IHCTPYKIIA
JJIS1 MEIUYHOI0 32CTOCYBAHHA JIKAPCHKOIo0 3ac00y

HEBAHAK®

(NEVANAC®)
Cknao:
ditoua peuosuna: Henadenak; 1 M cycrensii MicTuTh | Mr HenadeHaky;
donomigichi peyosunu. OCH3AIKOHIIO XJIOpHI, KapOoomep 974P, Tuiokcamos, TUHATPIIO eleTar
muriapat, madit (E 421), HaTpito xiopup, HaTpito riApokcu Ta/abo KUCIOTa XJIOPHUCTOBOJHEBA
KOHIIEHTpoBaHa (i perymtoBanHs pH), Boga ouuntieHa.
Jlikapcbka ¢gopma. Kparoni ouHi.
OcHogHi Qizuxo-ximiuni e1acmugocmi: OJHOPIAHA CYCTICH31s BiJ CBITJIO-)KOBTOTO JIO CBITIIO-
OpaH)XEBOI'0 KOJIbOPY.
dapmakoTepaneBTHYHA rpyna. 3acoOu, 10 3aCTOCOBYIOThCS B oprambmortorii. Hectepoinai
npoTtu3anaibHi 3acodu. Hemadenak. Kog ATX S01B C10.
dapMaKoJIOTiYHi BJ1aCTHBOCTI.
Dapmaroounamika.
MexaHi3m aii
Henadenak HaneXuTh O HECTEPOINHUX MPOTU3AMAIBHUX Ta 3HEOOIOBATBLHHUX MpOiKiB. [Ticms
MICIIEBOTO 3aCTOCYBaHHsS B OKO Hema)eHaK NMPOHUKAE y POTIBKY Ta 3a JOTOMOTOIO TiIpoJia3u
TKaHMHHU OKa IEPETBOPIOETHCS Ha aM(eHaK, HECTEPOiTHUH MTPOTU3aNaIbHUM penapaT. AM¢eHak
NPUTHIYYE JiI0 CUHTa3| npocTtartananay H (uukimookcureHasu), GpepMeHTy, HE0OXiTHOTO IS
MIPOAYKYBaHHS MPOCTATJIAaHINHY.
Bropunna dhapmakonoris
VY Xoxi AOCHiKeHb Ha TBapHHAX OYJIO BCTAHOBJIEHO, MIO y KPOJIB HemageHak 3MEHIIye
MPOHHUKHICTh TEeMaTOpPETHHAILHOTO Oap’epa ogHOYacHO 3 mnpurHideHHsM cuHTe3y PGE;

(mpocrarnmanauny E;). B ymoBax ex vivo Oysno miaTBepKeHO, 110 OJHOpPA30Ba 1032 HenadeHaky

MICIIEBO B OKO MIPHUTHIUYE CHHTE3 MPOCTATIAHANHY Y paIyKHii 000JOHII/ MIIIApHOMY Tl
(85 —95%) Ta citkiBi/ cyauHHIM 006050HI (55 %) Ha iepioa 10 6 roaWH Ta 4 TOJIMH BiATOBIIHO.

dapmakoarHAMIYHI BIACTUBOCTI

BinbuIicTh rigpoNMiTUYHUX NEPETBOPEHD BIOYBAETHCS Y CITKIBLI/ CyJIMHHINA 00OJIOHIII, MOTIM Y

paiy>kHii 000JOHIII/IIMITIAPHOMY TiJI1 Ta POTIBII 3aJIEKHO BiJI CTYIICHSI BaCKYJIApU3aIlii TKAHMHHU.

®

Pe3ynbratu KIiHIYHUX JOCIIKEHb BKa3ylOTh Ha Te, IO OYHI Kparii HeBaHak™ He BHSBISIOTH
3HAYHOTO BIUIMBY HAa BHYTPIIIHbOOYHUI THCK.

Kniniuni epektn

[TonepekeHHs Ta JIIKYBaHHS TiCIS0MEePAIIHHOT0 OOJII0 Ta 3aMajJeHHs, OB’ I3aHOTO 3 ONEPaIli€l0

3 BUJIAJIEHHS KaTapaKTH.

Byno mnpoBeneHO Tpu OCHOBHUX JOCHIIDKEHHS IS OIIHKKA €(QEeKTHBHOCTI Ta Oe3neKu

3actocyBanHs npenapary Heamak® (mo 1 kparuti mpemapaTy y KOH'IOHKTHBANBHHH MIllIOK
ypaxeHoro oka (oueil) 3 pa3u Ha JIeHb) OPIBHSHO 13 3aCTOCYBAaHHAM IIale0o Ta/abo KETOPOIaKy
TPOMETAMOJTy JUISl TOTEPEIDKCHHSI Ta JIKyBaHHS IMICIISIONEepaIliifHoro OOJII0 Ta 3amajeHHS Yy
TAIli€HTIB, AKUM 3I1MCHIOBAJIM OTIEpAllilo 3 BUJIaJICHHS KaTapakTu. [1ig 9ac mociipKkeHb mpenapar
MOYaJI 3aCTOCOBYBATH 3a | JICHB JI0 IPOBE/ICHHS OIepallii, TPO0BKYBaJIk 3aCTOCOBYBATH B JICHb
ormepariii Ta me npoTsirom 2—4 TWXHIB y micasonepauiinuii nepiog. Kpim Toro, maiixe Bci



MAIiEHTH OTPUMYBaIM AaHTHOIOTHKU 3 MPOQPUIAKTUYHOK METOI BIAMOBITHO M0 KIIIHIYHOI
MPAKTUKU KOKHOTO 3 MICI[b IPOBEJCHHS KIIHIYHOTO JTOCIIiIKSHHS.

VY pe3yabTati 1BOX MOABIMHUX CHINUX PaHAOMI30BaHMX I11a11€00-KOHTPOIbOBAHUX JTOCIIIKEHb Y

NALienTIB, KM 3acTocOByBau npenapar Hepanak®, crioctepiranocs 3Ha4HO MEHIIE 3aMaTCHHS

(mpeummitaT 'y BHYTPIIIHBOOYHIM pPiIMHI Ta ONAJECUEHIIs) NPOTATOM PAaHHBOTO
HicJIIoNepaliifHoro nepiogy i 10 KiHLS JIIKyBaHHS, HDK y MAaLi€HTIB, SKUM 3aCTOCOBYBAJIU
ianeoo.

B X071 0JTHOr0 MOABIHHOTO CIINOTO PaHI0MI30BAHOTO IJIAE00-KOHTPOIHOBAHOTO JOCIIIKEHHS

3 KOHTPOJIEM aKTHBHOTO KOMITOHEHTA y TAL€HTIB, KM 3aCTOCOByBamn mperapar Hepanak®,

CTIOCTEpITajocs 3HAYHO MEHIIIE 3alaJIeHHs, HIK Y THX, KOMY 3aCTOCOBYBaJH utane6o. Kpim toro,

npenapar Hesanak® mposieMoHCTpyBaB He HIDKYY e)eKTHBHICTb 010 3MEHIICHHS OYHOTO GO0

Ta 3alajeHHsl MOPIBHIHO 3 KETOPOJIAKOM 5 MI/MJI Ta BUSIBUBCS OUTBII 3pYYHUM Yy 3aKaIlyBaHHI.

3HaYHO OUIBIIMK BIJICOTOK IMAIIEHTIB, SKUM 3aCTOCOBYBAIH HeBaHaK®, MOBITOMUJIH  TIPO

BIJICYTHICTb OYHOTO OOJTIO ITiCIIs OTepaltii 3 BUAAICHHS KaTapaKTH MTOPIBHSHO 3 MalliEHTAMH, STKUM
3aCTOCOBYBAJIH ILTANE00.

3MCHIIIEHHS PU3MKY BUHUKHEHHS IMiCII0NCPAlliIHOTO MAaKYJISPHOrO HAaOpsKy, IOB’SI3aHOrO 3
OIIEPALII€I0 3 BUIAJEHHS KaTapaKTH, V MIAII€HTIB, XBOPUX Ha IYKPOBUI JiaberT.

Jlns ouiHku e(eKTHBHOCTI Ta Oesmeku 3acTocyBaHHs mupermapary Hesamak® 3 meroro

MoTepeKeHHsT MaKyJISIpPHOTO HAOpsKY Micis 3A1MCHeHHS onepallii 3 BUJaIeHHs KaTapakTu OyJo
MIPOBEJICHO TPHU JAOCITIKEHHS (O/IHE 32 YJacTIO MaIi€HTIB, XBOPHUX Ha IyKPOBUM Aia0beT, 1Ba 1HII1
—3a y4acTIO MalieHTiB 6e3 IykpoBoro Aiadety). B xoni nux gociiakeHs mpemnapaT 3aCTOCOBYBaIH
3a 1 meHs 10 omepalrlii, B IeHb OIeparlii Ta MPOTATOM MiCIsSIONepaiifHoro nepioay, 1o TPUBaB 10
90 muiB.

Y pe3ynbTari OJHOTO TMOABIHHOTO CHIMOrO0 PaHIOMI30BAHOTO IM1aie00-KOHTPOIHLOBAHOTO
JOCTI/PKEHHSI 32 Y4YacTIO MAIll€HTIB 3 A1a0€TUYHOI0 PETHHOMATIE Oylo BCTAaHOBIEHO, L0 Y
NAII€HTIB, SIKUM 3aCTOCOBYBAJIM IUIale00, MaKyJIApHUNA HAOpsIK CIOCTEpiraBcsi 3HAUHO YacTille

(16,7 %), Hix y mauienris, sxum 3actocoBysamu npenapar Hesamak® (3,2 %). ¥V 6inbioro
BiJICOTKA MAII€HTIB, IKMM 3aCTOCOBYBAJIH TUIAIE00, CIIOCTEPITraiocs 3HIKEHHS TOCTPOTH 30pY 3
KOpEKILi€I0 Ha OUIbII HDK 5 psaakiB y mepioa 3 7-ro mo 90-it neHs (abo mpu JOCTPOKOBOMY
NpUIIMHEeHH] y4acTi y pociimkenHi) (11,5 %) mopiBHAHO 3 mali€eHTaMHM, SKHUM 3aCTOCOBYBAJIU

npenapat Hesarax® (5,6 %). ¥ 6inbLiocTi namieHTiB, sKuM 3acTocoByBamu npernapar Hepanax®,

OyJ10 TOCSTHYTO MOKPAIICHHS TOCTPOTH 30pY 3 KOPEKII€r0 Ha 15 psIKiB MOPIBHSHO 3 AI[IEHTAMH,
SIKUM 3aCTOCOBYBaIIH Tutaie6o, 56,8 % mopiBHsHO 3 41,9 % BiamosigHo, p=0,019.

JIOKITiHIYHI JIaHi 3 Oe3MeKH

JIOKJIiHIYHI 1aHi HE BUSBWIM KOJHOTO OCOOIMBOTO PU3UKY JUIS JTIFOJIMHU HAa OCHOBI CTAaHIAPTHUX
JOCTiKEeHb Oe3neKkH, hapMaKoJIorii, TOKCHYHOCTI 0araropa3oBUX J103 Ta TEHOTOKCHUYHOCTI.
JloBroTpuBasi TOCIHIKSHHS KAaHIICPOTEHHUX BIIACTUBOCTEH Henad)eHaKy HE MMPOBOIMIINCS.

VY pesyribTati JOCHiKeHb BIUIMBY HenadeHaky Ha penpoAyKTUBHY (YHKIIIIO, IO MPOBOAMIHCS
Ha IIypax, mpu no3ax >10 Mr/kr, TOKCHYHUX JJI1 MaTepi, CriocTepiraiacs TACTOIIS, T ABUIIICHUN
PU3MK TIOCTIMITIAHTAIIIHOT BTPATH, 3MEHIIICHHS] MacH TiJIa Ta YIOBUILHEHHS POCTY eMOpioHa, a
TaKO’K 3HM)KEHHS IMOKA3HUKIB BUKMBAHHS IU10/1a. 3aCTOCYBaHHS BariTHUM Kponuipsm o3 30
MT/KT, SIKa IPU3BOAMIIA IO HE3HAYHOT TOKCUYHOCTI y KPOJIUIlh, MPOJEMOHCTPYBAJIO CTATUCTHYHO
3HauyIIe 301UTIIEHHS YaCTOTH BaJl PO3BUTKY ILIO/A.

Dapmaxokinemuxa.

AGcopOrtis

IMicist 3aKamyBaHHs o4HMX Kpameas Hesanak® 3 pasu Ha JeHb B 0OMABA OKA KOHIIGHTpALLis
HeradpeHaky Ta aMm(eHaky y muia3mi KpoBi OUIBIIOCTI TMAII€HTIB Yepe3 2 Ta 3 TOAWHU MICIIA




3aCTOCYBaHHS BiAMOBIIHO OyJia HU3BKOIO, ajie TaKOIo, IO MiaBanacs KiTbKiICHOMY BU3HAYEHHIO.
Cepenne mocriiiHe 3HaueHHsI KOHIEeHTpauii y miaa3zmi Cy,e HemadeHaky Ta amdeHaky micis

MicreBoro 3actocyBanHs ctanoBuio 0,310+0,104 ar/mi Ta 0,422+0,121 Hr/MiT BiAIOBITHO.
Posznonin

AM(eHak Mae BUCOKY CIIOPiTHEHICTh 3 aIbOYMIHOM CHUPOBATKH KpOBi. /1 Vitro BiICOTOK, SIKHI
3B’SI3yBaBCS 3 AIBOYMIHOM y IIypiB, aTbOyMIHOM Yy JIFOJIMHU Ta CHPOBATKOIO KPOBI JIFOJMHH,
cranoBuB 98,4 %, 95,4 % ta 99,1 % BIAMOBIAHO.

JlocmipkeHHsT Ha IMypax I0Ka3ajo, [0 IICHs IepOopaJbHOr0 BBEACHHS OJHOPA30BOI M

GaraTopa3oBoi 1031 1*C-HermadeHaKy paji0AKTHBHO MideHi PEUOBHHH, IIOB’SI3aHI 3 aKTHBHOO
cyOcTaHIIi€r0 Ipenapary, MOIUPIOIOTHCS TI0 BChbOMY TIITy.

biorpancdopmariis

Henadenak BiTHOCHO MIBUIKO 010aKTUBYETHCS 0 aM(EHaKy 3a JIOINOMOI0OI0 BHYTPIIIHBOOYHOI
rigponasu. Ilicms mporo amdeHak MiAMA€TbCsl TOBHOMY METa0OMiI3My 10 YTBOPEHHS OiIBII
MOJIIPHUX METa0O0IITIB, BKIIIOYAIOUU T1IPOKCUIIOBAHHSA apOMaTUYHOIO KIJIbIS, 0 MPU3BOAUTH
70 YTBOPEHHS TJIOKYPOHIAHOTO KOH’foraTy. PamioxpomarorpadgidHuii aHaji3z 10 Ta MicCIs
riipoizy PB-INIIOKYypOHiAa3W IOKa3aB, L0 BCl MeTabomiTé Oynu y Qopmi TIIOKYPOHITHUX
KOH’IOrartiB, KpiM amdeHaky. AM@eHak NnepeBakaB y IJIa3Mi, CTaHOBJIAYM NpuOau3Ho 13 %
3arajbHOI Pa/jloaKTUBHOCTI IU1a3MH. [[pyrum metaloiiToMm, SIKMH y BENHKIM KIJTbKOCTI OyB
MPUCYTHIN y TIuIa3Mmi, BUSBHUBCS S-TiApoKCHMHeNaeHak 3 MOKa3HUKOM MpubauzHo 9 % Bin
3arajnbHOI pailoakTUBHOCTI MPH Cyarc-

B3aeMoist 3 iHITUMHU JIIKapCHbKUMHU 3aC00aMu: y JIFOJJUHU HenaeHak Ta aM(eHak He IPUTHIYYIOTh
MeTabomizMmy ocHoBHUX nutoxpomiB P450 (CYP1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4) in vitroy
koHneHTpanisax A0 300 ar/miu. Takum 4MHOM, B3a€MOIis, TTOB’sI3aHa 3 CYP-
OTIOCEPEIKOBAHUM METa0OJi3MOM IHIIUX JIKaApPChKUX 3aC00iB, 10 3aCTOCOBYIOTHCS CYIYyTHBO, €
MasloiiMoBipHOI0. B3aemonist, onocepeikoBaHa 3B’ sI3yBaHHAM 3 OLJIKOM, TAKOX MaJIOMMOBIpHa.
Busenenns

Ilicis mepopaibHoro mpuitomy [4C-renadenaxy 310poBUMHI K06POBOIBISIME 6YII0 BCTAHOBICHO,
10 PEYOBHHA BUBOIUTHCS TOJIOBHIM YHHOM 3 CeUelo, MpUOIM3HO 85 %, TOM1 AK Yepe3 KUILIECUHUK
BUBOJUTHCS JHie Omu3bko 6 % mosu. KinbkicTs HenageHnaky ta amdeHaky y cedi Oyna Takoro,
10 HE MAJAETHCS KUTbKICHOMY BU3HAYEHHIO.

[Ticns 3acTocyBaHHSI OJTHOPA30BOi JIO3U IMperapaTy Hepanax® 25 maumientam micis omeparii 3
NPUBOJY BHJAJECHHA KaTapakTH KOHILIEHTpPALlI0 PEYOBHH Yy BHYTPIUIHBOOYHIM piAMHI OyJ0
BuMmipsiHo uepe3 15, 30, 45 ta 60 XBWJIMH micisl 3aCTOCYBaHHs mpernapaTry. MakcumaibHa
KOHIEHTpallll pPEYOBMHU Y BHYTPIIIHBOOYHIN PpIAMHI crocTepiranaca uepe3 | ToauHy
(xoHmeHTparis Hermadenaky craHoBmwia 177 Hr/mul, KoHIEHTpallis ampenaky — 44,8 ur/mvm). 1i
JlaH1 CB11YaTh MPO IIBUJIKE MPOHUKHEHHS aKTHBHOI PEYOBUHH IpENapaTy y pOriBKY.

Kuainiuni xapakrepucTuku.

Ilokazanns.

Hepanax® 3aCTOCOBYIOTH JIOPOCIIHM JUISL:

- 3arnobiraHHs Ta JiKyBaHHs OOJIIO 1 3aMajeHHs Micis oneparii 3 BUAaJICHHS KaTapaKTy;

- 3HWKEHHS PU3UKY BUHUKHEHHS MaKyJSIpPHOIO HaOpsKY IICJIs onepanii 3 BUaJICHHS KaTapaKTH
y MAIi€HTIB, XBOPUX Ha IIyKPOBUH aiabeT (AuB. po3ain «PapMaKoIOTiyHi BIACTUBOCTI»).

IIpomunokaszanna.

[TigBuIIeHa Yy TIAMBICTh 10 A1F0401 pEYOBUHH, OY/Ib-SIKOT'0 3 KOMIIOHEHTIB MpenapaTy abo iHIIuX

HECTepOiHUX NMpoTu3ananbHux npenaparis (HII3II).

Hepaunak® npoTuokasaHuii namieHTaM, y SIKHX 3aCTOCYBAHHS Al[eTHICATIINIOBO] KHCIOTH a60

inmumx HIT3II cnpuunHsie Hanaan acTMH, KpONHUB’ THKY a00 TOCTPUN PUHIT.



B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

Onnouache 3actocyBanHs MicueBux HII3II Ta crepoimiB MoXe yCKIaJAHUTH 3arOlOBaHHS PaH.

OpnHouacHe 3actocyBants npenapary Hesanax® 3 nikapcbkumu 3aco6amu, mo 301IbIIYIOTh Yac
y

3TOPTAaHHS KPOBI, MiJIBUIIYE PU3UK BUHUKHEHHS KPOBOTEY.

JIOCHiDKEHHS. in Vitro TPOJEMOHCTPYBAJIM JyXe HHU3bKY IMOBIPHICTb B3a€MOAIl 3 I1HIIMMHU
JKapChbKUMU 3aC00aMH Ta MOXKJIMBICTD 3B’ I3yBaHH 3 OLIKaMHM TUIa3MHU.

AHanoru npocrariaHivHiB.

IcHy10TB AyKe OOMEXeHi AaHi 00 OJHOYACHOTO 3aCTOCYBAaHHS aHAJIOTIB MPOCTATIAH/NHIB Ta

npemnapary Hepanax®. 3 OTJISITy Ha MEXaHI3M iX [ii, OJJHOYACHE 3aCTOCYBaHHs 3a3HAUYCHUX
JIKapChKUX MpenapariB He PEKOMEHY€ThCS.

Ocobueocmi 3acmocy8anus.

He 3actocoByBatu muis in’exiid. [IpoiHpopMyiiTe mamieHTiB nMpo Te, I10 He CITiJ KOBTATH Mperapar

® Ta mpo HEOOXiAHICTh YHHKHEHHS il COHSYHMX TPOMEHIB i Yac 3aCTOCYBAHHS

npemapary Hepamax®.

HIT3IT ayis MiciieBOoro 3aCTOCYBaHHS MOXYTh NMPU3BECTH 10 KEPATHTY. Y IEAKUX MAII€HTIB 3
MIJBUIICHOI0 YYTJIMBICTIO TpuBajie 3acTtocyBaHHs MicueBux HII3II moxke mnpusBectu 10
MIOIIKO/KCHHSI  CITITENII0, TMOTOHIIAHHS POTIBKH, €po3ii POTiBKH, YTBOPEHHS BHUpPA3KH abo
nepdoparii poriBku. Taki SBUIA CTAHOBJIATH 3arpo3y BTpaTUTH 3ip. [lamieHTH, y SKuX

CHOCTepiFaIOTBCH O3HaKH ITOIKOJXCHHA SIiTEII0 pOFiBKI/I, MOBUHHI HETraiHO IMPUIIMHUTHU
®

HeBanax

3acToCyBaHHA npenapaTy HeBaHak™ Ta MpoWTH 0OCTEXKEHHS CTaHy POTiBKH.

3acrocyBanns HII3II micueBo Moxe yroBuIbHIOBaTH a00 3aTpUMYBATH 3arol0BaHHs paH. Bizomo,
1110 MICIIEBE 3aCTOCYBaHHS KOPTUKOCTEPOI/liB TAKOXK YIOBUIBHIOE 200 3aTPUMY€E 3arOI0OBAHHS paH.
Onnouache 3actocyBaHHs MiciieBux HII3II ta cTepoiniB Moxe yCKIIaJHUTH 3arOIOBaHHS paH.
[ToctmapkeTuHroBHii A0CBia 3acTocyBaHHs MicueBux HII3IT migTBepmkye, M0 mamieHTH, SKUM
MIPOBOJIWIJIM TMOBTOPHI Ta/ab0 ckiIaaHI OQTaIbMOJIOrIUHI omepalii, NalieHTH 3 JCHEpBalli€lo
pOTiBKHM, MaIlieHTH 3 JIe(PEKTOM eMiTeNil0 POTiBKH, IYKPOBUM Iia0eToM, 3aXBOPIOBAHHSIMHU
MOBEPXHI OKa (HAaIpHUKJIaJ CHUHIPOMOM CyXOro OKa), peBMAaTOIAHUM apTPUTOM 3HAXOIATHCS Y
IpyMi pU3UKY 111010 BAHUKHEHHS MOOIYHUX peakiiif 3 00Ky pPOriBKH, sIKI HECYTh 3arpo3y BTpaTu
30py. Takum mnamientam 3actocoByBatu HII3II cmix 3 ocobGmuBoro oGepexHicTio. Tpupane
3actocyBaHHa MicueBux HII3II moxe MiABMIIUTH PU3MK BUHUKHEHHS Ta CTYIIHb TSXKKOCTI
NOOIYHUX peakIlii 3 60Ky pOTriBKH.

[ToBimommsinocs, mo oaHoudacHe 3actocyBaHHs HII3IT B odTampmonorii  Ta npoBeleHHS

o(ranbMoIIOriyHO1 oneparii MOXKyTh OyTH NMPUYMHOIO IHTEHCHUBHHUX KPOBOTEY y TKaHMHAX OKa

(Bxmouaroun ridemn). Hpemapar Hesamak® crtix 3acTocoByBaTé 3 0COGIMBOIO 0GEPEKHICTIO

MaIieHTaM 3 BiJIOMOI0 CXWIBHICTIO J0 BUHUKHEHHS KPOBOTedi a00 TWM, SKi B JaHU dac

3aCTOCOBYIOTH 1HIII JIIKAPCHKI 3aCO0H, 110 MOXKYTh 301JIBIIUTH TPUBAIICTH KPOBOTEUI.

IcHye myxe oOMexeHa KUTBKICTh TJAHUX II0JI0 CYIyTHHOTO 3aCTOCYBAHHS MIpermapaTy Hepanax® 3

aHaJIOTaMHM MTPOCTArIaHAMHIB. 3 OTJISAY Ha MEXaHI3M iX J1ii CyIyTHE 3aCTOCYBaHHS [IUX MTPETapaTiB

HE PEKOMEH/IYEThCHL.

Hepanak® MicTHTh GeH3AIKOHIO XJOpUJ, SIKM MOK€ CHPUYMHUTH MOAPA3HEHHS OKa Ta

3He0apBUTH M’sIKI KOHTaKTHI JiH3U. KpiM TOro, He peKOMeHAy€eThCS HOCUTH KOHTAKTHI JIH3U
Ticist onepauii 3 BUaJIeHHs KaTapaKTH.

[TamieHTiB Cimig MomepeMTH HE HOCHUTHM KOHTAKTHI JIH3M IMiJ Yac JIKYyBaHHSM IMpernapaToM
Hesanak®. SIkmo icHye HEOOXiJHICTH HOCHTH KOHTAKTHI JIH3H HPOTSTOM IEPiOAY JiKyBaHHS,
MalieHTaM CJiJ TOpPaauTH 3HIMATH KOHTAKTHI JIIH3W TIEpe] 3aCTOCYBAHHSIM JIIKAPCHKOTO
Mpenapary Ta noyekaTu MOHaHMeHIIe 15 XBUIIMH 10 TOTO, SIK 3HOBY iX OJSTaTH.



HOBiI[OMJIHJ'IOCH IIpoO BUIIAAKU, KOJIH OCH3AIKOHIIO XJIopuAa, SIKUH IIHAPOKO BUKOPUCTOBYETHCA AK

KOHCEpBAHT Y CKJIa/ll 0P TaIbMOJIOTYHUX JIKapChKUX 3aC001B, CIPUUMHSB TOUKOBY KEpaTONAaTiio

Ta/a60 TOKCHYHY BHPA3KOBY Keparomariio. Ockinbkn npenapar Heanak® MicTUTh GEH3aIKOHIIO

XJIOPHJ, CIi/1 3A1MCHIOBATH PETEIbHUN MOHITOPHHT MIPHU YacTOMy ab0 TPHUBAJIOMY 3aCTOCYBaHHI
npernapary.

MicueBe 3aCTOCYBaHHS MTPOTH3AMATBHIX JIKaPCHKUX 3ac00iB MOKE MaCKyBaTH PO3BUTOK TOCTPOL
iHdexuii oka. HIT3II He MatoTh )KOAHUX aHTUMIKPOOHUX BIIACTHBOCTEH. Y pa3i BAHUKHEHHS OYHO1
iapexmii  HII3IT cmim 3 o0ocoOnuMBOIO  OOEPEKHICTIO  3aCTOCOBYBATH  OJHOYACHO 3
aHTHOAaKTepiaIbHUMH 3ac00aMu.

3acTocyBaHHS HALllEHTAaM 3 NOPYIICHHSIM (PYHKIIT IIEYIHKUA T4 HUPOK
®

3acrocyBaHHA npenapary HeBanak™ marieHTam 3 MOPYIICHHSM (YHKIi MEYiHKA Ta HUPOK HE
nocmpkyBanocs. HenageHak BHBOAMTBCS 3 OpPraHi3My TOJIOBHHM YHHOM  IUIIXOM
OioTpancdopmariii, a cucreMHa il Ha OPraHi3M IICIII MICIIEBOTO 3aCTOCYBAHHS € IyXkKe
He3HauHOor. Hemae moTpedu y KoperyBaHHi JO3M JJIS IMi€i KaTeropii mamieHTiB.

[lepexpecHa Yy TAUBICTh

MoxmBa mepexpecHa YyTIUBICTh MK HemadeHakoM Ta aleTHJICATIIMIOBOI0 KHCIOTOO,
MOX1THUMU (eHIIonTOBO1 KucnoTh Ta inmmmu HIT3I1.

3acmocysanns 6 nepiod eazimuocmi aéo 200y8anHs 2pyoon.

PenponykTrBHA QYHKITIS

JlaHi 110/10 BIUIMBY Mpemnapary Hepanak®

®

Ha PerpOayKTUBHY (DYHKIIIO JIFOJUHH BIACYTHI.
Jlikapcekuit mpenapat HeBaHak™ He CITiJl 3aCTOCOBYBATH KiHKaM PEMpPOAYKTUBHOIO BIKY, SIKi HE
KOPHUCTYIOTHCS HAJIGKHUMHU METOJaMH KOHTpAIeIIii.

BariTtHicTb

Hemae agexBaTHUX JaHUX 11010 3aCTOCYBAHHS MpenapaTy BariTHuUM xiHkam. [1ig yac nocmigxeHpb
Ha TBapwHaX OYJO0 BUSBJICHO PENMPOAYKTHBHY TOKCHYHICTH (AMB. po3ain «Ddapmakosorivxi

BJIACTUBOCTI»). [lOTeHIIMHUI pU3UK IJ1s1 pENPOIyKTUBHOI (PYHKIIT TI01MHN HeB1AOMHA. OCKITBKH

CHUCTCMHa ,Z[i}l npenapary HeBaHaK® Ha opraHi3M HEBAriTHUX JXIHOK € HE3HAYHOKO, PHU3UK

34CTOCYBAaHHA ObOTI'0 IIperapary Hi,I[ 4yac BariTHOCTI MOJKHA BBa)KATH HU3BKUM. O,Z[HaI( OCKLIBKH
34aTpUMKa CUHTC3Yy HpOCTaFJ'IaH)II/IHiB MOK€ HCTaTUBHO BIVIMHYTHU Ha BariTHICTH Ta/abo PO3BUTOK

emMOpioHa/muiona, Ta/abo MOJOrH, Ta/ab0 TMOCTHATAIBHUN PO3BUTOK, HE PEKOMEHAYEThCS

3acTocoByBatu npenapat Hepanax®

HE 3aCTOCOBYIOTh KOHTPAICTITHBH.

['oxyBaHHA rpy 0

Hesinomo, un notparuisie HenadeHak y rpyaHe Mosioko. JlocimipkeHHsT Ha TBapuHaX IMOKa3aly,
o0 HernadeHak MPOHHUKAE y TPyAHE MOJIOKO MaIfokiB. OJHAK HEraTUBHOTO BIUIMBY Ipenapary

Ha HEMOBJISI HE OYIKY€ThCS, OCKUIBKM CUCTEMHA JIisl HenadeHaKy Ha OpraHi3M >KiHKH, fKa TOJy€
®

i 4ac BariTHOCTI Ta KiHKaM PErnpoaAyKTUBHOIO BIKY, SIKi

IPYAAL0, € 1yKe He3HayHOowo. TakuM unHOM, nipenapar HeBanak
TOAyBaHHS TPYAIIO.

30amuicms énnueamu Ha WIGUOKICHb PeaKuyii npU KepyeanHi a6mompancnopmom avo inuumu
Mexanizmamu.

SIk 1y pa3i 3acTOCyBaHHS IHIIMX OYHHMX Kpareib, THMYACOBE 3aTyMaHEHHsS 30py abo iHI
MOPYUICHHSI 30pY MOXYTh BIUIMBAaTH Ha 3/IaTHICTh KEpyBaTH aBTOTPAHCIIOPTOM a00 I1HIIMMHU
MexaHi3MaMH. SIKIIO 3aTyMaHEHHsS 30py BHHHKA€E T/l Yac 3aKalyBaHHS, MAIllEHTy HEOOXiTHO
3a4eKaTH, MOKH 3ip MPOSICHUTHCS, MEpII HIXK KepyBaTH aBTOTPAHCIOPTOM abo MpaloBaTH 3
IHIIMMHA MEXaHI3MaMHU.

Cnoci6 3acmocyeanns ma 003u.

3acTocyBaHHS JOPOCIHM, BKIIOYAIOYH MAIIEHTIB JIITHHOTO BiKY

MO>KHA 3aCTOCOBYBATH ITiJT 9ac




He NEepCBUIYBAaTU PECKOMCHAOBAHOI'O NO3YBAaHHA.

Jluist 3ar06iraHHs Ta TiKyBaHHs GOJIIO 1 3aIaeHHs 3aKamyBaty 1o 1 kpami npemapary Hesanak®

Yy KOH FOHKTUBaJIbHUI MIIIOK YPakKeHOTO OKa (04ei) 3 pa3u Ha JACHb, IOYMHAIOYN 3aCTOCYBAHHS
3a 1 neHp 1o omepatii 3 BUAAICHHS KaTapakTH, MOTIM Yy J€Hb OMepallii Ta y miciasionepariitHuii
nepioj) TpUBANICTIO 10 21 IHS 3rigHO 3 MPU3HAYCHHSM Jikaps. J[o1aTkoBy Kparuio mpemapaTy
notpibHo 3actocyBatu 3a 30—120 XBHIMH 10 omeparii.

Jlnsi 3HWOKEHHS PU3MKY BUHHMKHEHHS MAaKyJSpHOTO HAOpsKy Mmicis omepamii 3 BUAAJICHHSA
KaTapakTu y MAIl€eHTiB, XBOPUX Ha IYKPOBUH naia0er, 3akamyBaTu 1o | Kparui mpemnapary

Hepanak® y KOH’IOHKTHBATBHHI MIIIOK yPaKeHOTO OKa (0ueif) 3 pasw Ha JeHb, MOUMHAIOUH
3acTOCYBaHHA 3a 1 JeHb 70 omepalli 3 BUJAJICHHA KaTapakT, MOTIM y JEHb omnepauii Ta y
micisonepamifauii mepio TpuBaiticTio 10 60 AHIB 3TiAHO 3 MPU3HAYEHHAM Jikaps. JlogaTkoBy
KparuTio npenapaTy notpidHo 3actocyBaru 3a 30—120 XBuIMH 110 omepartii.

Cnocib 3acTocyBaHHS

Jl1s 0 TaIbMOJIOTTYHOTO 3aCTOCYBaHHS.

Crnig TOBIIOMHUTH TAIlEHTa MPO HEOOXITHICT pPETeNbHO 300BTYBaTH (DIakoH Tiepen
3aCTOCYBAHHSIM.

SKII10 0JTHOYACHO 3aCTOCOBYIOTH KUJIbKA JIIKAPCHKUX 3aCO01B ISl MICIIEBOTO 3aCTOCYBaHHS B OKO,
IHTEpBaJl MIX iX 3aCTOCYBaHHSM MOBHHEH OYyTH IIOHANMEHILE 5 XBUIIMH.

1106 momepenuTH 3a0pynHEHHS KIHYMKA KPArelIbHUIl Ta PO3YUHY, HE CIIIJl TOPKATHUCS TOBIK,
NPUWICTIIMX JUISTHOK Ta 1HIINX MOBEPXOHb KIHYMKOM KpanenbHuIi. HeoOxinHo Tpumaru diaakon
LIUIBHO 3aKPUTHM, KOJIM BiH HE BUKOPUCTOBYETHCSI.

HAimu.

besneka Ta edexkTHBHICTH 3acToCyBaHHA mpemnapary Hepanak
npernapaT He peKOMEHI0BaHU JIJIsl 3aCTOCYBAHHS JIITSM.
Ilepeoo3ysanns.

Jlani mpo mepeno3yBaHHS MpenaparoM IMpU 3akalyBaHHI B o4l BIACYTHI. IcHye nyke mana
HMOBIPHICTb, III0 3aCTOCYBaHHsI OLIbIIEe HIXK | Kparii B OKO IpU3BEAE 10 BUHUKHEHHS MOOIYHUX
peakuiii. BUHUKHEHHS MOOIYHMX peakIiii MpHU BUIAJKOBOMY INPOKOBTYBAaHHI Ipemnapary He
OYIKYETHCSI.

Ilo6iuni peaxuii.

VY Xoal KIIHIYHUX TOCTIKEeHb, B IKUX Opanu ydacth 800 marieHTiB, K1 3aCTOCOBYBAJIM IIpemriapat

®

® JITSM HE BCTAHOBJICHI, TOMY

Heanak™, nmo0Giuni peakimii crnoctepiranucs npubnu3Ho y 3 % mnamienTtiB. Lle mpusseno a0
MIPUIMHEHHS 3acToCyBaHHs npemnapary y 0,6 % namieHTiB, 110 BUSBHIOCS MEHILIUM, HIXK y TPYyIIi
Mali€eHTiB, AKi 3actocoByBanu Twrane6o (1,3 %). Ilix yac KIHIYHUX AOCTIIHKEHh HANWOLIBII
MOMMPEHUMH HeOa)kKaHUMHU SIBHIIIAMH OYJIH KepPaTUT, OLIb B 0YaX, YTBOPEHHS JIyCOUYOK IO Kpasix
MOBIK, 5IK1 crioctepiranucs y 0,5 % natiienris.

Hwxkuesa3znadyeHi moOivHI peakxiiii, siki B X011 KIIIHIYHUX JTOCTIPKeHb OyJIM BU3HAHI TAKUMH, 110
TOB’s13aHi i3 3acTocyBauHsM nperapary Heanak®, kmacH}ikylOTbCS TAKMM YHHOM: Ty)Ke 4acTi
(>1/10), gacti (=>1/100 mo <1/10), mewacti (>1/1000 mo <1/100), moomuuoki (>1/10000 mo
<1/1000), piakicHi (<1/10000). YV mexax K0>KHOI I'pyIu MoOIYH1 peakiii NpeAcTaBieHl y MOPAIAKY
3MEHIIEHHS 1X CTYTEHS TAXKKOCTI.

Kuacu cucrem opranis Ilo0iuni peaxuii 3rigno 3 kaacupikaropom MedDRA

[Mopymiennss 3 Ooky iMyHHOI | [1000uHOKI: TIiIBUIIIEHA Yy TIUBICTb.
CUCTEMH

[lopymenns 3 ©Ooky HepBOBOi | [looounoki: 3amaMOpOYEHHS, TOJIOBHUI OLiIb.
CHUCTEMU




OdTanbMo0riuHi NOpYyIIEHHS Heuacmi: xepaTtuT, TOUKOBHM KepaTuT, AePEKT emiTesnito
POTiBKH, alepriYHUi KOH FOHKTHUBIT, OUTb B OIli, BIIYYTTS
CTOPOHHBOT'O TiJIa B OIli, YTBOPEHHs JYCOYOK IO Kpasx
HOBIK.

Ilooounoxki: 3aTyMaHEHHs 30py, CBITJIOOOSI3HB, CYXICTh
oKa, 6medapur, cBepOik OKa, BUALIESHHS 3 OKa, IMiIBHUILIEHA
CJIbO30TE€Ya, 1pUT, XOpoinaiabHa e]y3is, BIAKIAACHHS Ha
pOriBIi, BiAYYTTS AUCKOMGOPTY B OLi, Tinepemis
KOH FOHKTHUBH.

[Mopymenns 3 OOKy IUIYHKOBO- | /I000uHOKi: HyOTA.
KHUIIKOBOTO TPAKTY

[Mopymiennss 3 Ooky mmikipu Ta | [looounoxi: nepMatoxaiasuc, alepriiHuN JepMaTHUT.
I IIKIPHAX TKAaHWH

B mepiox micnmsapeecTpamiitHOTo crmocTepekeHHs Oyiu BUSBICHI HUKYCHABEICHI JT0JATKOBI
moOiuHi peakilii. 3a HaAABHUMHU JaHUMU HE MO’KHA OILIHUTH YacTOTYy iX BUHUKHEHHS. B mexax
KOXHOT'O KJacy CHCTEM OpraHiB MOOI4HI peakilii MpelICTaBieHI B MOPSAKY 3MEHIICHHS IX
TSDKKOCTI.

Kaacu cucrem opraunis IMo6iuni peakuii 3rigno 3 kaacudpikaropom MedDRA

OdranbMonOriyHi MOPYIICHHS BHUPA3KOBUN KEPATUT, CTOHILIECHHS POTiBKH, MOMYTHIHHS
poriBKHM, pyOeub Ha pOriBli, MNOPYIIEHHS MPOIECY
3aroeHHs (pOriBKa), 3HMKEHHS TOCTPOTHU 30py, HAOPSK
OKa, IOJJpa3HEHHS OKa, TinepeMisi oka

[TopymenHs 3 OOKy IUTyHKOBO- | OJIOBaHHS
KHIIKOBOT'O TPAKTY

JlaGopaTopHi AOCIHIHKEHHS I ABUICHUN apTepiabHUN THCK

Hauieumu, xeopi na uykposuii oiabem

VY X0Jli OKpEMOTro JOCIIPKEHHSI 0OMEXEeHO1 KUTBKOCTI Malli€HTiB, XBOPUX Ha IIYKPOBUH JiadeT
®

(N=126), npenapatr HeBanak™ 3acTocoByBayii poTsiroM 60 qHiB a0 AOBLIE A7 TONEPeIKEHHS
BUHUKHEHHS MaKyJIIpHOro HaOpsKy micis onepauii 3 BuaaneHHs karapaktu. [Ipubmuzno y 2 %
LUX TMAaLIEHTIB crocTepiranucs moOiyHl peakiii, SKi MPU3BEIN OO0 MPUIMHEHHS 3aCTOCYBaHHS
npenapaty y 0,8 %, Ta Taki cami pe3ynbratu OyJid OTPUMAaHI y MAIll€HTIB, IKUM 3aCTOCOBYBAJIU

mare6o (0,8 %). [Ipo BUHUKHEHHS Cepo3HUX MOOTYHHMX PEaKIlii, TTOB’ sI3aHUX 13 3aCTOCYBaHHSIM

npenapary Hesanak®, He moBizomisiiocs.

Hwxkuesa3znayeni moOiyHi peakiii Oyjaud BW3HAHI TaKMMH, IO IIOB’s3aHI 13 3aCTOCYBaHHSM
npenapary Hesanax®; Bouu knacudikyioTscs TaKUM YHHOM: y%e dacTi (>1/10), acti (>1/100 g0
<1/10), neuacti (>1/1000 no <1/100), moogunoxki (>1/10000 mo <1/1000) abo piakicHi (<1/10000).
VY Mexax KOXKHOI IpynH MOOIuHI peakiii MpeaCTaBleHl y MOPsSAKY 3MEHIIeHHs IX CTyNeHs
TSYKKOCTI.

Kuacu cucrem opranis IToGiuni peakuii

OdranpMoIOrivHI MOPYIICHHS Yacmi: TOUKOBUM KEPATHT.
Heyacmi: nedexT eniTenito poriBKH.

Oxkpemi nobiuni ecexmu

Knmisiunuii 0cBix TpuBazoro 3actocyBaHms npemapary Hepamak® s momepemkeHHs

MaKyJISIPHOTO HaOPSAKY Iiciis onepailii 3 BUAaJIeHHs KaTapakTH y NAIlEHTIB, XBOPUX Ha IyKPOBUMI
niaber, oOmexenuil. [1o0iuH1 peakiii 3 60Ky OoprasiB 30py y HAlliEHTIB, XBOPUX Ha IyKPOBUH
niabeT, MOXKYTh BUHUKATH 3 OUTBIIOI YaCTOTOX0, HIK Y MAIIEHTIB 1HIIMX KaTeTOpiil (IMB. PO3ILT
«OCco0aMBOCTI 3aCTOCYBAHHS» ).



[TamieHTH, y SKUX CIIOCTEPIralOTHCS O3HAKH MOIIKOKEHHS eMiTeNil0 pOriBKH, TOBUHHI HETAaitHO

®

NPUIIMHUTH 3aCTOCYBaHHs IpenapaTy HeBanak™ Ta MpoOHTH OOCTEXEHHS CTaHy POTIBKU (IHB.

po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

3 MOCTMAPKETHHIOBHX JI0CTTiIKEHB 3aCTOCYBaHHS O4HIX Kpares Hepanak® 6yi10 oTpumano nami
PO BHIAJKK TIOMIKOPKEHHS/TIOPYIIEHHST POTIBKOBOTO ermiTelnito. CTyIiHp TSDKKOCTI TaKuX
NMOOIYHUX SIBHII] BapiO€ BiJl HECEPHO3HMUX MOPYIIEHB IITICHOCTI POTiBKOBOTO EIITEIII0 A0 OLTBII
CepHO3HUX SIBUILL, SIKi TOTPEOYIOTh XipypriuHOro BTpYYaHHs Ta/abo JIKyBaHHS Uil BiTHOBJICHHS
TOCTPOTH 30pYy.

3riHo 3 TaHUMH TOCTMAapKETHHTOBOTO TOCBimy 3actocyBaHHs MiciieBux HII3II, mamienTu, skum
MIPOBOAVIIN CKJIQIHI O()TaIbMOJIOTIYHI OTeparrii, MaieHTH 3 JCHEPBAIli€l0 POTiBKH, MAIIEHTH 3
ne(eKToM emiTeNio POriBKH, IyKPOBUM J1iabeTOM, 3aXBOPIOBAaHHIMH TIOBEPXHI OKa (HAIIPUKIIA/
CHHJIPOMOM CYXOTO OKa), peBMAaTOiTHHM apTPUTOM Ta MAI[IEHTH, SKHUM IMPOBOJWIH MOBTOPHI
odTampMOIIOTIUHI omepallii 3 KOPOTKHUM I1HTEPBAJIOM, 3HAXOAATHCS Y TPYMi PHU3HWKY IIOJIO0
BUHUKHEHHS MMOOIYHMX peakiiii 3 OOKy pOriBKH, SIKi HECyTh 3arpo3y BTpatu 3o0py. [lpu
NpU3HAYCHHI HenmageHaky MalieHTaM, XBOPUM Ha I[yKpOBHH JiabeT, 3 METOIO IMOTepeKeHHS
BUHUKHEHHS MaKyJSIpHOI'O HaOpsIKy Miciis omepauii 3 BUJAJIEHHS KaTapakTd Ta IMPH iICHYBaHHI
iHIMX (QaKTOpiB PHU3HMKY CJiJ TOBTOPHO OIIHWUTH CITIBBIHOIIEHHS KOPUCTH/PU3UK Ta
3IACHIOBATH PETENBHUI MOHITOPHHT CTaHY TAIli€HTA.

Tepmin npuoamuocmi. 2 poxu.

Tepmin 30epiranHsst miciIst MEPIIOTO BIAKPUTTS (PrrakoHa — 4 THKHI.

YmoBu 30epiranns.

30epiratu pu Temreparypi He Bumie 30 °C.

30epiratu B MiCISX, HEAOCTYITHHUX JIJIS TITCH.

YnakoBka.

ITo 5 M y durakoni-kpanensuutli «J{pomn-Teitrep®»; o 1 ¢uiakoHy B KOpoOIli 3 KApTOHY.
Kareropis Binmyctky. 3a perentom.

Bupoouuk.

Anxon-Kysprop/

Alcon-Couvreur.

Micue3HaxoakeHHs] BUPOOHUKA Ta ajgpeca Micusi NPOBAzKeHHsI HOro AislJIbHOCTI.

Piiikcser 14, B-2870 I1yypc, benbris/

Rijksweg 14, B-2870 Puurs, Belgium.



