IHCTPYKIIA
MJI MeIUYHOI'0 3aCTOCYBAHHA Ipenapary

HEBAHAK®

(NEVANAC®)

Cknao:

diroua peyosuna. 1 Mil cycrnieH3ii MicTUTh 1 Mr HenagdeHaky;

donomidicHi peyoguHu.: GEH3AIKOHII0 XJI0pU, Kapoomep 974P, Tuiokcamnon, TUHATPIO eeTaT JUriapart, MaHITE
421), HaTpiro XJIOPHUI, HATPIIO TIIPOKCHA Ta/ab0 KHCIOTa XJIOPUCTOBOHEBA KOHIIEHTPOBAHA (JUIsl pETyTIOBaHHS
pH), Boga ouniieHa.

Jlikapcbka ¢opma. Kparuii ouHi.

dapmakoTepaneBTHYHA rpyna. 3acolu, 110 3aCTOCOBYIOTHCS B odTanbmodorii. HectepoinHi npotusananbHi
3acoon. Hemadenak. Kog ATX S01B C10.

Kainiuni xapakrepucTuku.

Ilokasannsa.

HeBanax® 3aCTOCOBYIOTH JOPOCIHM JISL:

- 3amoO0iraHHs Ta JiKyBaHHs OO0 1 3amajeHHs Micisl oneparlii 3 BUAaJeHHS KaTapaKTH,

- 3HWKEHHS pU3UKY BUHUKHEHHS MaKyJISIPHOTO HAOPSIKY Micis ornepariii 3 BUAaJEeHHS KaTapaKTH y MAalll€HTIB,
XBOpHX Ha LyKpoBHUH AialeT (auB. po3ain «PapMakoIOridHi BIACTUBOCTI»).

Ilpomunokasauna.

[TinBuieHa 9y TIUBICTH 10 A1F0Y01 pEYOBUHH, OY/Ib-SKOTO 3 KOMIIOHEHTIB IIpernapary abo 1HITUX HECTEPOITHUX
npoTtuzanaibHux npenaparis (HIT3IT).

SIk 1 6yap-sxi inmri HIT3I1, HeBandk mpoTunokasaHuii mamieHTaM, y IKAX 3aCTOCYBaHHS alleTHIICATIIIHIOBOT
kucnotu abo iHmux HIT3II cnpuunHse Hanaau acTMu, KpOMMB IHKY a00 TOCTPUI PUHIT.

Cnoci6 3acmocyeanns ma 003u.

3acTOCYBaHHS TOPOCIUM, BKIIOYAIOUH MNAIE€HTIB JIITHBOTO BIKY

He nepeBuiiyBaT peKOMEHJOBAHOTO JJO3YBaHHS.

Jlnist 3amoGiranHs Ta JTiKyBaHHS 0OJIIO 1 3amajeHHs 3aKkanmyBatu 1o 1 kparmuti npemnapary dpanak® y

KOH IOHKTHBAJIbHUHN MIILIOK YPa)XEHOTo OKa (o4eid) 3 pa3u Ha JeHb, IOYMHAIOYH 3aCTOCYBaHH 3a | 1eHb 110
omepaiii 3 BUJIaJIeHHs KaTapaKTH,IOTIM Y JICHb Olepallii Ta y mcisonepariiHui mepio TpuBajicTo 10 21 aHs
3TiIHO 3 IPU3HAYEHHSIM JiKaps. J{0aTKOBY KpaIuiio mpemnapary notpioHo 3acrocyBatusa 30-120 XxBuianH 10
omepartii.

JUnis 3HMOKEHHS pU3MKY BUHUKHEHHS MaKyJISIpPHOT'O HAaOpsIKy MicIis onepalii 3 BUAaJCHHS KaTapaKTH Y Malli€HTiB,
XBOPHX Ha IyKpOBHii aiabet, 3akamyBaTh 1Mo | kparuti npenapaty Heanak® y KOH’ IOHKTHBAILHUH MIIIOK
ypaXeHoro oka (oueit) 3 pa3u Ha JAEeHb, IOYMHAIOYM 3aCTOCYBaHHA 3a | J€Hb J0 omnepallii 3 BUAAJICHHS KaTapakTH,
MOTIM Y JIeHb ONeparlii Ta y micasonepaiiHui mepio ) TpuBaIicTio A0 60 THIB 3T1IHO 3 TPU3HAYCHHSM JIIKaps.
JlonaTtkoBy Kparuto mpemnapary norpiono 3acrocyBatu 3a 30-120 XBuiMH 10 onepartii.

Crocib 3acTocyBaHHS

st opTanbMOIIOTIYHOTO 3aCTOCYBaHHS.

Crig TOBIJOMHTH TMAIlIEHTA PO HEOOXIAHICTh PETEIIbHO 300BTYBaTH (hJIaKOH MEPE]T 3aCTOCYBAHHSIM.

SIKII0 OZJTHOYACHO 3aCTOCOBYIOTH KUTbKA JIIKAPCHKUX 3ac001B Ul MICIIEBOTO 3aCTOCYBAaHHS B OKOHTEPBAI MiX 1X
3aCTOCYBAaHHSAM MOBUHEH OyTH IOHAWMEHIIEe 5 XBUIIUH.

[I{o6 nonepeauTtyu 3a0pyIHEHHS KIHYMKA KpaNeIbHUIIl Ta pO3UHHY, HE CIIiJl TOPKATUCS TIOBIK, IPUJIETIINX TUISTHOK
Ta IHITUX MIOBEPXOHb KIHUMKOM KparnenabHuil. Heo0XimHo TpuMmaTH ¢1akoH IMUIBHO 3aKPUTHM, KOJIA BiH HE
BUKOPUCTOBYETHCSI.




Ilo6iuni peakuii.

V xo[i KIHIYHUX JOCTI/PKeHb, B IKMX Opanu y4acTb 800 maiieHTiB, siKi 3acTOCOBYBaH npernapat Hepan&i
nmo6i4HiI peakiii cnocrepiranucs npudan3Ho y 3 % mnaiienTi. Lle npu3Beno 10 NpunMHEHHS 3aCTOCYBAHHS
npenapaty y 0,6 % namieHTis, 1110 BUSBUIOCS MEHILIUM, HIXK y TPYyI MaIi€HTIB, sIKI 3aCTOCOBYBanu 1uianedo (1,3
%). Ilix 9ac KIHIYHUX JOCITIDKEHb HAMOLIBIIT MOMMPSCHIMH HeOa)KaHUMH SIBUIIIAMH OyJIM KepaTHT, OUIb B 04ax,
YTBOPEHHS JIyCOYOK IO KpasixX MOBIK, sKi crocTtepiranucs y 0,5 % namieHris.

Hwkuesasnaueni mo0OiuHi peakiiii OyiiM BU3HAHI TAKKMH, III0 [TOB’sA3aHi i3 3aCTOCYBaHHsM npenapary HeBandk ta
KIacu(iKyIOTbCsS TaAKUM YHHOM: Ty>ke "acTi (>1/10), wacti (>1/100 mo <1/10), newacti (>1/1000 no <1/100),
nooanHoKi (>1/10000 o <1/1000), piakicHi (<1/10000) a6o HEBiZOMHEMOKIMBO OLIHUTH YaCTOTY X
BUHUKHEHHS Ha OCHOBI ICHYIOUMX JIaHUX). Y MeKaxX KO>KHOI rpymnH MoOi4HI peakiii MpeacTaBiIeHl y NOpAIKy
3MEHILIEHHS iX CTyIeHs TsSKKOocTl. JlaHi mpo mobiyHi peakiii OyJin oTpuMaHi MiJl 4ac KJIIHIYHUX Ta
MOCTMAapKETUHIOBHX JIOCI1PKEHb.

Kimacu cucreMm opranis

| ITo6iuni peakuii 3rigno 3 kiaacudikaropom MedDRA

[Topymienns 3 60Ky iMyHHOT
CHCTEMH

Heuacmi: nigBuieHa 9y TJIMBICTh

[TopyienHs 3 60Ky HEpBOBOI
CHCTEMHU

Heuacmi: ronoBHUi OUTb
Hegioomi: 3annaMmopoyeHHs

OdTanbpMoOriuHI NOPYyIIEHHS

Heuacmi: xepaTut, ipuT, XopioinaiabHa edy3is,

BIJIKJIQZICHHS HA POTiBIl, 017k B 0111, CBITIIO0053Hb,
BITUYTTS AUCKOM(OPTY B O1113aTyMaHEHHS 30Dy, CyXIiCTh
OKa, BUJIJIGHHS 3 OKa, aJlepriuHuil KOH IOHKTHBIT, CBEPOIX
OKa, BIIYYTTS CTOPOHHBOTI'O TLJIa B OIL11, yTBOPEHHS
JYCOYOK IO KpasiX MOBIK,IIiIBUIIIEHA CIIO30TEYA,
rinepeMisi KOH IOHKTUBU

Hesgioomi: mopy1eHHs poLecy 3aroeHHs (poriBka),
nedeKT emiTeNio poriBKY, MOMYTHIHHS POT1BKHU, pyOelb HAa
POTiBII, 3HWKEHHS TOCTPOTHU 30pY, NOJPA3HEHHS OKa,
HaOpsK OKa

[TopymienHs 3 60Ky IIUTyHKOBO-
KHIITKOBOTO TPAKTy
[TopymenHs 3 60Ky IIKipH Ta
I ITKIPHUX TKAaHUH
JIabopaTtopHi JOCTIHKEHHS

Heuacmi: nynora

Heuacmi: nepmaroxanaszuc

Hegioomi: MiABUIIICHNUN apTepiaIbHUN THCK

layienmu, xeopi na _yykposuu diabem

VY X0/l OKpeMOro J0CIiKeHHsI 00MeKeHO1 KUIBKOCTI MaIlieHTiB, XBOpuXa IykpoBuii niadet (N=126), npenapat
Heanak® 3actocoByBaBcs mpotsarom 60 aHIB a00 JOBIIE IS MOMICPEHKEHHS BHHUKHEHHST MAKYJISIPHOTO HAOPSIKY
miciist onepauii 3 BuaajgeHHs katapaktu. [Ipubnusno y 2 % 1ux nauieHTiB crioctepiranucs nodiyHi peakiii, a y 0,8
% BUIAJKIB L1 SBUILA MPU3BENN A0 IPUIIMHEHHS 3aCTOCYBaHHS Ipenapary, Ta Taki caMi pe3yJbTaTH Oyiu
OTpPHMaHi y MaIli€HTIB, IKUM 3acTocoByBaH mianedo (0,8 %). [Ipo BUHUKHEHHS cepilo3HMX MOOIYHUX peaKiiii,
OB’ SI3aHKX 13 3aCTOCYBaHHAM pernapaty HeBanaw®, He mOBimoMIsiocs.

Hwkuesasnaueni moGiuni peakiii OyJid BU3HAHI TaKUMH, 10 TIOB’sI3aHi i3 3aCTOCyBaHHAM mpenapary Hesan&k
BOHM KJTacU(DIKYIOThCSI TAKMM YHHOM: Ty>ke "acTi (>1/10), gacti (>1/100 o <1/10), newacti (>1/1000 mo <1/100),
nooauHOoKi (>1/10000 mo <1/1000) a6o piakicai (<1/10000). ¥ Mexax KOKHOI TpyIy MOOIYHI peakIlii mpeacTaBiieHl
y MOPSIAKY 3MEHILEHHS 1X CTYTEHS TAKKOCTI.

| ITo0iuni peakuii 3rigno 3 k1acupikaropom MedDRA
Yacmi: TOUKOBUN KEPATUT
Heuacmi. nedekT emTeaio poriBKU

Kiaacu cucrem opranis
OdTanpMo0riuH1 NOPYIIEHHS

Oxpemi nobiuni _eexmu




Kuniniunuii 10CBix TpUBaAIOro 3acTOCyBaHHs npenapaty HeBanaw® [uis monepekeHHs MaKyISIPHOTO HAOPSIKY
TicIist orepartii 3 BUAAJCHHS KaTapaKTH y Talli€HTiB, XBOPUXHA I[yKpOBHiA AiabeT, oomexxenuit. [ToGiuni peakii 3
OOKy OpraHiB 30py y Malli€HTIB, XBOPUXHA IIyKPOBHIA iabeT, MOKYTh BUHUKATH 3 OLIBIIOI0 YaCTOTOIO, HIXK Y
MAIiE€HTIB IHIIUX KaTeropii (IuB. po3ain « OcoOIMBOCTI 3aCTOCYBaHHS).

[TamieHTH, y SIKUX CIIOCTEPITalOTHCS O3HAKH MOMIKOKEHHSI €MITENiI0 POTiBKU, TOBUHHI HETaifHO MPUITUHUTH
3acTocyBaHHs npenapary HeBanax® ta mpoiTi 00CTEKEHHS CTaHy pOriBKH (IuB. po3aii «OcoOIUBOCTI
3aCTOCYBAHHS»).

3 MOCTMAapKETHHTOBHX JOCIIKEHb 3aCTOCYBaHHS OYHUX Kparess HeBana® Oyi0 OTpHMaHO JaHi PO BUTAIKH
MOLIKOJKEHHS/TIOPYLIEHHS POT1BKOBOTO emniTesnito. CTyMiHb TSHKKOCTI TAaKUX MOOIYHUX SBUII BApitO€ Bix
HECEPHO3HUX MOPYIICHB MIJIICHOCTI POTIBKOBOTO CIITENI0 JJO OUTBII CEpHO3HUX SIBHIII, SIKi TOTPEOYIOTH
XIpypri4YHOTO BTpY4YaHHs Ta/a00 JiKyBaHHS AJISl BITHOBIEHHS TOCTPOTH 30DY.

3riiHO 3 TaHMMH TOCTMAPKETHHTOBOTO AOCBiAy 3acrocyBanHs MmicuieBux HII3I1 nepenbadaeThes, 1m0 MarienTH,
SKUM MPOBOIWIM CKIIAAHI 0()TaTbMOJIOTIUHI OMepallii, Malli€eHTy 3 JeHepBalli€l0 POTiBKU, MAIIEHTH 3 1e(EKTOM
SHITEITII0 POTiBKH, I[yKPOBHM J1a0€TOM, 3aXBOPIOBAHHSIMH TIOBEPXHI OKa (HAPUKIIAJ CHHIPOMOM CyXOTO OKa),
PEBMATOIIHUM apTPUTOM a00 MOBTOPHUMH O(PTATBEMOJIOTTYHUMH ONEpalisiIMU BIIPOAOBK KOPOTKOTO MPOMIKKY
4acy 3HaXOJSThCS Y TPYII PU3UKY 00 BUHUKHEHHS OOIYHUX peaKIiid 3 00Ky pOTiBKH, sIKi MOXKYTh CTAHOBUTH
3arpo3y A 30py. Ilpu npu3HadenHi HenagdeHaky naiieHTaMm, XBOPUM Ha IIyKpOBUH 11a0eT, 3 METOI0
TIOTIEPE/PKEHHS! BAHUKHEHHST MaKyJSIpPHOTO HAOPSIKY MICIIs oreparii 3 BUAaJeHHS KaTapaKTH Ta PY iCHyBaHHI
iHIHX (PAKTOPiB PU3UKY CIIiJI TOBTOPHO OLIIHUTHU CIiBBITHOIIEHHS KOPUCTH/PU3UK Ta 31HCHIOBATH PETEIbHUIA
MOHITOPUHT CTaHy IaIli€HTA.

Ilepeodo3ysanns.

Jani mpo nepeno3yBaHHs IMpenapaToM MpU 3aKamyBaHHI B 04i BIICYTHI. [CHye ny>ke Mana WMOBIPHICTb, IO
3aCTOCYBaHHs OUTbIIe HIXK | Kparuti B OKO MPpU3BEAE 10 BUHUKHEHHS IOOIYHMX peakiid. Maiike He iCHy€e PH3HKY
BUHUKHEHHS MOOIYHUX peakiliif mpyu BUIIaJIKOBOMY IPOKOBTYBAHHI Ipenapary.

3acmocyeanns 6 nepiod eazimuocmi ado 200y6anHna zpyooio.

PenpoaykrrBHa dhyHKITIsS

Jani mo0 BrutkBy npenapaty HeBanak® Ha penpoayKTHBHY (DYHKIIIO JIFOJMHH BiICYTHI.

Jlikapcekwuii mpenapatr HeBanak® He C1i/1 3aCTOCOBYBATH JKiHKaM PEIPOLYKTHBHOTO BiKY,IKi HE KOPUCTYIOTHCS
HaJICXKHUMHU METOJIaMU KOHTpaLeMIIii.

BaritHicTh

Hemae ajekBaTHUX JaHUX MIOAO 3aCTOCYBaHHS Mpemapary BariTHUM KiHKaM. [1ix gac pociipkeHs Ha TBapuHaX
OyJ10 BUSIBIEHO PEMPOAYKTUBHY TOKCHUYHICTH (IUB. po3/in «DapMakoiIoriuHi BIaCTUBOCTI»). [ToTeHIiHHNN pU3HK
JUTSL pENPOAYKTUBHOT (PyHKIIIT o quHN HeBigomuii. OCKiIBKHM CHCTEMHA st mpenapaty Heandk Ha opraism
HEBariTHUX >KIHOK € HE3HAUHOI0, PU3HK 3aCTOCYBAHHs LIbOT'O MIpEnapary Iij] yac BariTHOCTI MOKHA BBaXKaTH
HU3bKUM. OTHAaK, OCKUIBKH 3aTpUMKa CHHTE3Y MPOCTArJaHInHIB MOKE€ HETaTUBHO BIUIMHYTH HA BariTHICTH Ta/abo
PO3BUTOK eMOpioHa/mIoa Ta/abo MoiIoru Ta/abo MOCTHATATBHUM PO3BUTOK, HE PEKOMEHY€THCS 3aCTOCOBYBATH
npenapatr HeBanak® mij 9ac BariTHOCTI Ta )iHKaM PENpOyKTHBHOTO BiKY, sIKi HE 3aCTOCOBYIOTh KOHTPAIICTITHBH.
I'onyBaHHA rpyaIIO

Heginomo, un noTparuise HermadeHak y TpyHe MOJIOKO. JlocTipKeHHs Ha TBApUHAX ITOKA3alH, 0 HenageHak
NPOHMKAE y IPyIHE MOJIOKO MaItokiB. OlHaK HEraTUBHOI'O BIUIUBY IMIpeNapaTy Ha HEMOBJIS HE OUIKYEThCH,
OCKIJIbKM CHCTEMHA [Iisl HeradeHaKy Ha OpraHi3M XKiHKH, SKa TOAYeE TPYAIIO, € Ay)Ke HE3HAUYHOK. TakuM YHHOM,
npenapat HeBanak® mMojkHa 3aCTOCOBYBATH IiJ] 4aC TOAYBaHHS TPYAIIO.

Mimu.
Besneka Ta e)eKTHBHICTH 3aCTOCYBaHHs npernapary Hepana® miTsM He BCTaHOBIICHA, TOMY ITperapar He
PEKOMEHIOBAHUH /711 3ACTOCYBAHHS IITSM.

Ocoobnusocmi 3acmocyéanns.
He 3actocoByBatu juist in’exiiii. ITpoiHopMyiiTe marieHTiB Mpo Te, 10 He CJIix KoBTaTh npemnapar HeBaudk, ta
PO HEOOXIHICTh YHUKHEHHS COHSYHUX MIPOMEHIB ITi]] Yac 3aCToCyBaHHs npenapaty Heanaf.



HIT3IT my1st MicuieBOro 3aCTOCYBaHHSA MOXKYTh IPU3BECTH JIO KEPATUTY. Y NESKUX MAll€HTIB 3 MiIBULICHOIO
YyTJIMBICTIO TpUBaJie 3acTocyBanHs MicueBux HIT3II mose npu3BecTy A0 MOMIKOPKEHHS €MiTeNit0, HOTOHIIAHHS
POTiBKH, €po3ii poTriBKH, YTBOPEHHS BUPa3KH a0o nepdopariii poriBku. Taki SBUIIA CTAHOBIATPU3UK /IS 30DY.
[TamieHTH, y SIKUX CIIOCTEPITalOTHCS O3HAKH MOMIKOKEHHSI €MITENiI0 POTiBKU, TOBUHHI HETaifHO MPUITUHUTH
3acTocyBaHHs npenapary HeBanax® ta mpoiTH 00CTEKEHHS CTaHy POTiBKH.

3acrocyBanns HII3II micuieBo Moxe ynoBuIbHIOBaTH a00 3aTpUMyBaTH 3arol0BaHHsA paH. Binomo, 1o
3aCTOCYBAaHHS KOPTUKOCTEPOIIiB MICIIEBO TAKOXK YIMOBUIBRHIOE a00 3aTpUMYye€ 3aroloBaHHs paH. OgHOYacHe
3actocyBaHHs MicueBux HII3II ta crepoiniB Mo)ke MiABUIMTH PU3MK BUHUKHEHHS MPO0OJIEM 13 3ar0I0BaHHSM paH.
[ToctmapkerunroBuii gocsix 3actocyBanHs micuesux HII3II miarBepaxye, 1o narieHTH, SKUM MPOBOIAMIN
CKJIa/IHI 0(TaNbMOJIOTI4HI OTepallii, MalieHTy 3 JeHEePBalli€l0 POTiBKU, MAIIEHTH 3 1e()EKTOM EMITENiI0 POTiBKH,
IyKPOBUM J1a0€TOM, 3aXBOPIOBAaHHSIMU MOBEPXHI OKa (HANPUKJIIA] CHHAPOMOM CYyXOT0 OKa), pEBMATOIAHUM
apTpuTOM 200 MOBTOPHUMHU O()TAIBMOJIOTIYHUMH OINEPALiIMHU BIIPOJOBK KOPOTKOTO MPOMIKKY 4acy 3HAXOAThCS
y TpyIHi pU3UKY [10JI0 BUHUKHEHHS OOIYHUX PeaKIliid 3 00Ky pOTiBKH, SIKi MOXKYTh CTAHOBHUTH 3arpo3y IUIsl 30py.
Taxum nanienram 3acrocoByBatu HII3II ciig 3 ocobnuBoro obepexHicTio. TpuBaie 3acTOCyBaHHS MICIIEBUX
HIT3I1 moxe miIBULIUTH PU3UK BUHUKHEHHSI Ta CTYIIHb TSKKOCTI MOOIYHUX peakiiii 3 00Ky pOTiBKH.
[MTosinommsnocs, mo HIT3IT qis 3actocyBanHs B opTanbMoI1orii MOXKyTh OyTH IPUYMHOIO IHTEHCUBHUX KPOBOTEY y
TKaHWHAX OKa (BKJIF0Yat04H TiheMH), OB’ I3aHMX 3 OPTAIBEMOIIOT YHOO omnepartiero. [Ipemapar Heaudk cirin
3aCTOCOBYBATH 3 OCOOJIMBOIO OOEPEKHICTIO MALllEHTaM 3 BiZIOMOIO CXMJIBHICTIO 0 BUHUKHEHHSI KpOBOTEU1 200
THM, 5IK1 B JAHUH Yac 3aCTOCOBYIOTh 1HIII JIIKAPChK1 3aCO0H, 1110 MOKYTh 30UTBIITUTH TPUBAIICTH KPOBOTEUI.

IcHye nyxe oOMexeHa KiTbKIiCTh JaHHX II0J0 CYIyTHHOTO 3aCTOCyBaHHs npenapary HeBan#k3 anamoramu
IPOCTAarjaHAMHIB. 3 OIJIAy Ha MEXaHI3M iX il CyIyTHE 3aCTOCYBaHHS LIUX MIpPeNapaTiB HE pEKOMEHAYEThCSI.

Heanak ® MicTHTh OEH3AIKOHIIO XJIOPHU/L, SIKHH MOXE CIIPUINHHUTH MOAPA3HEHHS Ta 3HEOAPBUTH M’ SIKi KOHTAKTHI
nin3u. Kpim Toro, He peKOMEeHIyeThbCsl HOCUTH KOHTAKTHI JIIH3M MIcIs onepaliii 3 BUAalIeHHs KaTapaKTH.

V pasi SK11o icHy€e HEOOX1IHICTh HOCUTH KOHTAKTHI JIIH3U MPOTATOM NEPIOAY JTIKyBaHHS, MalllEHTaM CIiJ] TOPaIuTH
3HIMATH KOHTAKTHI JIIH3H [Iepe]] 3aCTOCYBAaHHIM JIKapChKOTO Mpernapary Ta no4yeKkaTy IoHaiMeHIe 15 XBUINH 10
TOT0, SIK 3HOBY iX OZSITaTH.

[ToBimomIIsIIOCS IPO BUMAIKU, KOJM OSH3AIKOHIIO XJIOPH/I, SKHI IIMPOKO BUKOPHUCTOBYETHCS IKKOHCEPBAHT Y
CKJIa/1 0(TaNbMOJOTTYHUX JIIKAPCHKUX 3aC001B, CIPUUYUHSIB TOUYKOBY KEpATOMaTiio Ta/ab0 TOKCUYHY BUPA3KOBY
keparonarito. Ockiapku npenapar HeBana® MicTHTh O€H3AIKOHIIO XJIOPH/, CITiT 3MiHCHIOBATH PETEIbHUIN
MOHITOPHUHT IPU YaCTOMY a0 TPUBAJIOMY 3aCTOCYBaHHI Ipenapary.

MicrieBe 3acToCyBaHHS MPOTH3ANAIBHUX JIIKAPCHKUX 3aC00IB MOKE MAaCKyBaTH PO3BHTOK T'OCTPOI iH(EKIIIT OKa.
HII3II He MarOTh aHTUMIKPOOHUX BIACTUBOCTEH. Y pa3i BUHUKHEHHs o4HO1 iHpekuii HII3II cnix 3 ocobnuBoro
00epeXHICTIO 3aCTOCOBYBATH OJHOYACHO 3 IPOTHIH(EKIIHHIMH 3ac00aMH.

3acTocyBaHHs MallieHTaM 3 NOPYIICHHSIM QYHKIIIT NEYIHKY Ta HUPOK

3acrocyBanHs npenapary HeBanak® marieHTam 3 mopylieHHM (QYHKIIT IEYiHKKA Ta HUPOK HE AOCIIHKYBAaIOCs.
Henadenak BUBOIUTHCS 3 OpraHi3My TOJIOBHIM YHHOM HUIIXOM OioTpaHcdopmariii, a CHCTeMHa JIisl Ha OpraHi3M
MICJIsI MICIIEBOTO 3aCTOCYBaHHS € JIy>Ke He3HauHOw. HeMae moTpebu y peryntoBaHHI 1031 A €T KaTeropii
MAIIEHTIB.

[lepexpecHa Yy TIUBICTh
MoxInBa iepexpecHa Yy TIUBICTh MiXK HemaQ)eHaKOM Ta alleTUIICATIIIMIOBOI0 KUCIIOTOO, MTOXITHUMHA
¢deninonToBoi kucaoTu Ta iHmmMMU HIT3I1.

30amuicms ennueamu nHa wieUOKicms peakyii npu KepyeanHi a6mMompaHcnopmom avo pooomi 3 iHuwiumu
MexaHizmamu.

Sk 1y pasi 3aCTOCYBaHHS 1HIIMX OYHUX Kparelb, TAMYacOBE 3aTyMaHEHHs 30py a00 1HIII MOPYIICHHS 30py
MO’KYTh BIUIMBATH Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM a00 IHIIMMH MeXaHi3MaMu. SIKIo 3aTyMaHEHHS
30py BUHUKAE 1] Yac 3aKallyBaHHsI, MaLl€EHTY HEOOX1HO 3a4€KaTH, ITOKH 31p MPOSICHUTHCS, NEPILI HIK KEpyBaTH
aBTOTPAHCTIOPTOM ab0 MPAIFOBATH 3 IHITUMHU MEXaHI3MaMHU.



B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

JocnimkenHs in vitro IpoAeMOHCTPYBAIIU Ay’KE€ HU3bKY MOXJIHMBICTh B3a€MO/I11 3 IHIIMMH JIIKapChKUMU 3aco0aMu
Ta B3aEMOJII ITpH 3B’ s3yBaHHI 3 OIKaMH TUIa3MHU.

AHaJsioru npocrarjiaH/IuHiB.

[cHyI0TB Iy’kKe 0OMeXeHi JJaHi MOA0 OJJHOYACHOTO 3aCTOCYBAHHS aHAJIOTIB MPOCTATJIAaHIMHIB Ta IpenapaTy
HeBanak®. Bepyuu 10 yBaru MexaHi3Mm ix Jii, OIHOYaCHE 3aCTOCYBAHHS 3a3HAYCHUX JIIKAPCHKUX MPEnapaTtiB He
PEKOMEH/TYEThCSI.

PdapMaKoJIOTiYHi BJIaCTUBOCTI.

Dapmaxoounamika.

MexaHi3Mm Jii

Henadenak HanexuTh 10 HECTEPOiMHUX MPOTU3AMATBLHUX Ta 3HEOOTIOBAIBHIX MpoikiB. [Ticist micuieBoro
3aCTOCYBaHHS B OKO HenaeHaK MPOHUKAE Y POTIBKY Ta 3a JOMOMOTOIO TiAPOJIa3u TKAHWHU OKa TIEPETBOPIOETHCS
Ha aM(eHaK, HeCTepOiIHUI MpoTH3anaabHUi mpenapar. AMdeHak IpUrHidye J1i0 CUHTa3u npocrariasauny H
(umKIOOKCUTeHas3m), GepMEHTY, HEOOX1THOTO [T IPOXYKYBaHHS IPOCTarjaHInHYy.

Bropunna dapmakosnoris

VY xoni AOCIHiPKeHb Ha TBapUHAX OyJI0 BCTAaHOBIICHO, IO y KPOJIiB HemadeHaK 3MEHIITy€ IPOHUKHICTh
reMaTopeTHHAIBHOro Oap’epa, olHOYacHO 3 npurHideHHsaM cuntedy PGE (mpoctarnanauny Ep). B ymoBaxex
vivo OyIo MiITBEpKEHO, 110 OHOPA30Ba 1032 HenadeHaKy MiCIIeBO B OKO MPUTHIUY€E CHHTE3 MPOCTATNIAHANHY Y
paitnyxHiit o6ononul/uumiapaomy Tim (85 - 95%) ta ciTkiBui/cyauHHil o6omoHi (55 %) Ha nepion 10 6 ToAuH
Ta 4 TOAWH BIAMOBIIHO.

dapmMakoIMHAMIYHI BJACTUBOCTI

BinbIicTh TiAPOTITHYHIX TEPETBOPEHD BiIOYBAETHCS Y CITKIBI/CYIMHHINA 00O0JIOHII, TOTIM y paiyKHiii 000JI0HIII
/unmiapHOMY TiJIi Ta POTiBIIi, 3aJ€KHO BiJI CTYNEHS BaCKyJspHU3allii TKAaHUHH.

Pe3ynbTaT KIiHIYHUX JOCIIKEHb BKa3yIOTh Ha Te, 0 04Hi Kparti HeBan#kHe BHSBISIOTH 3HAYHOTO BILIMBY
Ha BHYTPIIIHBOOYHUN THCK.

Kniniyni egextu

ITonepeKeHHs Ta JiKyBaHHS HiCASONEpPaIiiHOro 0010 Ta 3aaieHHs, OB I3aHOTO 3 ONEPAITI€I0 3 BUIAIICHHS
KaTapakTu.

ByIo nmpoBezieHO TpH OCHOBHUX JOCIIKEHHS JUTSI OIIIHKH €()eKTUBHOCTI Ta OE3MEKH 3aCTOCYBaHHS MperapaTy
Hepanak® (mmo 1 kparuti npernapary y KOH IOHKTHBaJIbHUIN MIIIOK Ypa)XeHOro oKa (oueit) 3 pasu Ha 1eH)
MOPIBHSHO 13 3aCTOCYBAaHHSM IUTAIe00 Ta/abo KEeTOPOIIAKy TPOMETAMOITY ISl IOTICPE/HKCHHS Ta JIIKYBaHHS
micisionepaiifHoro 600 Ta 3amaneHHs y MaIlieHTIB, SKUM 3A1HCHIOBAIM OMepallito 3 BUAaJIeHHs kaTapakTu. [lix
Yac JIOCTI/KEHb Mperapar MOoYaid 3aCTOCOBYBATH 3a | JIeHB /10 MPOBEJCHHS OTepallii, IPOIOBKYBaIN
3aCTOCOBYBATH B JICHb OMepallii Ta mie npoTsarom 2-4 THXKHIB y micnsonepauiinuit nepioa. Kpim Toro, maibke Bci
NALIEHTH OTPUMYBAJIM aHTUO10TUKHU 3 MPO(PITAKTUYHOIO METOIO BIJOBIIHO 10 KJIIHIYHOI MPAKTUKH KOXKHOTO 3
MICIb IPOBEJICHHSI KJIIHIYHOTO JTOCIIII)KEHHS.

V pe3ynbTaTi ABOX MOABIMHUX CIINUX PAHIOMI30BaHUX IIAIIE00-KOHTPOIHOBAHUX JTOCIIIKEHD Y MAI[IEHTIB, IKUM
3actocoByBaiu npemnapar Heanak®, crioctepiraiaocs 3Ha4HO MEHIIIE 3analieHHs (TPSHUITITaTh y
BHYTPILIHBOOYHIH PIAMHI Ta ONAJIECIEHIIIs) IPOTATOM PAaHHBOI'O MICISONEPALIHHOTO NEPIOAY 1 10 KIHIA
TKyBaHHS, HIXK y Malli€HTIB, IKUM 3aCTOCOBYBaJH Iareoo.

B xoxi 01HOTO MOBIHHOTO CIIIIOTO PaHIOMI30BaHOTO IUIANE00-KOHTPOILOBAHOTO TOCII/KEHHS 3 KOHTPOJIEM
aKTUBHOTO KOMIIOHEHTA Y MAIli€HTIB, SKUM 3aCTOCOBYBaJH npemnapar HeBanak®, crioctepiranocsi 3HaYHO MEHIIIE
3amajeHHs, HiXK Y THX, KOMY 3acTocoByBasH uiame6o. Kpim toro, npenapar HeBana® mpogeMoHCTpyBaB He
HIDKYY €(EeKTHBHICTD 111010 3MEHIIEHHSI OYHOT0 OO0JIIO Ta 3aMajeHHs MOPIBHAHO 3 KETOPOJIAKOM 5 MI/Mi Ta
BUSIBUBCS OLIBIII 3pyYHUM Y 3aKalyBaHHI.

3Ha4HO OUIBIIHNI BiZICOTOK MAIiEHTIB, IKUM 3acTOCOBYBaiu HeBanafl, moBiJOMIIIHU PO BiICYTHICTH OYHOTO OOJTIO
micist onepatii 3 BUIaJdeHHs KaTapaKTy MOPIBHSAHO 3 MallleHTaMU, SIKUM 3aCTOCOBYBAJIH IL1ae0o.

3MEHIIIEHHS PU3UKY BUHUKHEHHS MicAS0NepaIiifHoro MakyasipHOTO HaOPSKY, OB’ 13aHOTO 3 ONEPAIIi€lo 3
BUJIAJICHHS KATAPAKTH, V HALII€HTIB, XBOPUX HA [IYKPOBHUI J11a0e€T.




Jlnst ouiHKH epeKTHBHOCTI Ta Oe3MeKH 3acTOCyBaHHs mpernapaty Hesana® 3 MeTOI0 monepeKeHHsT MaKyJSIPHOTO
HaOPSIKy MICHIs 31HCHEHHS Oneparlii 3 BUIaJeHHs KaTapakTH OyJio MPOBEACHO TPH JTOCTIKEHHS (OHE 32 y4acTIO
MAaIi€eHTIB, XBOPUX HA IIyKPOBHIA JiabeT, ABa 1HIII — 3a y4acTIo MaIieHTiB 6e3 mykpoBoro aiadery). B xomi mux
JOCITIJKEHDb TIpenapaT 3aCTOCOBYBAJIM 32 | JIeHb 10 omeparlii, B IGHb Olepallii Ta MpOTITrOM MiCISIOTepaIiifHOTO
nepiofy, 1o TpuBas 10 90 AHIB.

VY pe3yabTaTi OAHOTO MOIBIMHOTO CIIITOTO PaHIOMI30BaHOTO TUTANE00-KOHTPOIHOBAHOTO JIOCIIIIXKCHHSI MAIlI€HTIB 3
J1a0eTUYHOIO PETUHOMATIEIO OYJI0 BCTAHOBIICHO, 1[0 Y MAIlI€HTIB, IKUM 3aCTOCOBYBANH IJ1are00, MaKyIsIpHUN
HaOpsIK crocTepirasest 3HauHo yacrime (16,7 %), Hik y MaieHTiB, SKUM 3acTocoByBasn npenapar Hesandk (3,2
%). Y OinbII0r0 BIICOTKA MALlI€HTIB, SKMM 3aCTOCOBYBAJIM IUIale00, CIOCTEPIranocs 3HUKEHHS TOCTPOTH 30Dy 3
KOPEKIIi€I0 Ha OUThII HIX 5 psAAKiB y nepion 3 7-ro mo 90-i neHs (a00 mpu T0CTPOKOBOMY NMPUITMHEHH] y4acTi y
nocimkenni) (11,5 %) mopiBHSIHO 3 MallieHTaMu, IKAM 3acTocoByBaiu mpenapar Hesana® (5,6 %). Y 6inbmiocTi
HAIIEHTIB, SIKUM 3aCTOCOBYBaH mpernapat HeBanak®, mOKpaIieHHs: TOCTPOTH 30py 3 KOPEKIIIEIO0 OYII0 JTOCATHYTO
Ha 15 psAaKiB MOPIBHSIHO 3 Malll€EHTaMH, SKHM 3aCTOCOBYBalH maie6o, 56,8 % nopisasHo 3 41,9 % BinmnosiaHo,
p=0,019.

JloKJiHI4HI AaHi 3 6e31eKH

JlokmiHiIYHI 1aHi He BUSBUIM KOJHOTO OCOOIMBOTO PU3UKY JUIS JTIFOWHU HAa OCHOBI CTAaHIAPTHUX JAOCIHIHKEHB
6e3neku, papMakoiorii, TOKCHYHOCTI 6araTopa3oBUX 03 Ta TEHOTOKCUYHOCTI.

JloBrorpuBasi 10CiKEHHS KaHIIEPOTeHHHUX BIIACTHBOCTEH HemadeHaky He TPOBOIHITUCS.

V pe3ynbTati JOCHIKEHb BIUIMBY HenaeHaKy Ha penpoayKTUBHY (DYHKIIIO, 1110 IPOBOJWINCS HA I1ypax, Ipu
no03ax >10 MI/Kr, TOKCHYHUX [T MaTepi, CIocTepiranacs TUCTOILIs, MiABUIIEHIH PU3HUK ITOCTIMIDIAHTAIIITHOT
BTPATH, 3MEHIICHHS MacH TU1a Ta YIOBUIBHEHHS pOCTY eMOpiOHa, a TAaKOK 3HM)KEHHS MOKA3HUKIB BUKUBAHHS
10/1a. 3aCTOCYBaHHS BariTHUM KPOJHISIM 1031 30 MI/KT, sIKa PU3BOAMIIA 10 HE3HAYHOI TOKCHYHOCTI Y KPOJIHIIb,
IPOIEMOHCTPYBAJIO CTATUCTUYHO 3HAaUyIIe 301IbIIEHHS YaCTOTH BaJ PO3BUTKY IJIOJA.

Dapmaxoxinemuxa.

AbcopOris

[Ticis 3akamyBaHHsT OYHUX Kparesis HeBana® 3 pasu Ha jieHb B 00M/IBa OKa KOHIICHTpaIlis HermadeHaKy Ta
amdeHaky y Tia3mi KpoBi OUTBIIOCTI MAIIEHTIB yepe3 2 Ta 3 TOJUHHM MicIs 3aCTOCYBaHHS BiANOBIAHO Oya
HU3BKOI0, aJIe TaKO¥0, IO TMiaBaiacs KiIbKiCHOMY BH3HaueHHI0. CepellHe MOCTiHEe 3HAYeHHS KOHIICHTpALii y
wia3Mi Cyaxe HemageHaky Ta amdeHaky micist MicieBoro 3actocyBaHHs cranoBuio 0,3100,104 ur/ma ta 0,4220]
0,121 ar/ma BIAMOBiAHO.

Posnonin

AM(peHak Mae BUCOKY CITOPIIHEHICTH 3 aTbOyMIHOM CHPOBAaTKU KPOBin Vitro BiICOTOK, SIKAH 3B’ SI3yBaBCS 3
aJIbOYMIHOM I11ypiB, aJIbOYMIHOM JIFOJIMHHU T4 CHPOBATKOIO KPOBI JIFOJUHU, cTaHOBHB 98,4 %, 95,4 % Ta 99,1 %
BiJITIOBIiTHO.

JlocipKeHHs Ha [{ypax 1MoKa3aio, 10 Micis IepopaibHOro BBEICHHS OJHOPA30BOi Ui Oaratopa3oBoi qo3u4 C-
HernadeHaky pasiakTHBHO MiY€HI PEYOBHHHU, ITOB’A3aHi 3 aKTUBHOIO CyOCTaHIIIEIO TIpenapary, MOIHPIOIOTHCS MO
BCHOMY TLIY.

biotpancdopmartis

Henadenak BiTHOCHO MBHUIKO O10aKTUBYETHCS 10 aM(eHAKy 3a JOTIOMOTOI0 BHYTPIIIHBOOYHOT rifposnasu. [licis
HOT0 aM()eHAK MiATAETHCS TIOBHOMY METa00I1i13My 1O YTBOPEHHS OLIBIII MOJSIPHUX META0O0MITIB, BKIIOYAIOUN
T'1IPOKCHITIOBAHHS QpOMATUYHOTO KUTBIIS, IO TPU3BOAMTH J0 YTBOPEHHS TJIIKYPOHITHOTO KOH fOTaTy.
PanioxpomaTtorpadiunuii aHami3 10 Ta MiCis TiApoi3y B-TIOKypoHiga3u MoKa3as, 1Mo Bci MeTadomitu Oy y gpopmi
TIIIOKYPOHITHUX KOH 'IoraTiB, KpiM aMmdenaky. AM¢eHak rnepeBakaB y Iiia3Mi, CTaHOBISTYM puOu3Ho 13 %
3arajibHOl Pai0aKTUBHOCTI T1a3Mu. [Ipyrum MeTabomiToM, SKUH y BENUKii KITBKOCTI OyB MPUCYTHIH y T1a3mi,
BUSIBHBCS S5-TiJ[poKcHHENa(eHaK 3 MOKa3HUKOM MPUOIU3HO 9 % Bij 3arajibHOI pai0aKTUBHOCTI MPH Gyaxc-
Bzaemogis 3 iHImMMHU JiKapchbKuMU 3aco0amMu: HenmadeHak Ta aM(eHak He MPUTHIYYI0Th MeTabo113My OCHOBHHX
moacekux muroxpomiB P450 (CYP1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4) in vitro y kouteHTpanisx 1o 300 ar/mir.
TakuMm unHOM, B3a€MOIis, TTOB’s3aHa 3 CYP-omnocepenkoBaHMM MeTa0O0I3MOM 1HIIUX
JKapChKUX 3ac00iB, 110 3aCTOCOBYIOTHCS CYNyTHBO, € MAJTOWMOBIpHOI0. B3aeMois, onocepenkoBaHa
3B’SI3yBaHHSIM 3 O1JTKOM, TaKOX MaJOWMOBIpHA.

Busenenns




[Ticns nepopanbHOro npuiiomy 14C-Henadenaky 310poBUMH T00POBOIBISME OYJI0 BCTAHOBIICHO, 10 PEYOBHHA
BHUBOJIMTHCS TOJIOBHUM YHHOM 3 CE€UeI0, MPUOIM3HO 85 %, TOI SIK Yepe3 KUIICYHUK BUBOIUTRLCS JIUIIE OIU3BKO 6
% no3u. Kinekicte HenageHaky Ta aMmeHaky y cedi Oyja Takoro, 110 He MiJAAEThCs KITbKICHOMY BU3HAYEHHIO.
ITicist 3acTocyBaHHsI 0JTHOPA30BOi J103H mpenapary Hesana® 25 martieHTam miciis orepartii 3 PUBOLY BHIAICHHS
KaTapaKTH KOHIIEHTPAIIII0 PEYOBHH Yy BHYTPIIIHbOOYHIH pifuHi Oyi0 BuMipsiHo yepes 15, 30, 45 ta 60 xBuiuH
TiCIIs 3aCTOCYBAHHS IpenapaTy. MakcuMalibHa KOHIIEHTpAIIisl pEYOBHHU y BHYTPIIIHEOOYHIN PiTuHI
cnoctepiranacs uepe3 1 roauny (KoHIEHTparllis HenadeHaky ctaHoBuUa 177 HI/MII, KOHIIEHTpaIlis aMmpeHaKy —
44,8 ur/mn). L1 nani cBiq4aTs Ipo MIBUIKE TPOHUKHEHHS aKTHBHOI pEYOBHUHHU IIPETapary y poriBKY.

dapmaneBTHYHI XaPAKTEPUCTHKH.
OcHogHi izuko-ximiuni énacmueocmi: OTHOPIIHA CYCIIEH31s BiI CBITIO-KOBTOTO J0 CBITJIO-OPaHXEBOTO
KOJILODY.

Tepmin npuoamnocmi. 2 poku.
Tepmin 30epiranHs micist MEPIIOTO BIAKPUTTA (prakoHa — 4 THXKHI.

YmoBu 30epiranns.
36epiratu npu Temreparypi He Bumie 30 °C.
30epiratv B MIiCISIX, HEOCTYTHUX AJIs JITCH.

YnakoBka. 1o 5 mn y pnakonax-kpanenbHuLsx «Jpom-Teiae®».
Kareropis BinmycTky. 3a penenrom.

BupooHuk.

Ankon-Kyspsop.

Alcon-Couvreur.

Micue3HaxoXKeHHS.

Piiikceer 14, B-2870 Ilyypc, benbris.
Rijksweg 14, B-2870 Puurs, Belgium.



