHOCTI Y
poriBky i BHCOKMX KOHIIEHTpalliii npenapary y TKanuHax oka. Bmict Getakcosony y Iuiasmi
micas MicueBoro 3actocyBaHHs Hu3bkuid. [Ipu 3pilicHeHHI KniHIYHMX (apMaKOKiHETHYHHX
JIOCHIKeHb KOHLEHTpauil y riasmi kposi Oyjid HWMKYE MexKi KiNbKICHOTO BMU3HAUEHH:, IO
nopiBHioe 2 Hr/mi. berakconon XxapakTepusyeTbcsi rapHO abcopOuiclo MpH MepopansbHOMY
3aCTOCYBaHHi, HH3BKMMH BTpaTaMH MpU MEpLIOMY MPOXOKEHHI Ta BiJJHOCHO TpUBaIMM
nepiogoM HamiBBMBEACHHA, fAKWUH npuOAM3HO CTaHOBHTL 16-22 roauHu. BHBOAHTHCS
Gerakcososn, K MpaBuio, HUPKaMH, MeHie — 3 ¢ekanisMu. OCHOBHMMU MeTaboniTaMH € JBi



dopMu KapOOKCHIILHOT KUCIOTH Ta OETaKCoJI0A Yy HEe3MIHEHOMY BMIJSII, SIKi BUBOISATHCS i3
cevero (npubauzHo 16 % Bin npuitHsTOT 103M).

berakconon nouyuHae MisTH, SK npaBuio, uepe3 30 XBMIMH, a MakcHMMalbHUH edekT, sK
[paBuIIo, 0cAracThes Yepes 2 roAMHHU nicisg MicLeBoro 3actocyBanus. Pa3zosa 03a 3abesneuye
3HMIKEHHsI BHYTPILIHBOOYHOTO THCKY MPOTAroM 12 rojuH.

KninivyHi XapakTepHCTHKH.

Hoxazanus.

J1sl 3HMOKEHHS BHYTPIIIHBOOUHOTO THCKY Y XBOPMX HA XPOHIYHY BiIKDHTOKYTOBY TIJIayKOMY
abo ouHy rinepreHsito (K MOHOTEpanis, Tak i B KOMOiHALT 3 IHIIMMH JIKAPCHKMMH 3ac00aMH ).

Ipomunokasanns.

e [lizpuuieHa 4yTIMBICTE 10 aKTUBHOI cyOcTtaHuii abo g0 OyIb-IKOr0 3 KOMIIOHEHTIB
npernapary.

e CunycoBa Opanukapiis, cMHApoM IMcYHKLIT CHHYCOBOro By3na, AMUCHYHKLIS CHHYCO-
nepe/cepJHOr0 By3Na, aTpiOBEHTPUKYIsdpHa Osokajga jpyroro abo TpeThOro CTYIMEHs,
HEKOHTPOJIbOBAHa BOJieM puTMY. Bupaskena cepueBa HeqoCTaTHICTh a0 KapioreHHHH 1IOK.

e PeakTuBHE 3aXBOPIOBAHHS IMXATBHUX LUISXIB, BKIIOYAOYM OpOHXiaJlbHY acTMy TSKKOrO
cTyneHs abo OpoHXiankHY acTMy TSDKKOTO CTYMeHsl B aHaMHe3i, XpPOHIYHI OOCTpPYKTMBHI
3aXBOPIOBAHHS JIET€Hb TSDKKOTO CTYTMEHS.

B3zacmodia 3 inwumu nikapcoKkumu 3acobamu ma inudi 6UOU 63a€mo0ill.

CrienianbHUX J0CHiKeHb 6eTaKcooy M0A0 1X B3aEMOJIT 3 IHIIHMM JIIKApCEKHMH 3acobaMu He
NPOBOIMIIH.

e IcHye iMOBIpHICTH BUHUKHEHHsI NOJATKOBMX edeKTiB, 110 MNPU3BOIATH 10 aprepialbHOI
rinoteHsii Ta/abo BUpaxeHOT OpaauKapIil NPy 3aCTOCYBaHHI OTAIEMOIOIIYHOIO PO3UMHY, 110
MiCTHTEL GeTa-6J0KaTOpH, OIHOYACHO 3 MepopallbHUMK G0KaTopaMy KajbLieBUX KaHaliB, Gera-
ajJipeHepryiouiMy  OJIOKYIOUMMH  3acobaMH, AaHTHApUTMIYHUMHK  3acobaMM  (BKIOYAKOUH
amioziapoH) abo MIKO3UIaMH HalepCTAHKH, NapacuMIaToMiMeTHKaMH, IyaHETHIHHOM.

e bBera-610KaTOpH MOXKYTh 3MEHILIYBATH YyT/IMBICTh /IO ajpeHaniHy, AKHil 3aCTOCOBYEThCA /M5
nikyBaHHs aHadinakTHyHUX peakuiii. Cnig npu3HavaTd 3 00epeKHICTIO MalieHTaM 3 aTomicto
abo aHadinakciero B aHaMHe3l.

e V piakicHUX BUNaakKax MOBIIOMIANOCS Npo MiApias, IO BUHUKAB MPU CYMYTHLOMY
3acTocyBaHHi oransmonoriunux Gera-GiokaTopis Ta afpeHaniny (eninedpuny).

o SIKILIO OJIHOYACHO 3aCTOCOBYBATH JIEKIJIbKA JIIKApCLKUX 3ac00iB /11 MiCLIEBOTO 3aCTOCYBaHH
B OKO, HEOOXiHO 3ayeKaTH IIOHAMMEHINE 5 XBMIMH Mik iX 3acTocyBaHHsM. OuHi Masi ciil
3aCTOCOBYBATH OCTAHHIMM.

e Ockinbku Oerakconon € OGIOKAaTOPOM aJpeHopeuenTopis, Horo ciifg 3 00epexHICTIO
[IpU3HAYATH MAllieHTaM, SKi MapanenbHO 3acTOCOBYIOTh aJPEHEpPriuHi MCHXOTPOMHI 3acobH,
yepe3 PU3HK MOCHJICHHS IXHBOT Aii.

Ocodueocmi 3acmocy6ant.

Tinbku 17151 0)TANILMOJIOTYHOTO 3aCTOCYBaHHS.

[Ticns nepiioro BiAKpuTTd (hIakoHa CIii 3HATH 3aXMCHE KiIblLE, NMPU3HAYEHE NI KOHTPOJIO
MepIoro BiJIKPUTTH.

YacToTa BUHHKHEHHs NOGIYHMX peakilili mpH MicIleBOMY 3acCTOCYBAaHHI B OKO € HHKYOIO, HDK
NP CHCTEMHOMY 3actocyBaHHi. J[ns oTpumanHs iHdopmauii mWOA0 3MEHIICHHS CHCTEMHOT
abcopbuii auB. posain «Cnocib 3acTocyBaHHs Ta J03H».

3axBOPIOBAHHS POTiBKM

I[Ipu MmicueBoMy 3acTocyBaHHi GerTa-010KaTopiB B OKO MOXKe BUHMKATH cyXicTh oued. Crix 3
06epekHICTIO 3aCTOCOBYBATH OeTa-010KaTopH NalieHTaM i3 3aXBOPIOBAHHAMH POTIBKH.

IHui Gera-GokaTopH




[Ipu 3acrocyraHHi OeTakconomy marieHTaM, sKi BKe OTPUMYIOTh CHCTEMHHUI Gera-GoKyrounii
3aci0, BMJIMB Ha BHYTPIUIHBOOYHHH THCK MOKE TOCHIIOBATHCH, ab0 Bigomi edekTH cHcTeMHOT
Oera-6nokanu. Ilpu 3acrocyBaHHi Gera-0s0KyrounX 3aco0iB maulieHTaM JaHoT Kateropii ciif
YBaKHO crocrepiraty 3a peakuieto. He pexomenayeTbes 3acTocoByBaTH apa  Oera-
ajZipeHepriyHnx 3acodM Micleroi mil ofgHowacHo (AMB. posuin «Bszaemopis 3 iHmMMU
NiKapcbKUMHU 3aco0aMu Ta iHIII BUIM B3aEMOIIi»).

IIpu 3actocyBanni ounnx kpanenb BETOIITUK® S 115 3HMKCHHS BHYTPIiLIHBOOYHOTO TUCKY Y
NALIEHTIB 13 3aKPUTOKYTOROK) TNAyKOMOIO HOro HeoOXiIHO 3aCTOCOBYBATH JIHILE Y KOMOiHALT 3
MIOTHYHUMM 3ac00aMM.

XopioinansHe BifllapyBaHHA

Ilpu 3actocyBaHHi JjikapchbkuX 3acobiB, sKi NPUrHIYYIOTb NPOAYKYBaHHS CIi3HOT pigMHH
(Hanpukial, TUMOJIOA, —aleTasosamija), micisa  npoBedeHHs  dinbTpauiitHoi  Xipyprii
MOBIIOMIIAIOCA PO BiIapyBaHHs X0pioigaabHOT 000JOHKH.

Xipypriyna aHecresis

bera-0nokyioui aHecTe3ylodi npenapard MoyKyTb OJOKYBaTH Mil0 CUCTEMHMX OeTa-aroHicTiB,
Hanpukiaaj, agpe”aniny. IIpu npuiiomi nadieHtom OeTakcosony cilif MOBiIOMMTH Mpo Le
aHecTesioora.

Ilpu 3xilicHeHHI HOCOCNBO30BOT OKIO3iT a0 MpU YTPUMaHHI MOBIK 3aKPUTHMM MPOTAroM 2
XBHJIMH, MOYKHA 3MEHIUMTH cucTeMHY abcopOuiro npenapary. lle Mojke 3MEHIIMTH CHCTEMHY
[0 Ta 301NbIUTH MicUEBY Ji0 JiKiB.

3aralibHi

oflk i iHWi odraneMonoOriyHi mnpemapatd s MIiCLEBOrO 3acTOCYBaHHs, OeTakconon
abcopOyeThest cucTeMHO. Yepes HasiRHICTh OeTa-aapeHepriuHoro KOMMOHEeHTa NpU 3aCTOCYBaHH
OeTakcoa0Iy MOKYTh BUHUKHYTH TaKi K MoOiuHi peakuii 3 00Ky ceplLeBo-CyAMHHOI, TUXaabHOT
CHCTEM Ta iHII BHIOW MOOIYHMX peakiliii, AK i MpH 3acTOCyBaHHI CHCTEMHHX OiokaTopiB Oeta-
aJIpeHEePriYHHX PeLeNTOPIB.

[TopyieHHs 3 60Ky ceplid

e YV naiieHTiB i3 cepueBo-Cy JMHHUMHU 3aXBOPIOBAHHAMM (HANpUKIaj, KOpOHApHE 3aXBOPIOBAHHS
cepus, creHokapais [IpuHimMerana Ta ceplieBa HeJOCTaTHICTb) Ta apTepialbHOK TiNOTEH3i€l0
CJTiJi KPUTHYHO OLIIHIOBATH HeoOXiAHiCcTh 3/ilicHeHHs Tepanil i3 3acTocyBaHHSIM OeTa-0nokaTopin
Ta pO3rMSIHYTH MOXJIMBICTH Tepamii i3 3acToCyBaHHAM IHIIMX Jit04MX pedoBuH. Crin
CIOCTEpiraTH 3a BiJICYTHICTIO O3HAK MOTIpIIEHHs CTaHy Ta MoOiYHMX peakuii y nauieHTiB i3
CepleBO-CYIMHHUMHU 3aXBOPIOBaHHAMH. Yepes HecnpuaTauBuil BrIMB Oeta-010KaToOpiB Ha yac
MpoBigHOCTI X 3 oOepexkHiCTIO MOXHA TMPU3HAYaTH JIWIIE nalieHTam 3 Onokanow cepus
MepIoro CTyneHs.

[Topyiienns 3 60Ky Cy/IMHHOI CUCTEMHU

eCnig 3 obepekHICTIO 3IifICHIOBATH JiKyBaHHs TMAalli€HTIB 3 MOPYLIEHHSIM MepudepuuHoro
KpoBoOGiry TsuKKoOro crtyneHs (ToOTo Tskki (opmu 3axBoproBaHHs PeiiHo abo cunHapomy
Peiino).

[Mopyiienns 3 60Ky NHXanTbHUX NUISXIB

e Haxounu MOBIOMJIEHHST PO peakilii 3 60Ky AMXaibHOI CUCTEMM, B TOMY YMCIi JieTalbHi
BMIAJKHM BHACHIZOK OGpPOHXOCMa3My y MAlli€HTIB 3 acTMOK IC/S 3aCTOCYBaHHA JAeskuX Oera-
Gnokaropis. Cnix 3 obepexHicTIO Mpu3HauaTH liei npenapar nauieHtaMm 3 OpOHXiaJlbHOIO
aCTMORO JIEFKOro/cepeiHbOro CTyIeHs Ta OpOHXialbHOI acTMOIO JIETKOT0/Cepe/IHbOro CTyNeHs
B aHamHe3l a0o XpoHiYHMMH OOCTPYKTHBHHMM 3axXBOpIOBaHHAMH JjereHb (XO3JI)
JIerKOro/cepeiHboro CTyneHs.

linornikemis/niabet

e bera-ajipenobmokatopu ciif 3 00EpexHICTIO 3aCTOCOBYBAaTHM IALliCHTaM, CXHJIBHMM 0
CMOHTAHHOI rimornikemii, abo nauieHtam 3 nabiibHUM AiabeToM, ockinbku Oera-Gnokaropu
MOKYTh MACKyBaTH 03HAKH i CHMIITOMH TrOCTpOT rinoruikemit.

lineptupeos
e beTa-aapeHo6I0KaTOpy TaKOkK MOXKYTh MAaCKyBaTH O3HaKU rinepTupeosy.




M’s30Ba cnabkicTh

e beta-aapeHo0I0KaTOPU MOXKYTh MOCHJIIOBATH Cla0KICTh M'A3iB, 110 MOB’S3aHO 3 MEBHUMMU
CUMMOTOMaMH MiacTeHil (HanpukIaa, AUMIoNis, NTo3 Ta 3arajbHa cnadKicTh).

e AnadinakTuuni peakuil

ITig yac 3acTocyBaHHs OeTa-0710KaTOPIB MaLi€HTH 3 aTOMiEl0 B aHamMHe3i abo aHadimaKTHUHUMU
peaxiisMH TAKKOrO CTYMEHs Ha pi3Hi ajJlepreHd B aHaMHe3i MOXKYTb MaTH BMILY PEaKTHBHICThb
Mpy TMOBTOPHOMY 3acTOCYBaHHI mpemapaty 3 MMM K ajepreHam, a TaKok MOXKYTh He
pearyBaTH Ha 3BMYaiHI 103U aapeHalliHy, sIKi 3aCTOCOBYIOTH JUIA JIKYBaHHS aHadiaKTHUHUX
peakiii.

e KouTakTii JgiH3K

BETOIITHK® S MicTUTL OSH3aJIKOHIIO XJIOPH ], AKHI MOIKE CIIPUYUHATH MOAPA3HECHHA OKa i, K
BinoMo, 3HeGapBioBaTH M'AKI KOHTakTHi Jin3u. CliJl YHMKATH KOHTaKTy 3 M’ SIKUMH
KOHTAaKTHUMH JiH3amu. IlauienTiB cnia nonepeauTy npo Te, 10 HEOOXiIHO 3HIMATH KOHTAKTHI
NiH3M nepen 3actocypaHHsM ouyHuX kpanens BETOIITHUK® S i 3ayekatu 15 XBUIMH, nepin Hix
BCTABUTH KOHTAKTHI NiH3H.

3acmocysanna y nepioo eazimmocmi abo 200y6anns zpy0oio.

PenponykturHa dvHKLIS

Jlani 110710 BIJMBY J@HOTO JIKAQpCBKOTO NpenapaTy Ha PenpoAyKTHBHY (GYHKUIIO JIOAHHM
BiZICYTHI.

BaritHicTh

HeMae moCTaTHIX JJaHMX 10JI0 3aCTOCYBaHHS OETaKcoJoNy BariTHUM KiHkam. J11s oTpuMaHHS
indopMauii 1moao 3meHueHHs cucreMHoi abcopOuil aue. posain «Cnoci® 3acTocyBaHHs Ta
JI03W.

[Mpu 3ailicHeHH] eniaemMioNnoriyuux nociifeHs He Oy10 BHSABACHO HEraTMBHONO BIUIMBY Ha
dopMyBaHHs 1U10Ja, ane MpH MepopalbHOMY 3acTocyBaHHI OeTa-6/10kaTopiB Oya0 BHABIEHO
PH3MK 3aTPUMKH BHYTpIlIHBOYTpoOHOro po3eutky. Kpim wuporo, mpu 3acrocyBaHHi Oera-
GJI0KaTOPIB 710 MOJIOTIB Y HOBOHAPO/UKEHHUX CIIOCTEPiraMcs 03HaKy Ta cuMnToMu OeTa-610Kkaam
(nanpuknaz, OpaauKapis, aprepiaibHa rinoTeHsis, pecnipaTopHuii JMCTPeC Ta TiMoraiKemis).
BeTakconon He CIifl 3aCTOCOBYBATH y MEepiojl BariTHOCTI, OKPiM BUNAJKIB rocTpol HeobXiaHOCTI.
Opnax sxuo BETOITHUK® S 3actocoByBaiu 10 NOJOTIB, Y MepIli AHI Micas HAPOIXKEHHS CIlij
3/IIACHIOBATH peTeIbHUI MOHITOPHHI HOBOHAPOIKEHOTO.

Ilepion rogyBaHHs rpy/io

bera-6moKaToOpH MPOHMKAKOTE Y TPy/IHE MOJIOKO, L0 MOKE CIIPUYMHHTH BHHUKHEHHS CEPHO3HUX
noGiunux edeKTiB Y HOBOHAPOIKEHOTO Ha rpyaHOMY roayBanui. OpHaK mpu 3acToCyBaHHI
TepaneBTHUHUX 7103 OETaKcoJaoNny Yy BHUIVIII OYHMX Kpareidb HaBpsal YW B IPyJHE MOJIOKO
MOTPANMHUTL KiMBKICTB Mpenapary, Aka MOXe CHPUYMHUTH KJIiHi4Hi cuMnToMu Oerta-Oi1oKanu
HOBOHAPO/UKeHOro. J[ns oTpuMaHHs iHpopMauil 1WoA0 3MEHIIEHHs CMCTeMHOT abcopOuil auE.
po3ain «Croci6 3acTocyBaHHS Ta 103M».

30amnicme ennueamu Ha WEUOKICMb peaKyii npu Kepysanui asmompaHcnopmom aoo
iHMUMU MEXAHIZMAMU.

BETOIITUK® S He mae abo Mae He3HaYHUI BIUIMB Ha 3/aTHICTh KepyBaTH aBTOTPAHCIOPTOM
YY NPALIOBATH 3 IHIIMMH MexaHizmMamu. TUMYacoBe 3aTyMaHeHHS 30py abo iHIII MOpyHIEeHHs
30py MOKYTh HEraTMBHO BILUIMBATH HA 3[aTHICTh KEpyBaTH aBTOTpaHCOOPTOM abo MpauioBaTH 3
iHIIMMY MexaHisMaMM. SIKIIO 3aTyMaHeHHs 30py BMHMKAe [1iJl 4ac 3aKalyBaHHS, MNallieHTy
HeoOXiZIHO 3ayeKaTH, MOKH 3ip TMPOSCHUTHCH, Mepll HiX KepyBaTH aBTOTpaHcnopToM abo
iHIDMMM MeXaHi3MaMH.

Cnocif 3acmocysanns ma 003u.
Jnsa oTanbMoN0ri9HOro 3acTOCyY BaHHs.

O3YBaHHS

3acTOCYBAHHS JIOPOCIUM, BKJIOUAKOYH JIIOIEH JITHLOTO BiKY




PekoMeH10BaHa 103a cTaHoBUTh | kpanmo BETOITHMKY® S y KOH'IOHKTMBANbHMIA MillIOK
ypaxkeHoro oka (o4eit) 2 pasu Ha 100y. ¥V JesKUX nauieHTiB 11 crabinizauii rinoTeH3MBHOT il
BETOIITUK® S notpibHo 3acrocoByBaTH JeKijbKa THXKHIB. PeKOMeHIyeThCs peTenbHHiH
HArJs/ 3a NayieHTaMU, XBOPUMHU Ha IJ1ayKoMYy.

SIKIO npM  3acTOCYBaHHI PEKOMEH/JOBAaHWMX J03 BHYTPILIHbOOYHMII THMCK TallieHTa He
KOHTPOJIOETLC HAIEKHUM YMHOM, MOXHA 3aCTOCOBYBAaTH CYMYTHIO Teparnilo 3 iHLIMMH
MPOTUIIaYKOMHUMM TpenapaTamMu.

[Micas iHCTHASALIT peKOMEHIYEThCA HIiJIbHE 3aKPUTTS MOBIKM abo HOCOCIbO30Ba OKIMO3id. Lle
3MEHIIYE CHCTEeMHY abcopOiilo JiKiB, BBEAGHUX B OKO, L0 3MEHIIYE BipOriJHICTh BUHMKHEHHS
CUCTEMHHUX MOOIUHUX e(eKTiB.

V pasi cynyTHLOT Teparii 3 BUKOPUCTAHHAM iHIIMX MiCIIeBMX O(TaNbMONOTIYHUX MpenapariB
cllif noTpuMyBaTuch iHTepBany 10-15 XBUIIMH MK 1X 3aCTOCYBaHHSAM.

3acTocyBaHHA AITAM Ta NiAdiTKAM

Edexrusnicts Ta 6esneka ounux kpanens BETOIITUK® S npu 3actocyBaHHi naiieHTam BiKoM
10 18 pokiB He BCTaHOBJICHA.

3acToCYBaHHS MpH NOpYLEHHAX QYHKIIT MEYIHKY Ta HUPOK

BETOIITHUK® S He pociiKyBalnu A Wiel kareropii namicHTiB.

Crocib 3acTocyBaHHs

[lepen 3acTocyBanHsAM npernapaty (JakoH ciij 100pe CTpYCHYTH.

1lo6 mnomepenuTH 3a0pyaHeHHs KiHYMKa KpaneibHULi Ta cycrneHsii, HeoOXxigHo OyTu
00epeKHUMU | He TOpKAaTHCS TOBIK, NMPUIErNHX AUISHOK abo iHIIMX NOBEPXOHb KiHYMKOM
(hnakoHa-KpaneabHUIIi.

Himu.
Edextupnicts Ta 6esneka ounux kpanens BETOIITUK® S npu 3actocyBaHHi NalieHTaM BiKOM
1o 18 pokie He BCTaHOBJIEHA.

Ilepedosyeanns.

[Ipy BHNAJKOBOMY KOBTaHHI Mpenapary CUMITOMM Nepeno3yBaHHsa Oera-0/0kaTopaMid MOXKYTh
BKJIIOUATH OpasrKapilo, aprepiaibHy rinoTeHsiio, cepUueBy HEA0CTATHICTL Ta OPOHXOCHA3M.

V  punmaaky mnepenosysaHHs mnpenapatoM BETOIITMK® S nikyanHs noBuHHO OyTH
CUMNTOMATHYHUM Ta MiITPUMYIOUUM.

Hodiuni pearxuyii.

KopoTkuii ornisa 1aHux 3 6e3nexku

HaituactiuuM noGiunkuM edeKkToM, sKMil crocTepiraBesi NpOTArOM KIIHIYHMX A0CHTIIKEHb
npenapaty BETOIITUK® S, 6yio BimdyTts muckomdopTy B oui, wo syctpidanocs y 12 %
MarieHTiB.

HukuesasHaveni noOiuni edexty crioctepiraimcs mij yac KIiHIYHUX AOCHIIKEHb Npenapary Ta
knacuikoBaHi TakuMm 4MHOM: Ayxe uacto (= 1/10), wacto (= 1/100 mo < 1/10), Heyacto
(> 1/1000 mo <1/100), noomunoki (> 1/10000 no <1/1000), piakichi (< 1/10000). ¥V mexax
KOKHOT rpyIu 11o6iuni edextu npeacrasieHi y NOpsAKY 3MEHIIEHHS iX CTYMeH TAXKKOCTI.

CucreMa opraHi [ToGiuni peakuii 3rigHo 3 knacudikaropom MedDRA
(Bepcis 13.0)

Kappaionoriuii nopyuieHHs Heuacmo: Gpanuxap/is, Taxikapis

3 GOKy HEpBOBOI CHCTEMH Yacmo: TrONOBHUH Oib
Ioodunoki: CUHKONE

OdyransMONOrivHi NOpyLEeHHs Myoice uacmo: Bim4yTTS AMCKOM(OPTY B OLi

Yacmo: 3aTyMaHeHHs 30py. TMOCHIIEHA ClIbO30Teua,
BiJIUyTTSl CTOPOHHBOIO Tijla B 04Yax

Heuacmo: TOYKOBWH KEpaTHT, KepaTuT, KOH IOHKTHUBIT,
6aehapuT, 3HUKEHHS TOCTPOTH 30pYy, MOpPYIIEHHS 30pY,
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cBiT100053HL, OiNk B 0Quax, CYXIiCTb Ouei., acTeHOMis,
OnedapocnasM, He3BMYHE BiJuyTTs B ouax, cBepOixk
O4eH, BUIICHHS 3 O4eH, YTBOPEHHS JIyCOUOK MO Kpasx
MOBIK,  3amajJieHHd  OYcH,  MOAPasHEHHSA  OYCH,
KOH'HOHKTHBIbHI  MOPYLICHHS,  KOH IOHKTHBaJbHMI
HaOpsK, O4HA rinepeMis

Iooounoxi: katapakrta, 0()TaJbMOJIOr4YHI MOPYIICHHS

TKaHUH

3 Ooky JuXaJbHUX  10A8XiB, | Hewacmo: acTtma, [MCIHOE, TOpPYILIEHHS 3  OOKy
TOpakalnbHi Ta MeliaCTHHAIbHI | AWXAJbHUX LUISAXIB, PUHIT

NOpYLUEHHsI Ilooounoxi: Kauienb, puHopes

3 00Ky UIYHKOBO-KHWIKOBOrO | Hewacmo: Hy10Ta

TPAKTY Ilooounoxi. JUCreB3is

3 0Ooky IKipy Ta MNIAWKIpHUX | [TooOuHOKI: NEPMATHUT, BUCHI

3 Ooky cyaun

Ioodunoxi: aprepiajibHa rinoTeHsis

[TcuxiuHi po3naau

Hooodunoxi: HeCnOKIH

3 GoKy penpoayKTHBHOI (yHKLIT

Hoodunoxi: 3MeHIIeHHS 110110

Ta MOJIOYHHX 3aJ103

3a pesy/ibTaTaMH TMOCTMAPKETHHIOBMX JOC/IpKeHb OynW BUSBIEHI HMXKUe3a3Ha4yeHi 1oGidHi
peakilii. 3a HAssBHUMH JAHUMH HEMOKJIMBO PO3PAXyBaTH YacTOTY iX BHHUKHEHHS.

CucremMa opraHie [MoGiuni peakitii 3rigHo 3 Ki1acudikaTopom

MedDRA (Bepcis 13.0)

3 6oKy iMYHHOT CHCTEMHU 1i/IBUILEHA YYTIMBICT

ITeuxiuni poznagu Oe3coHHs, Jenpecis

3 OOKY HEPBOBO1 CUCTEMHU 3anamMopoYeHHS
OdTanbMOJIOTiYHI TOPYLIEHHA EpUTEMA MOBIK
Kappiosoriudi nopyuieHHs apuTMis

3 OOKY HIKipH Ta MiJWKIpHHX TKAHUH OOJIMCIHHSA
[TopylieHHA 3arajJibHOr0 XapakTepy Ta CTaH | acTeHid

MiCLLsl BBEJICHHA

Onuc HaBeleHNX NOGIYHUX peakiiil

SIk i npu 3actocyBaHHi IHIIKMX 0(TANIBMOIOTYHUX JliKapChKHUX 3ac0o0iB MicueBoi ail, GeTakcoion
aGcopbyeTbest Y cucTeMHHH KpoBooOir. Lle Moxke cpHUMHHTH MOJiOHI HebaxaHi eheKTH, AK i
npM 3acTOCYBaHHI cHcTeMHHMX Oera-GrokaTopiB. YacToTa BUHHUKHEHHS CHCTEMHHMX MOGIYHMX
peakililf Mpu MicueBOMy 3aCTOCYBAaHHI B OKO € MEHIION, Hi MpH CHCTEMHOMY 3aCTOCYBaHHi.
Hageneni no6iuni peakuii BK04aioTh y cebe peakiii, ki cnocrepiranues y Mexax Knacy dera-
GmokaTopiB s 0hTAIBMOJIOr HHOr0 3aCTOCYBaHHS.

Jonatkosi mnoGiuni peakiii cnocrepiraiucs NpU 3acTocyBaHHi odranemonoriyHux Oera-
GJIOKATOPIB Ta MOXKYTh BUHMKHYTH 1pH 3actocyBanHi ounux kpanens bBETOIITHK® S:

e 3 foky imynnoi cucmemu: CHCTEMHI aiepridui peaxilii, 10 BKJIKOHAIOTH aHriOHabpSK,
KpOMUB’IHKY, JIOKa/Ii30BaHi Ta reHepanizoBaHi BUCHIIaHHSA, cBepOikK, aHadinakTHuHy peaKilio,
TOKCHYHHH eMiepMaIbHIil HeKpomis.

o 3 6oxy MemabonizMy ma 3aC60CHHS NONCUGHUX PeO6UH. TIMOTIIKEMIs.

o [lcuxiuni poznadu: Jenpecis, HiuYHI KolWIMapu, BTparta MaMm’sTi, TaJlOUMHALil, [CHXO03,
CMUTYTaHiCTh CBiOMOCTI.

e 3 Hoky Hepeoeoi cucmemu: CUHKOIIE, MOPYLICHHS MO3KOBOTO KpPOBOOGIry, illeMis FOIOBHOTO
MO3KY, IIOCHJIEHHS O3HAK Ta CHMIITOMIB MiacTeHii gravis, mapectesis.

o Ogmanvmonoziuni nopywennsa: O3HAKA Ta CHMITOMH TMOJpasHEHHsA O4ved (HampHkian,
MediHHsA, TOKOJIOBAHHS, CBepODXK, CIbO30TEeYa, TOYEPBOHIHHA), Onedaput, BimuapyBaHHs
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xXopioinanbHoi  obonoHkd nichs  dinsTpauidinol  xipyprii  (quB.  posain  «OcobauBocTi
3aCTOCYBAHHA» ), SMEHIIEHHS Yy TIHBOCTI POriBKH, €pO3is POTiBKH, NTO3, AHIIONI.

» Kapoionoziuni nopyuienns: Oinb y TpyAsX, NpUCKOpeHe cepueOUTTs, HaOpsK, 3acTiiiHa
ceplieBa He/l0CTaTHICTb, aTPiOBEHTPUKYJIsIpHa G10Ka/a, 3yIMHKA ceplis, ceplieBa He/IOCTaTHICTb.
e 3 boxy cyounnoi cucmemu. apTepianbHa rinoTensis, peHomeH PeiiHo, MOXono aHHs KiHLIBOK,
MOCHJICHHS MEePeMIDKHOT KyJIbraBoCTi.

e Pecnipamopui, mopaxanvii ma mediacmunansii nopyuienns: GpoHXoCnasM (MepeBaxHO Y
Mali€HTIB 3 MONEPEIHBO ICHYUUM OPOHXOCTTACTUYHUM 3aXBOPIOBAHHSIM).

o 3 OOKY ULIYHKOGO-KUUIKOGO20 MpaKkmy: JTUCTIeNcis, Jiapes, 6i1b y UBOTI, OJIOBaHHS, CYXiCTh
Y POTI, TJIOCHT.

e 3 Goxy wikipu ma RIOWKIPHUX MKaHuH: TCOpia3onojioHi BHcHMaHHs ado 3arocTpeHHs
ncopiaszy.

e 3 Goky crenemno-m 'A30801 cucmemu ma CROAYYHUX MKAHUN. MianTis.

o 3 GoKy penpodyKkmuenoi cucmemu ma MOJOYHUX 3aK03; CTATeBa QUC(YHKILi, IMITOTEHLLIS.

o [lopywenns 3aeaibio20 Xapakmepy mda cmany, noe a3ani 3 micyem 6sedenns. acTeHis/BToMa.
JlopatkoBo Oyj0 BHSBICHO MiABUIUCHHS pIBHIB AHTHHYKJICAPHUX AaHTHUTIN; KIiHIYHA
pENEeBaHTHICTL HE BCTAHOBJIEHA.

Tepmin npuoamuocmi. 2 pOKu.
TepmiH 36epiranHs Mmicas NepHIOro BiAKPUTTA (aakoHa — 4 THKHI.

¥YmoBu 30epiranns.

Tpumaru uiakoH y kapToHHid kopoOGui. 36epiratu npu Temneparypi 8-30 °C. 3Gepiratu y
HeocTynHoMY s aiteit micui. Tpumatu GriakoH IIIBHO 3aKPUTHM.

VYnaxogka. [To 5 M y daakoni-kpanensHuLi; o 1 ¢grakoHy B KopoOli 3 KapToHy.

Kareropis Binnycky. 3a peLentom.

Bupoonuk.
Hogaptic ManydakTtypinr HB/ Novartis Manufacturing NV.

Micne3Haxo/pKeHHs BUPOOHHKA Ta aapeca Micls MPoBaKeHHs Horo AisJbHOCTI.
Piiikceer 14, Ilyypc-Cint-Amanac, 2870, bBenbris/ Rijksweg 14, Puurs-Sint-Amands, 2870,
Belgium.

JlaTa ocTAaHHBLOIO NeperJasaay. ,,/ / ﬁf M 0/



