Ckian

Oito4a peyosuHa: onolaTaguH;

1 M1 pO34UHY MICTUTS 2,22 MT OJioNaTafguHy Tigpoxjaopuay eKBiBajieHTHO 2,0 Mr
oJIoTIaTaguHY;

0oNnoMmidcHI peyosuHu: 6eH3aNnKOoHiI0 xymopum, moBigon K-29/32, HaTpito xmopum,
OUHaTPilo eeTaT, HaTpito rimpodocdaTt 6e3BOOHUM, KMCJIOTA XJIOPUCTOBOIHEBA,
HaTPilo rigpoKCHUM, BoOa OJIs iH'€KIiN.

JIikapcbKa ¢popmMma

Kpamnni ouHi.

OcHOBHI (pi3uKo-xiMiuHi 81aCcMuBOCMI: MMPO30PUM PO3UNH Big 6€30apBHOTO [0 CBITJIO-
2KOBTOT'0 KOJIbODY.

®dapMaKoTepalneBTHYHA Irpyna

3acobu Oy 3acToCyBaHHS B odTanbMosorii. [IpoTuHaOpsKOBi Ta aHTHanepriuyHi
3acobu.

Komg ATX S01G XO09.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

OnonaTaguH € CUJIBHOMOIIOYUM CeJIEKTUBHUM IIPOTHAJIEePriYHUM/aHTUTICTaMiHHUM
3acobomM, 1110 Ma€ JeKilbKa BUPaXKeHUX MexXaHi3MiB fil. BiH mpoTuaie BUBiTbHEHHIO
ricraminy (OCHOBHOTO MefiiaTopa ajiepriyHol peakxiiil y /mogeit) Ta 3amobirae
CTUMYJIIOBAHHIO BUPOOJIEHHS IIUTOKIHIB eIliTesiaIbHUMU KJITIiITUHaMM KOH IOHKTUBU
JIIOOWHY, IKe 00yMOBIIeHe ricTaMiHOM. [laHi JOCIiaXKeHb in vitro cBig4aTh, 110
Ipemnapar [i€ Ha ONacCHUCTi KJIITUHU KOH IOHKTHUBU JIIOOWHU, IPUTHIYYIOYU BUBIJIbHEHHS
MediaTopiB 3amajeHHs. Big3dHadanocs, mo MicueBe opTaabMOJIOTiYHE 3aCTOCYyBaHHS
nmpemnapaty Bizannepron y naiieHTiB 3i 30epekeH010 ITPOXigHICTIO HOCOCITi3HOT O
KaHaJly 3MEHIIy€ Ha3aJIbHiI O3HaKM Ta CUMIITOMHU, SIKi 4aCTO CYIIPOBOAXKYIOTh
CE30HHUU aJIepriyHui KOH IOHKTUBIT. [IpenapaT He BUKJIMKA€E KIIIHIYHO 3HAaYYIIUX
3MiH fJiaMeTpa 3iHHUILI.

IokniHiyHi maHi, oTpUMaHi IpY IPOBeAeHHi CTaHOAPTHUX JOCIHiIXeHb 3 0e3IeKH,
(dapMmakosorii, TOKCUYHOCTi ITIOBTOPHUX 103, TEHOTOKCUYHOCTI, JOCIigXKeHb



KaHIIePOTeHHOT0 IIOTEeHITialy Ta TOKCHUYHOT'O BIIJINBY Ha PEPOOYKTHBHY (QYHKITiI0, HE
ImokKa3anu OyOb-siKol HeOe3IeKu [OJIs JTI0OUHU.

IocnigkKeHHs Ha TBapyMHaXxX MOKa3ajlid 3aTPUMKY PO3BUTKY TBApPHH MIPHU 1IX TPYTHOMY
BHUTO[IOBYBaHHi CaMKaMH, SKi OTpUMYyBaJIl CUCTEMHI 03U OJIOTIaTagUuHy B [03axX, 110
IepeBUIIyBajla MaKCUMaJlbHy PeKOMEeHA0BaHy [AJi 0PTaIbMOJIOTiYHOTO 3aCTOCYyBaHHSI
moguHi. OnonaTaguH BUSBJISIBCS B MOJIOL TBApPUH ITiCJIS ITEePOPaibHOTO 3aCTOCYBaHHS.

dapmaKoKiHemuKa.

OnomnataguH abcopOyeETHCSA CUCTEMHO, SIK i iHIII JTiKapchKi 3acobu OJisd MiclieBoro
3acTtocyBaHHA. OOHaAK IIpU MiCLIEBOMY 3aCTOCYBaHHI oJjionaTag¥Hy CUCTEMHAa
abcopOb11ist € MiHIMaIbHOIO, @ KOHIIEHTpAllid y IjIa3Mi KPOBi — Bifl piBHSA HUXKYe
KinmbKicHOTO Bu3HaueHHs (< 0,5 Hr/mia) go 1,3 ur/mn. Li kormenTpaitrii B 50-200 pa3sis
HUXKYi, HiXK ITPU IIepopaJbHOMY 3aCTOCYBaHHI ITpemapaTy B Jo3ax, 110 goodpe
[IePEHOCATHCS.

OCKiTBKH OJIoTIaTagWH BUBOOUTHLCH i3 Ce4el0, TOJIOBHUM YWHOM, Y BUTJIAA1 HE3MiHEHO1
aKTHUBHOI pe4yoBUHHY, hapMaKOKiHETHKA OJIoNIaTaAuHy 3MiHIOETHCS IIPU MOPYIIEHHIX
(¢yHKI1Iil HUPOK, IMiKOBa KOHIIEHTpPAllid Yy IJIa3Mi KPOBi y Ialli€eHTiB 3 TAKKOI0 HUPKOBOIO
HeOOCTaTHICTIO (CepenHil KiIipeHC KpeaTuHiHy - 13 Mi1/xB) y 2-3 pa3u BUllla
TMOPiBHSHO 3 TAKOIO Y 3[IOPOBUX HOPOCIUX HOOPOBOJIBIIIiB.

IToxa3zanHusn
JIikyBaHHS CE30HHOTO aJIePTriYHOro KOH IOHKTUBITY.
IIporunoka3aHHs

[TimBuIleHa YyTJIUBICTh MO OJIOMATaguHy abo mo OyOb-siKOI JOTIOMIizKHOI pe4YOBUHU
npemnapary.

B3aemMoaisi 3 iHOIHMH JTiKapChbKHMH 3aCo00aMHu

IocnimxeHHsT B3aEMOii mpenapaTty Bisanmepron 3 iHIUMHU JTiKapChbKUMH 3aco0aMu He
IIPOBOOUJIOCS.

IocmigkeHHs in vitro ToKka3aiu, 110 oJIollaTafAuH He NPUTHiYye MeTaboiuHi peakiril
izopepmenTiB 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 ta 3A4 mutoxpomy P450. Lli
pe3ynbTaTH CBim4YaTh PO Te, IO OJioNaTaOuH He IIPU3BOOUTH A0 MeTabOoIigyHOl
B3a€eMOil 3 iIHIIIMMHU aKTUBHUMH PEYOBHUHAMH Y Pa3i IX CyIIyTHBOTO 3aCTOCYBAHHSI.

Oco006/1MBOCTi 111010 3aCTOCYBaHHSI



Bizannepros € mpoTuaneprivHuM/aHTUTiCTaMiHHUM 3aC000M, III0 3aCTOCOBYETHCS
MiclieBo, ane abcopOyeThcss cucTeMHO. [1pu Oyob-IKUX 0O3HaKaxX CePUO3HUX peakili
a0o migBUIlEeHiM YyTIUBOCTI CIIiI IPUNIMHUTY 3aCTOCYBaHHS IIpenapary.

Bizamneprosn micTuTh O€H3aJIKOHIIO XJIOPU, IKHUH MOXKe CIPUYMHUTH IIOOpPa3HeHHS
OKa.

[ToBigoMIIsITIOCH TAKOXK, 1110 O€H3ATKOHII0 XJIOPUA MOXKe CIIPUYUHUTU TOUYKOBY
KepaTorarTiio Ta/abo TOKCUYHY BUPa3KOBY KepaTomnartito. Ciiif yBazkKHO CIIOCTepiraTu 3a
NalieHTaMu i3 CMHOPOMOM CyXOT'0 OKa a0o0 YIIKOOXKEeHHSIMU POTiBKH, AKi yacTo abo
BIIPOAOBXK TPUBAJIOrO YacCy 3aCTOCOBYIOTH IIpernapar.

KoHTakTHIi J1iH3U

BeH3anKoOHiIO XJIOpU, SIK BiloMO, MOXKe 3HeOapB/IIOBaTU KOHTAKTHI miH3u. Crifg
VHUKATH KOHTAKTY 3 M'SIKUMH KOHTAaKTHUMMU JIiH3aMHu. [1alieHTiB moTpibHO
mpoingopMyBaTH IIPO Te, 110 IIepe[l 3aCTOCYBAaHHSIM MperapaTy HeoOXiTHO 3HATU
KOHTAaKTHIi JIIH3M Ta 3a4YeKaTU LIOHauWMeHIle 15 XBUJIMH MiCJid 3aKalyBaHHA 1 JIULIE
TOJl 3HOBY OOSATHYTU KOHTAKTHI JIIH3U.

K110 MicIIeBO 3aCTOCOBYEThCA OifibIlle HizK OgUH 0 TaIbMOJIOTIiYHUHY 3acib, iHTepBan
MiX 1X 3aCTOCyBaHHSIM IIOBUHEH CTAaHOBUTHU He MeHIIe 5 xBunuH. O4Hi Ma3si cif
3aCTOCOBYBaTHU B OCTAaHHIO YEPTY.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

[aHi 11040 opTanbMOJIOTiYHOTO 3aCTOCYBaHHS OJIoTIaTaAuHY BariTHUM KiHKaM
BimcyTHi abo0 ixX KinbKicTh oOMezkeHa. [locliaKeHHsT Ha TBapUHaX BUSBUIUA
PEnpPOOYKTUBHY TOKCUYHICTH MiCJIA CUCTEMHOI'0 3aCTOCYBaHHA (OUB. PO3Min
«®apMaKoJIOTiuHi BIaCTUBOCTI»). OnomaTaguH HEe PEKOMEHAOYEThCS 3aCTOCOBYBaTHU
BariTHUM Ta XIHKaM PEeIpPOOyKTUBHOIO BiKy, sIKi HE BUKOPUCTOBYIOTh KOHTPALEIITUBHI
3aco0u.

Ilepiog rogyBaHHS I'PYOOIO

IocnigKeHHs Ha TBapuHaxX IIOKa3aJlly, 110 OJIoaTaAuH IIPOHUKAE Y TPYOHE MOJIOKO
IIiCJIsl MepopanbHOro 3aCTOCYBAHHS (OeTanbHy iHpOpMallilo AUB. Y PO3mimi
«®apMaKoJIOTiuHi BTaCTUBOCTI»). He MOXKHa BUKIIIOYATHA PU3UKY OIS
HOBOHapPOIXKEHUX/OiTed IPygHOTo BiKy. Bizasijiepros He Cjifi 3aCTOCOBYBATHU B IEPiof
TOAyBaHHS I'PYOOIO.

PenpopgykTuBHa QYHKIISA




HocnigkeHb epeKTy olonaTaguHy Ha PENIPOOYKTUBHY (PYHKIIIIO TIOOUHY ITiCIIA
MiCII€BOT'0 O(pTaIbMOJIOTiYHOI0 3aCTOCYBaHHS He IIPOBOOUIIOCE.

30amHicmb 8enausamu Ha weuoKicMb pedkuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

Bizanneprosn He BjimBa€e abo Ma€e He3HAYHUU BIIJIMB Ha 3[aTHICTh KepyBaTH
ABTOTPAHCIIOPTOM Ta IHIIMMU MeXaHi3MaMu. SIK i Ipu 3aCTOCyBaHHi OyOb-IKUX OYHUX
Kpamnesb, TUMYacoBe 3aTyMaHeHHs 30py abo iHIIi ITOPYIIeHHST 30PY MOXKYTh BIIJINBATH
Ha 30aTHICTh KepyBaTH aBTOTPAHCHOPTOM abo IpallfoBaTH 3 iHIIUMU MeXaHi3MaMMu.
K10 3aTyMaHeHHs 30py BUHUKAE IIif Yac 3aKallyBaHHS, MAlliEeHTy HeoOXimHO
3a4YeKaTH, IIOKHU 3ip MPOSICHUTHLCS, MEPII HiXK KepyBaTH aBTOTPaHCIOPTOM abo
IpaloBaTy 3 IHIIUMUA MeXaHi3MaMHu.

Cmoci6 3acTocyBaHHSI Ta IO3H

TinpKu O 0QTaIbMOJIOTIYHOTO 3aCTOCYBaHHS.

Y KOH'IOHKTHUBAJIbHUU MIIIIOK ypazkKeHOro OKa (04el) Ciif 3akKalyBaTu mo 1 Kparuti
npenapaty Bizannepron 1 pa3 Ha go0Oy. Y pa3i HeoOXimHOCTI JIIKyBaHHS MOXK€e TpUBaTU
oo 4-x MiCAIIiB.

3acToCyBaHHS MalliEHTaM JIITHBOT'O BIKY

Hemae HeoOXigHOCTI Yy KOpUTYBaHHI MO3yBaHHS OJIs Ii€l KaTeropii maiieHTis.

3aCTOCYBAHHS OITSIM Ta HiMJIITKaM

Jlikapcbkui 3acib Bizanmeprosn MoxKHa 3aCTOCOBYBATHU [OiTAM BiKOM Bifl 3 POKiB y TOMY
K mo3yBaHHI, 10 i gopocnuM. be3neka Ta epeKTUBHICTh 3aCTOCYyBaHHS IIpenapary
Bizsanmepron miTsMm BikoM go 3 POKiB He BuBYeHi. [laHi 1070 I1i€l BiKOBO1 KaTeropiil
BiICYyTHI.

3acToCcyBaHHS IIPU IMOPYIIEHHSAX PYVHKINI NeYiHKK Ta HUPOK

[ocnigkeHb ononaTaguHy y GOpMi OYHUX Kpalesb Bisanmeprosn 3a y4acTio Halli€eHTiB
i3 mopylieHHAMHU QYHKIII] nediHKd abo0 HUPOK He nmpoBoaunocsa. OmHak HeMa€e
HeoOXimHOCTi B KOPUT'yBaHHi JO3yBaHHS y pa3i mopylieHs GyHKIIil nediHku abo HUPOK
(metanpHy iH(pOpPMaIlifo AUB. ¥ po3mini «PapMaKOKiHETHUKA»).

[Ticns mepiioro BigKpuUTTS (JiaKOHA CHIif 3HATHU 3aXUCHE Kilblle, IpU3HadYeHe O
KOHTPOJIIO IIEPIIOTO BiOIKPUTTH.

[ITo6 momepenuTu 3a0pyaHEHHS KiHUYMKa KpalleJbHUIIl Ta BMICTy (1aKOHa, He0OXiIHO
OOTPUMYyBaTUCh 00€PEXKHOCTI Ta HE TOPKATUCH ITOBIK, IPUIETINUX OiTITHOK abo iHIImxX



IIOBEPXOHDb KIHYUKOM (pyiaKOHa-KpamnenbHuIli. [1icia KO2KHOTr0 BUKOPUCTaHHSA LIiJIBHO
3aKpuBaTH (HIaKOH-KpPAIEJIbHUIIIO.

Iimu.

Jlikapcbkuii 3acib Bizanieprosn MoxKHa 3aCTOCOBYBATU [OiTAM BiKOM Bif 3 pOKiB y TOMY
K OO3yBaHHI, 110 1 JOPOCIINM.

Ilepeno3yBaHHs

Hemae maHuX mpo mepeno3yBaHHS y TIOOWHYU IIPU BUMIAJAKOBOMY a00 HaBMHUCHOMY
KoBTaHHi. OnonaTaguH BUSIBUB HU3bKUUM PiBEHb TOCTPOI TOKCUYHOCTI Y TBApHUH.
BunankoBe IPOKOBTYBaHHS BMIiCTy BChOTO (pjiaKOHa JIiKapCchKoro 3aco0y Bizanmepron
IpHU3Beae 40 MaKCHMaJIbHOl CUCTEMHOI Iil 5 MT osiontataguny. Lis gis Mmoxe
IIPOSIBUTUCS IIPU KiHIIeBiU 1031 0,5 Mr/mMin y gUTUHU 3 Macor Tina 10 kr y pasi 100 %
abcopOirii.

36inbiienHs inTepBany QT y TBapUH CIIOCTEPIrasiocs TibKM IIPU J03aX, sIKi iCTOTHO
IepeBUIlyBald MaKCUMaJbHY A03Y AJId JIIOOWHM, 110 BKa3y€ Ha MaJIOMMOBIPHICTh
30inbimenHsa iHTepBany QT mpu KJIiHiYHOMY 3aCTOCyBaHHIi. Y JOCTiAXKEeHH]i 3a y4acTIo
102 3g0poBUX MOOPOBOJIBIIB, MOJIOONUX YOJIOBiIKiB Ta XKiHOK, JIIOMIel JIITHLOTO BiKY, SKi
3aCTOCOBYBAJIM 5 MT IIpenapary 2 pa3u Ha o0y nmepopasibHO IPOTSITroM 2,5 IHiB,
criocTepiranock He3HauHe 30inbiieHHs iHTepBany QT nmopiBHsSHO 3 alebo. Y npomy
OOCIiAKEeHHI BCTAHOBJIEHI PiBHI IIIKOBUX KOHIIEHTpAIIii OJIoNaTafguHy y IJla3Mi KPOBI
(3 35 mo 127 ur/mr) mjoHanMeHIIe y 70 pa3iB mepeBUIlyBalIud PiBHI IPU MiCLIEBOMY
3aCTOCyBaHHI ojionaTafUuHY IIOAO BIIJIMBY Ha CeplieBYy pernoIsapu3alliio.

Y pa3si nepeno3yBaHHs HEOOXiTHO MPOBECTH BiAMOBimHe 00CTEXKEeHHS Ta
CHUMIITOMaTUYHE JIIKyBaHHS Ialli€HTa.

IToGiuni epexTn

HuxxyeHaBeneHi moOiuHi peakilil Kiacu@ikoBaHi BiIIOBIAHO OO0 TaKUX KPUTEPIIB: OyxKe
yacTi (=1/10), gacTti (>1/100, <1/10), HeyacTi (>1/1000, <1/100), mooguHOKI
(>1/10000, <1/1000), oguuuyHi (<1/10000) abo yacToTa HeBigoMa (He MOXKHAa
OLIIHUTH YaCTOTY iX BUHMKHEHHS 3 iICHYIOUUX JaHUX). Y MexKaX KOXKHOI rpynu nobivuHi
peaxiril mpeAcTaBIeHi y MOPAAKY 3MEHIIEHHS 1X CTYIIEeHS TSI2KKOCTI.

Kmnacu cucrteMm opraHis YacToTa [ToGiuHi peakiril
Indexkriii Ta iHBa3il HeuacTi PuHiT, GapuHTiT, TPUIIONIOOIOHUN C
3 60Ky iMyHHOI cuUCTeEMHU YacToTa HeBimoMa [irep4YyTAuBiCTh, IPUITYXJIiCTh 00
3 00Ky HEPBOBOI CUCTEMH Yacri ['omoBHUM Oinb, AUCTEB3is

HeuacrTi 3armaMoOpoOYeHHs, rirnecresis



YacToTa HeBimoMa

COHJIUBICTDH

3 60Ky opraHiB 30py

YacTi Binb B oLi, mogpa3HEeHHs 0Ka, CyXic
aHOMaJIbHA YyTJIUBICTH OYEU, Ieyir
[IOKOJIIOBaHHS

HeuacrTi Epo3is poriBkH, VIIKOOXKEHHS €liT

TMOPYIIIEeHHS 3 00Ky €miTesliio POoriBl
KepaTuT, KepaTUuT, 3a0apBJIeHHS P(
BU[IiJIEHHS 3 OKa, CBiTII000513Hb, 3a
30py, 3HUKEHHS TOCTPOTHU 30Dy, 07
BiI4yTTS OUCKOM@OPTY B OIIi, CBEP
KOH'IOHKTUBaJIbHI (DOJIIKYJIH, TOPYL
KOH IOHKTUBH, BIIUYTTSA CTOPOHHEBO
[IOCUJIEHa CIb030TeYa, epuTeMa Ic
TTOBiK, MOPYIlIeHHs 3 OOKY MOBIK, T'i

YacToTa HeBimoMa

Habpsk poriBku, HaOPSK OKa, ITPUI
KOH IOHKTHUBIT, Mifipia3, IIOPYILEHH!
YVTBOPEHHS JIyCOYOK I10 KpasiX IOBI:

3 00Ky pecnipaTOpHOlI CUCTEMH,
TOpaKaJlbHiI Ta Me[iaCcTUHAaJIbHI
MIOPYILIEHHA

HacTi

CyXiCTb y HOCI, IIOCUJIEHHS KalIllJIl0

YacToTa HeBimoMa

[lVCIIHOEe, CUHYCUT

3 OOKy HIIyHKOBO-KHUIIIKOBOTO
TPaKTy

YacToTa HeBigoMa

HynoTta, 67110BaHHA

3 OOKy LIKipW Ta MiAgMKipHUX
TKaHWH

HeuacTi

KOHTaKTHUYU OepMAaTHUT, BiOUyTTS I
IIIKipi, CYXiCTh IIKipHU

YacToTa HeBimoMa

IlepMaTuT, epurteMa

[TopyiieHHA 3arajJbHOTO
XapaKTepy Ta CTaHu, II0B’g3aHi
3 MicIleM BBeOEeHHS

YacTi

BTtoMma

YacTtoTa HeBigoMa

AcTeHis, He3nyXKaHHS, 0iflb y CIIUH

Y manieHTiB 31 3HAYHUM ypaXKeHHSAM POTiBKU AyzKe PigKOo IIOBIOOMJISJIOCS IIPO BUIIagKU

Kanbludikallil poriBKY ITPU 3aCTOCYBaHHI OYHUX Kpalleyb, 10 MiCTATh pocdaTu.

HamanHS nmoBimoMJieHb IIPO ITigo3pioBaHi mMoOiYHI peakilil Ha 3apeeCcTpPOBaHUU

JIiIKapchKiM 3acib € mykKe BaxXuBUM. Lle mae 3MOTy IIPOIOBXKYBAaTU KOHTPOJIIOBATH

CHiBBiIHOIIEHHS KOPUCTh/PU3UK JIIKapChKOT0 3ac0o0y. MeguuHUX MpalliBHUKIB

ITPOCSATH ITOBIMOMIISITH IIPO ITiMO3pIoBaHi mMoOiUHi peakilil HIJITX0M, YCTaHOBIIEHUM

YUHHUM 3aKOHOaBCTBOM.
TepMmin npuagaTHOCTI

2 POKH.



He BukopucTtoByBaTu Oisnbliiie 28 mi6 micist mepiioro BimKpuTTs ¢JiakoHa.
VYMoBHM 30epiranus

30epiratu nipu Temnepatypi Big 2 °C mo 25 °C B opuUTiHaIbHIA YIIaKOBIIi.

30epiraty y HeZOCTYIIHOMY AJIS OiTEeU MicCIIi.

YnakoBka

ITo 2,5 M y mmacTUKOBOMY (hJIaKOHI 3 KpaneabHuileio, Ne 1 y mayiri.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK
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