IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIDKC®EH®

(LUXFEN®)

CKn1ao0:
ditoua pevosuHa: brimonidine;
1 M7 po3YKHY MiCTUTh OPUMOHITUHY TapTpaTy 2 MT, IO eKBiBaleHTHO 1,3 Mr OpUMOHITUHY;

0ONOMIJCHI peyoBUHU: GeH3aNKOHII0 XJIOPHU/; CIIMPT MOJiBiHIIOBHIA, HATPIi0 XJIOPUL; HATPi0
IIUTPAaT; KUCJIOTa TMMOHHA, MOHorigpaT; 1 M po34uH XJI0pXCTOBOIHEBOI KUCNIOTH (I KopeKil pH);
1 M po3uuH HaTpi rigpokcuny (ons xkopekuil pH); Boma ong iH’ €Ki,

JlikapcbKa ¢popma. Kpamri o4uHi, po34uH.

OcHosHi (hi3uko-ximiuHi 81acmugocmi: IPO30PUXA PO3YUH, 37IETKA 3€JIEHYBATO-2KOBTOT'0 KOILOPY
0e3 BUOUMHUX YaCTOK.

®apmakoTepaneBTHYHa rpyna. CUMIIaTOMIMETUKY [JIF JTiKyBaHHS I'IayKOMHU.

Komg ATX SO1E A05.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

BpuMoHiguH - 11e aroHicT anba-2-agpeHeprivHuX PelelToPiB, M0 Y TUCIYY pa3iB GibIm
CeJIeKTUBHUU [0 ajb(da-2-afpeHoOPeLenTopiB, HiX A0 anbda-1-agperopernenTtopis. Lig cenekTUBHICTD
IPU3BOIUTH [0 BiICYTHOCTI Mifipia3y Ta Ba30KOHCTPHKIIil MiKDOCYAMH, acoIlilioBaHUX i3

KCEHOTpaHCIIaHTaTaMHU CiTKIiBKH Yy JTIOfEN.

MicreBe 3acToCyBaHHSI OPUMOHIIMHY TapTPaTy 3MEHIIYE BHYTPIIIHEOOYHUM TUCK Y JIIOfeH pu
He3HAYHOMY BIUIMBI Ha CEPIIEBO-CYAUHHY Ta PECIipaTOPHY CUCTEMY.

Kniniuni mani momo 6e3meyHoro 3aCTOCyBaHHS IIpernapaTy npu OpoHXiabHil acTMi 00MeXeHi.

BryTtpimnaboouyHuii TUCK (BOT) moyrHae 3HUKYBATUCS OJOCUTH LIBUKO MIiCJIg 3aCTOCYBaHHSA



mpernapary, a ioro MakCuMaJlbHe 3HUXKEHHS CIOCTePiraeThCcs 4yepes 2 TOOUHU. BpUMOHIIUH 3HUXKYE
BHYTPIIIHbOOYHUM THCK 3a PAXYHOK 3MEHIIEHHST BOOSHUCTOL BOJIOTH Ta HE3HAYHOTO 30iTbIIeHHS
YBEOCKJIEPAJIBHOT O BiITOKY.

dapmakokiHemuxka.

[Ticns 3akamyBaHHS 0,2 % po34uHy NpenapaTy 2 pa3u Ha fo0y npotaroM 10 mHiB #0oro KOHIIEHTpaIis
y ma3Mi KpoBi 6ysa Hu3bKolo (cepente C,., cranoBuso 0,06 ur/mn). ITicns 6araTopa3oBoro
3acTocyBaHHS (2 pa3u Ha goOy npoTsaroM 10 [HIB) criocTepiranacs He3HaYHa KyMyIALlis
OpuMoHinMHY y KpoBi. [Tnomra mix ¢papMakoKiHETUYHOIO KPUBOIO Yepe3 12 roguH y cTallioHapHi# ¢asi
(AUC,. 43 1oy) cTaroBuna 0,31 Hr roa/mi nopisHsaHO 3 0,23 HI rof/MII HIC/IS 3aCTOCYBaHHS IEPIIOl JO3K.
[Ticrsa MiceBOro 3aCTOCyBaHHS CepefHid Nepiof HalliBBUBEEHHS i3 CUCTEMHOI0 KPOBOTOKY
CTQHOBUB NMPUOINU3HO 3 TONUHH.

3B’si3yBaHHS OPUMOHIOUHY 3 MPOTeiHaMU IIJIa3MU KPOBI IiC/Is MiCIIeBOTO 3aCTOCYBaHHS CTaHOBUTH
npu6nusHo 29 %.

BpumoHiguH 000pOTHO 3B’'SI3YETHCA 3 MeJIaHiHOM y TKaHUWHAaX OKa, in vitro Ta in vivo. Ilicns 2 TUXHIB
3aKanyBaHHS B 04i KOHIIEHTpallid OpHMOHIANHY B paliiyKHili 000JI0HI, IIMIiapHOMY Tijli Ta CyIUHHIN
o6omoHui 6yna y 3-17 pasiB BUILOI0, HiXK MiCJIT OMHOPA30BOT0 3aCTOCYBAHHS. AKYMYJISIs He
CIIOCTepiraeTeCs P BiICYTHOCTL MeJlaHiHy. 3HaUeHHd 3B’sI3yBaHHS MeJlaHiIHY He 3'scoBaHe. [licns
IIepopajbHOTO IpuioMy OpuMOHioUH noOpe abcopOyeThCs Ta MIBUAKO BUBOOUTHLCS. Binbina yacTuHa
no3u (mpubnu3Ho 75 %) BUBOTUTHCS Y BUTTISAL MeTabOITiB i3 ceyelo MpoTAToM 5 [iHIB. Y ceui
BifICyTHi}l OPUMOHIVH y He3MiHeHOMy BUTTIAfi. [IpenapaT MeTa00i3yeThCs TOJIOBHUM YUHOM IIifT
BIIJIUBOM afibAerifoKkcuaa3u Ta nutoxpomy P450. TakuM YWHOM, CHCTEMHa efliMiHallig BifOyBa€ThCS B
OCHOBHOMY 3a PaxXyHOK II€PBUHHOTO MeTab0/Ii3My y MmediHiri.

[Ticns omHOPa30BOI0 3aCTOCYBaHHS IpemnapaTy y go3ax 0,08 %, 0,2 % ta 0,5 % He Big3Haudamocs
3HA4yHOro BigxuneHHs C,,, mna3Mu Ta AUC IpomnopiiiHo g0 A03H.

ITauieHmu aimHbo20 8iky. [licns 3acTocyBaHHsA pa3oBol po3u C,., mna3mu, AUC Ta mepiofn
HalliBBUBEeeHHS OPUMOHIOWHY V MAIliEHTIB TITHLOTO BiKY (Bif 65 pOKiB) He Bipi3HSANKUCS Biff TAKUX
IIOKa3HHUKIB y Malli€HTiB MOJIOAIIOTO BiKy. Lle CBIIYUTH IIPO Te, 110 BiK He BIIJIMBA€ Ha CUCTEMHY
abcopOirito mpemapaTy Ta HOro BUBEOEHHS.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

3aCTOCOBYBATH [JIs 3HMUXKEHH ITiIBUIEHOT0 BHYTPIIIHBO0YHOI'0 TUCKY V ITAlli€HTIB i3
BiIKPHUTOKYTOBOIO I'JIayKOMOI0 ab0 IifiBUIIEHUM OUHUM THUCKOM:

- V BUTJISII MOHOTePail, SKII0 MiclleBe 3aCTOCyBaHHS 0eTa-6710KaToOPiB IPOTUIIOKA3aHO;

- y cKJlafii KoMOiHOBaHOI Teparii 3 iHmuMu JTiKapChKUMHU 3ac06aMH, 110 3HUKYIOTh BHYTPIIIHbOOYHUHN
TUCK, SKI0 3HUKEHHS TUCKY IIPU 3aCTOCYBaHHi IIMX IpernapaTiB HEJOCTaTHE.

IIpomunoka3saHnus.



limepuyTnuBIiCTE O Hif040i peyoBHHU ab0 10 MOIOMIXKHUX PEUYOBHH JTiIKAPCHKOTO 3ac00y.

OpHoYacHe 3aCTOCyBaHHS 3 iHTibiTOpaMu MoHOaMiHOKcHUAa3u (MAQO) Ta aHTUAENIPeCaHTaMHU, 10
BIIMBAIOTh Ha HOpPaApPEeHEPriuHy nepegavy (Hampukiaf, i3 TPUIMKITIYHUMY aHTUEelIpecaHTaMu Ta
MiaHCEPUHOM).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Xoua crmenudivHa B3aeMofiss OpUMOHIAWHY 3 TiKapChbKUMHU 3aco0aMy He JOCIiXKyBanacs, Ciia
BPAxOBYBaTH MOXKJIUBICTh aAUTUBHOTO a00 IMOCUJIIIOI0YOTO BILIUBY IpernapaTy Ha [il0 AelpecaHTiB
IIeHTPaIbHOI HEPBOBOI CUCTEMH (anKorosio, 6apOiTypaTis, omiaTiB, ceqaTuBHUX 3acobiB Ta
QHEeCTeTHKiB).

Iani mpo piBeHb KaTeX01aMiHiB y IJ1a3Mi KPOBi ITicIis 3aCTOCyBaHHS OpUMOHIgUHY BifcyTHi. OgHaK
OpUMOHIOWH CIif MprU3HayaT 3 00epeKHICTIO NallieHTaM, SKi 3aCTOCOBYIOTh IIpelapaTH, 110
BIIJIBAIOTH HAa MeTabo0J1i3M Ta 30ilbIIyI0Th KOHI[EHTPAIlil0 aMiHiB y M1a3Mi KpPOBi (HallpuKiag,
XJIOPIIpOMa3uH, MeTu(eHigaT, pe3epin).

[Ticns 3acTocyBaHHS OPUMOHIANHY y OesKUX Malli€HTiB Bif3HayYanocs KIIiHIiYHO He3HaAYHe 3HUKEHHS
apTepianbHOTO TUCKY. 3 00epeXKHICTI0 MPpU3HAYaTH OMHOYACHO OPUMOHITUH Ta TiMOTEeH3uBHi 3aco0u
Ta/ab0 cepleBi TTiKO3UIN.

PeKOMeH[I0BaHO CIIOCTEPEKEHHS Ha I0YaTKY JiKyBaHHA (200 mpu 36inblIeHHI 03U Ipenapary) Ipu
KoMOiHOBaHiM Teparil i3 cucTeMHUMHU 3aco0aMu (He3asIeskHo Bif ix ¢papmaneBTHYHOI GopMHu), 110
MOXKYTh B3aEMOIiSITH 3 aroHicTaMu anbda-agpeHopelenTopiB abo BIIMBATH Ha 1X e(eKTUBHICTh
(HampuKIiaf, aroHicTaMu ab0 aHTAroHiCTaMM agpPeHEePriyHUX PelenTopiB — i3onmpeHasniHoM,
IIPa303UHOM).

Oco06.1ue8ocmi 3acmocyeaHHsi.

O6epexkHO CITil 3aCTOCOBYBATH JIiIKapChKUY 3acib mamieHTaM 3 TSXKKUMU a0 HecTaOiTbHUMY Ta
HEKOHTPOJIbOBAaHUMH CEPIIEBO-CYIUMHHUMHU 3aXBOPIOBAHHSIMHU.

[Tpu mosiBi anepriyHux peakiiiit TikyBaHHS OPUMOHITUHOM CJIifl IPUIUHUTH.

3 006epekHICTIO CITiT 3aCTOCOBYBATH ITperaparT MallieHTaM 3 Jelpeciclo, HeIOCTaTHICTIO MO3KOBOT0
KPOBOOOiTy, KOPOHAPHOIO HEIOCTATHICTIO, CHHAPOMOM PeitHO, OpTOCTAaTHYHO TilmoTeH3ie abo
obmiTepyounM TpoMOOaHTIITOM.

Y 3B’S13Ky 3 TUM, III0 BIUIMB OPUMOHIAMHY Ha NALi€HTIB 3 MeYiHKOBOI a00 HUPKOBOIO HEJOCTATHICTIO
He BUBYAJIY, ITperapar KM IallieHTaM CJIiJ] 3aCTOCOBYBaTH 3 00epekKHiCTIO.

JTrokcheH® MicTUTh OeH3aTKOHII0 XJIOPHI.
1 My mikapcekoro 3aco0y mictuth 0,05 Mr 6eH3aIKOHI0 XJIOPUAY, 10 eKBiBaseHTHO 0,25 Mr / 5 MiL.

BeH3amKoHiI0 XJTOPUA MOXKe TMOTTIMHATUCH M’ SIKUMU KOHTAKTHUMM JIiH3aMu i 3MiHIOBATH 1X KOJIip.
KoHTakTHi MiH3U CIif 3HATH Iepel BUKOPUCTAHHSIM IIpPelapary i OsTHYTH iX 3HOBY Yyepes



15 XBUIMH MiCNIST BAKOPUCTAHHS.

BeH3ankoHiio XJI0pua TaK0XK MOXKe CIIPUUYMHUTY MOpa3HeHHs 04el, 0COOIMBO IKIIO HasgBHA CYXiCTh
ouelt ab0 MaTOJIOTi1 pOTiBKYU (IIepefHbOl IPO30POi YaCTUHU O0Ka). Y pa3i BifuyTTa AUCKOM(DOPTY,
nevinHg a6o 60JI10 B 04Yax Micjigs BUKOPUCTAHHS LIbOTO JIIKAPCHKOT0 3aC00y, CIifl 3BEpHYTUCS [0
JliKaps.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

HocmimxeHp 11000 6€3MeKy 3aCTOCYBaHHS IIperapaTy BariTHUM KiHKaM He IPOBOOUIIHACH, TOMY
JTroxcder® He crin 3aCTOCOBYBaTH y Iepiop BaritTHocTi. HeBimomo, 4yu mpoHUKaE OpUMOHIOUH Y
TPyZHE MOJIOKO, TOMY IIpelapar He CJIiff 3aCTOCOBYBATH y IIepiof rofyBaHHS I'PYAOIO.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaxHcnopmom a6o
iHwumMu mexaHizmamu.

BpuMOHiguH MOXkKe CIPUYMHUTH ITigBUIIEHY BTOMJTIOBAHICTh, COHJIUBICTh, 3aTyMaHeHHS abo
NIOPYIIeHHS 30y, 1[0 MOXKe BIJIMHYTU Ha 3[MaTHICTh KEpPyBaTU TPAaHCIOPTHUMU 3aco0aMu 4u
IIpaloBaTy 3 IHIIKUMHA MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

[To 1 kpami 6pUMOHIOUHY 3aKaIlyBaTH B ypaXkeHe OKO 2 pa3u Ha mo0y yepes piBHI MPOMIKKY Yacy
(mpubnu3Ho yepe3 12 rogun). Kopekilisi qo3u [jis MallieHTiB JIiTHHOTO BiKy He MOTpiOHa.

4K i mpu 3acTocyBaHHI OyOb-IKUX OYHUX Kpallesb, [ 3MEHIIIeHHST MOXKJIMBOI CUCTeMHOI abcopoOii
npenapaTy peKOMeHI0BaHO IPOTATOM 1 XBUIMHY HAaTUCKATH Ha CIIi3HUYU MillIeYOK y MeJiaTbHOMY
KyTi ouHoi minuuu. lle HeobxigHO 3pobuTH Ge3mocepeqHLO Micisa 3aKalyBaHHs KOXKHOI Kparuti
npemnapary. Ko npu3HayeHo 0ifblile OMHOT0 BULY OYHUX Kpalleyb, IX C/Iif 3aKalyBaTu 3
iHTepBasioM 5-15 xBUNUH.

Himu.

Kniniuni mocnigxkeHHs y miTed He MpoBeneHi, epeKTUBHICTh Ta 6e31eKa 3aCTOCYBaHHS [iTSIM He
BCTAQHOBJIEHI.

Ilepedo3yeanns.

ITepedo3y8aHHA npu 0pManbMOA02IYHOMY 3ACMOCYBAHHI.



[Tpu MicIieBoMy 3aCTOCYBAHHI y HOPOCIIUX ITEPEN03YBAHHS HE CIIOCTEPiranocs.

Bigowmi 2 Bunmagku BUHUKHEHHS MOOiYHUX e(eKTiB Mic/Is BUIagKOBOTO ITepOPaJbHOT0 3aCTOCyBaHHS
9-10 kpanenb OpUMOHIOTUHY HOPOCTUMHU TalliEHTaMU. Y HUX CIIOCTepiranocs 3HauHe 3HUKEHHS
apTepianbHOTO TUCKY, B OMHOTO 3 MallieHTiB MPUOIHU3HO Yepe3 8 roguH Miciisg 3aCTOCYBaHHS
IIperapary Bil3Ha4asocs MigBUIIEHHS apTepianbHOTo TUCKY. [IpoTsrom 24 romguH cTaH 060X
IAIli€HTIB MOBHICTIO HOpPMaJIi3yBaBCsA. Y TPEThOrO MallieHTa, IKUW BUIIaJKOBO IPUUHSB II€POPaIbHO
HEeBiIOMY KilbKiCTh IpenapaTy, He Bifj3Hadasocs Hisikux mobiyHux edekris. BinoMi Bunmagku
BUHUKHEHHSI CEPHO3HUX MOOIYHUX edeKTiB y AiTel IpuU BUIagKOBOMY II€POpPabHOMY 3aCTOCYBaHHI
OpuMOHIgUHY. Y HUX CIIOCTEPIraaucs TakKi CUMITOMU: IPUTHIYEHHS IIeHTPaIbHOI HEPBOBOI CUCTEMHU
(LTHC), TumoBa HemOBroTprBaia KoMa a0o cTaH, OTM3bKUM 0O BTPATU CBiOOMOCTI; MJISIBICTB,
COHJIMBICTB, apTepiasibHa TioTeH3is, OpaguKapmis, rimoTepMisi, 6IimicTh, IPUTHIYEHHS OUXaHHS Ta
arHoe, 110 moTpebyBasio MpoBeNeHHS iHTeHCUBHOI Teparlii 3 iHKy0allieto pu HeoOxigHOCTi. [IpoTsrom
6-24 ropuH CTaH BCiX Malli€HTIB MOBHICTIO HOPMaJIi3yBaBCH.

[Tpu nmepopanbHOMY Iepefo3yBaHHi iHIINX alb(da-2-arOHICTIB TOBIJOMIISIOCS PO BUMAAKHU [I0SIBU
TAaKMX CUMIITOMIB: apTepianbHa TinoTeH3is, acTeHis, 6/10BaHHS, JIeTapris, cenanisi, Opagukapmis,
apuTMisi, Mi03, allHOe, TimoTepMis, LiaHOo3, MPUTHIYeHHS PYHKII AUXaHHSI Ta cynoMu. JIiKyBaHHS
CUMIITOMaTUYHe.

ITobiuni peakuii.

3 60Ky cepus: BimuyTTs cepreOuTTss/apuTMmii (y ToMy uuciti OpaguKapmis Ta TaxXikapmis), apTepianbHa
rinepreHsis, apTepiajbHa rinoTeH3is.

3 60Ky Hepeosoi cucmemu: TOJIOBHUY 0ifth, COHITUBICTh, 3alIaMOPOYEHHS, IUCTeB3isT, CHHKOIIE.

3 60Ky opaaHis 30py: MOApPa3HEHHS ouel (TimepeMisi, 3amajeHHs Ta MediHHs, cBepOixkK, BiguyTTs
CTOPOHHBOTO Tina, GoMiKyNIpHUI KOH IOHKTUBIT), po3niIuBYacTe OaueHHs, anepriunuii 6nedapur,
anepriuHuii 671eapoKOH IOHKTUBIT, aNepriyHui KOH' IOHKTHBIT, 0YHA ajlepriyHa peakilis Ta
GbomnikynsapHUY KOH IOHKTUBIT, MiclleBe IoApa3HeHHs (rinepemisi Ta HaOpsK MOBiK, 61edapuT, HaOPSK
KOH'IOHKTHBHU Ta BU[IiJIEHHS 3 04el, Oiflb B o4ax Ta CciIbo30Teva), poTodobis, eposis poriBku Ta
KepaTomarTisi, CyXiCThb B o4aX, OJigicTh KOH IOHKTHBH, IOPYIIEHHS 30py, KOH I0HKTUBIT, ipUT, Mio3,
ipumoIuKITiT, cCBepOiXK MOBIK.

3 6oky wKipu ma nidwkipHoi kaimkosuHu: IIKipHa peakilis, Y TOMy YHUCJIi epuTeMa, HabpsK
o0nmyysi, cBepOiK, BUCUIIAHHS, Ba30AuIaTalIlis.

3 6oky OuxabHOi cucmemu: CUMIITOMY 3aXBOPIOBAHHS BEPXHIX OMXaTbHUX IIJISAXiB, CYXiCTh CTU30BO1
000JI0HKY HOCa, IUCITHOE.

3 60Ky mpasHo20 mpakmy: CyXiCThb Y POTi, FaCTPOiHTeCTUHAJIbHI CUMIITOMH.
3azanvHi po3aadu: MigBUIlleHa BTOMJIIOBAHICTh, aCTEHis.
3 6oky iMyHHOI cucmemu: CUCTeMHI anepriuHi peakiii (IifgBUIeHa YyTIUBICTB).

3 60Ky ncuxiku: mempecisi, 6e3COHHS.



Tepmin npudamuocmi. 3 poku. [Ticisg Mepuoro BigfKpUTTS - 28 OHIB.

YmMmoBH 30epirannsi. 30epiratu npu Temnepartypi He Buille 25 °C y 3axullleHOMY Bifi CBiT/Ia MicCIIi.
30epiratu y HeJOCTYIIHOMY OJIS1 OiTeM MiCIIi.

YnakoBka. [To 5 M y msiii; mo 1 mismii B KapTOHHIM Kopooiii.

Kareropis Bigmycky. 3a perenTom.

Bupoonuk. ®apma ltynsa 'MOX.

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXeHHsI HOro TisiIbHOCTI.

Bepkcutpacce 3, IlItyneH, BaiiepH, 92551, HiMmeuyuuHa.



