IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HEBAHAK"®

(NEVANAC®)

Cknao:
Oitoua pevosuHa: HenadeHak; 1 M cycnensil micTuth 1 Mr HenadeHaKy;

donomidcHi peuosuHu: OeH3aNKOHII0 XI0opum, Kapbomep 974P, TunoKcamomi, fUHATPIO egeTaT
murigpat, MaHiT (E 421), HaTpito xyIopup, HATPilo Timpokcua Ta/abo KMCI0Ta XJIOPHCTOBOOHEBA
KOHIIEHTpOBaHa ([yig perynioBanHsg pH), Boga ouniieHa.

JlikapcbKa ¢popma. Kparmni ousi.

OcHo8HI (i3uko-ximMiyHi 8/1acmuBocmi: ODHOPiHA CyCIIeH3is Bif CBIiTIIO-)KOBTOTO [0 CBITIO-
OpPaHKEBOT'0 KOJILOPY.

dapMakoTepanmeBTHYHA rpymna. 3aco0wu, 1110 3aCTOCOBYIOTECS B opTanmbMoriorii. HectepoinHi
npoTu3ananbHi 3acobu. Hemadernak. Kom ATX S01B C10.

®apMaKoIOriyHi BJIaCTHBOCTI.

dapmakoOuHamika.

Mexani3M mil

HenadeHak HalexXuTh 0 HECTEPOIMHUX IIPOTH3ANaIbHUX Ta 3HEOO0 II0BAaIbHUX IPOJTiKiB. ITics
MiCLIeBOTO 3aCTOCYyBaHHA B OKO HenaeHaK IIPOHUKAE Y POTiBKY Ta 3a HOIIOMOTIOI0 Tigpoia3yd TKaHUHI
OKa IepeTBOPIETLCA Ha aM(peHaK, HeCTEePOigHUY TpoTU3alalbHul IpenapaT. AMdeHaK IPUTrHidye
Iit0 CMHTA3W MpocTarjanauHy H (IuKnookcureHasu), GepMeHTy, HeoOXiqHOTO M7 IPOOYKyBaHHS
IIpOCTarjiaHguHY.

Bto PUHHA @a QMaKOHOFiH

Y xopmi mocmigXKeHb Ha TBapuHax 0yJI0 BCTAHOBJIEHO, 110 Y KPOJIiB HemMadeHaK 3MEHINYE MTPOHUKHICTh
reMaTOpeTUHAJIbHOT0 0ap’epa OMHOYACHO 3 MpuUrHiveHHsM cunTe3y PGE, (mpocrarmaununy E,). B
yMOBax ex vivo 0yyo migTBepaKeHo, 1[0 OIHOPa30Ba f03a HemnadeHaKy MiClleBO B OKO IIPUTHIYYE
CHHTEe3 IPOCTarlaHANHY y palifiykHiil 060m0HLi/ numiapaoMy Tim (85 - 95%) Ta ciTkiBi/
cymuHHiN# 06omoHLi (55 %) Ha mepiox o 6 roguH Ta 4 TOOWH BiNIOBIMHO.



®apmakogWHaMiYHi BIaCTUBOCTI

BinpmicTh rifpomiTHYHNX IIePEeTBOPEHD BifOyBa€ThCA Y CiTKiBIi/ CyOUHHIM 000JIOHI, IOTIM ¥
pauayxHii 000TOHIN/IIUITiapHOMY TiJli Ta POTIBII 3a/IeXKHO Bifl CTYIIeHs BacCKyJsapHu3allil TKAaHWUHU.

PesyneraTy KIIiHIYHUX JOCIIIXKEHb BKA3yIOTh Ha Te, 110 OYHI Kparii HeBanak® He BUSBIISIOTH
3HQYHOT'O BIUIMBY Ha BHYTPIIIHBOOYHUU TUCK.

Krigiygi edekTu

[TonepenkKeHHs Ta JiKyBaHHS IIic/sonepalliiiHoro 600 Ta 3allaleHHs, 0B’ 13aHOT0 3 Oepalli€lo 3
BUIAJIEHHS KaTapaKTH.

Bymno npoBefgeHo TpU OCHOBHUX JIOCHIIXKEHHS U151 OIIiHKY e()eKTUBHOCTI Ta 6e31eKu 3aCTOCYBaHHS
npenapaty Hesanak” (o 1 KpaIuii npenapaty y KOH IOHKTHBAIbHUI MIIIOK ypazKeHoro oka (oueii) 3
pasu Ha [eHb) MOPIBHSHO i3 3aCTOCYyBaHHAM Inaiebo Ta/abo KeTOpoIaKy TPOMETaMOITy OIS
TOTIepeIKeHHs Ta JIIKYBaHHS ITic/IsIonepaliifHoro 6010 Ta 3aMaieHHs Y MallieHTiB, SKUM
3O1MCHIOBAJIM Ollepallilo 3 BUfajieHHs KaTapakTu. [lig yac mochnigeHb penapart no4aiy
3aCTOCOBYBATH 3a 1 IeHb [0 IPOBEEeHHS Omepallil, IPOIOBXKYyBaJll 3aCTOCOBYBAaTH B IEHD Ollepallil Ta
I1e IpoTAroMm 2-4 TUXKHIB y Iicnsonepauidauy nepiog. Kpim Toro, Maiike BCi MallieHTH OTPUMYBaJl
aHTUOIOTHKY 3 TPOGITaKTUYHOI0 METO0 BiITIOBIIHO N0 KITiHIYHOI MPAaKTUKK KOXKHOTO 3 MiCIlb
IIPOBEOEeHHS KITiHIYHOT0 AOCHiAXKEHHS.

Y pe3ynbTaTi IBOX MOABIMHUX CIIMNX PaHAOMi30BaHUX I1a1eb0-KOHTPOIHOBAHUX AOCTiAKEHD Y
TaIi€HTiB, SKMM 3aCTOCOBYBasM IpenapaT HepaHak”, CrocTepiraaocs 3Ha4HO MEHINE 3allajleHHs
(mpenuniTaTé y BHYTPIIIHBOOYHIN PiAMHI Ta OnasecleHIlis) IPOTAroM PAaHHBOT0 HiCIg0IepaliiHoro
nepiony i mo KiHIS JTiKyBaHHS, HiX y HaI[iEHTIB, IKUM 3aCTOCOBYBa mareoo.

B xopmi 0fHOTO MOABIMHOTO CIIINOro paHAOMi30BaHOr0 MIane00-KOHTPOILOBAHOT'O OOCTIIKEHHS 3
KOHTPOJIEM aKTHBHOI0 KOMIIOHEHTA y Ial[i€HTiB, IKKM 3aCTOCOBYBaJI Ipenapar HepaHak ",
CIlocTepiranocst 3HayHO MeHIIe 3amajieHHs, HiXK y TUX, KOMY 3aCTOCOBYyBasu 1aiebo. Kpim Toro,
npenapat HepaHak” OpOJEMOHCTPYBAB He HUKYY e(eKTHBHICTh IOM0 3MEHIICHHS 0YHOr0 6OJII0 Ta
3arajeHHs MOPiBHSHO 3 KETOPOJIAKOM 5 MT/MJI Ta BUSBUBCS OiNIbII 3pYyYHUM y 3aKallyBaHHi.

3Ha4HO GinbINKit BiICOTOK IAIli€HTIB, SKUM 3aCTOCOBYBAJU HeBaHak”, MOBiIOMUIIE IIPO BiICYTHICTb
ouHoro 00JIto micyg ornepallil 3 BufaJeHHs KaTapakTH MOPiBHSAHO 3 MallieHTaMu, IKUM 3aCTOCOBYBaJIu
m1aeoo.

3MeHIIIeHHS PU3UKY BUHUKHEHHS Iicas0mepallifHioro MakyJIsgapHOTro HaOpsKYy, OB’93aHOr0 3
ollepalli€io 3 BUaIeHHs KaTapaKTH, V MAIlieHTiB, XBOPUX Ha IIYKPOBUX HialeT.

Inst ouiHKY e(eKTUBHOCTI Ta 6e3MeKH 3aCTOCYBaHHs IpenapaTy HesaHak”® 3 METOIO HONEPENKeHHI
MaKyJIsIpHOTO HaOPSKY Iics 3hiliCHeHHS ollepallil 3 BUfaleHHSI KaTapaKTu OyI0 IpOBeNeHO TPH
HoCTimKeHHs (0OfHe 3a y4acTIOo IallieHTiB, XBOPHUX Ha IIyKpoBUii fiabeT, gBa iHIIi - 3a y4acTiO
nauieHTiB 6e3 HyKpoBoro miabeTy). B xofi 1ux mocmigXkeHb mpenapaT 3aCTOCOBYBaiX 3a 1 IeHb [0
omepallil, B AeHb omepallil Ta IPOTArOoM MiCc/Ig0NepauivHoro nepioay, mo tpusas fo 90 gHiB.

Y pe3ynbTaTi OQHOTO MOABIMHOTO CJIIIIOT0 PAHAOMi30BAHOI0 MIIalie00-KOHTPOILOBAHOTO MOCTiIKEHHS
3a y4acTIo MallieHTiB 3 fiabeTUYHOIO peTUHONATiel0 6yJI0 BCTAHOBIIEHO, 10 Y MAIliEHTIB, SKUM
3aCTOCOBYBaJIH I1ale00, MaKyIsapHUM HaOPSK CriocTepiraBcs 3HayHO dacriire (16,7 %), HiXK y
IallleHTiB, IKUM 3aCTOCOBYBAJIU IIpernapaT Hesanak® (3,2 %). Y 6ibIIoro BigcoTKa HAIli€HTIB, SKIM
3aCTOCOBYBaJH I1alebo, CIocTepiranocs 3HUKEHHS TOCTPOTH 30pYy 3 KOPEKITi€lo Ha OinblI HixXK 5



pApKiB y nepiof 3 7-ro mo 90-i geHb (abo npu JOCTPOKOBOMY NPUNMHEHH] y4acTi y HOCTiAXKEeHH])
(11,5 %) nOpiBHAHO 3 NalliEHTaMH, IKMM 3aCTocoByBanu npenapaT Hesarak® (5,6 %). V GinpmrocTi
Tali€HTiB, SKMM 3aCTOCOBYyBaIy npenapaT Hepanak®, 6y/10 HOCATHYTO MOKPAIeHHS TOCTPOTH 30pY 3
KOPEKIIi€o Ha 15 psKiB MOPIBHSHO 3 MalliEHTaMu, SKMM 3aCTOCOBYBasIH I1alebo, 56,8 % mopiBHSHO
341,9 % Bigmosigao, p=0,019.

HokmiHiyHi naHi 3 6e3neKu

IokiHiuHi JaHi He BUSBUIIN XKOOHOTO 0COGIMBOTO PUIUKY IJIS JIIOOUHU HA OCHOBI CTAHIAPTHUX
OOCIimXXKeHb 6e3meKH, papMaKoJIorii, TOKCHYHOCTiI 6araTopa3oBUX 03 Ta TeHOTOKCHYHOCTI.

,HOBI"OTpI/IBaJ'Ii OOCTimXKeHHS KaHIEPOTreHHUuX BJIACTUBOCTEM Hena(beHaKy He IIPOBOOUIIUACA.

Y pe3ynbTaTi HOCTigXKeHb BIIUBY HenlaeHaKy Ha PENPOIYyKTUBHY GYHKIIIIO, 10 TPOBOAUINCS Ha
mypax, Ipu go3ax =10 MI/Kr, TOKCUYHUX AJI MaTepi, CriocTepiranacs UCTOLS, MiABUIIIEHUN PU3UK
IIOCTiMIIIaHTAIliHOI BTpaTH, 3MEHIIIEHHST MacCH Tilla Ta YIOBiIbHEHHS POCTy eMOpioHa, a TaKoXK
3HUKEHHS [T0Ka3HUKIB BUXKUBAHHA [1J1071a. 3aCTOCYBaHHS BariTHUM KPOJIULSAM 03U 30 Mr/Kr, Ka
IPU3BOJKIIA 10 HE3HaYHOI TOKCUYHOCTI ¥ KPOJIUIlh, IPOAEMOHCTPYBAI0 CTAaTUCTUYHO 3HAUYIIE
30i/IbIIEHHS YaCTOTH BaJ PO3BUTKY IIJIOfA.

dapmakoKiHemuxka.

AGcop6irist

[licns 3akanyBaHHS OYHUX Kparelb Heanak” 3 pa3u Ha [eHb B 00MBa OKa KOHIIEHTPALisl
HemadeHaKy Ta aMpeHaKy y mi1a3Mi KpoBi OibIIOCTI MallieHTiB yepe3 2 Ta 3 TOOUHY ITiCTs
3aCTOCyBaHHS BifnoBifHO Oyia HU3BKOIO, ajie TaKoo, 10 MigfaBanacs KibKiCHOMY BU3HaY€HHIO.
Cepe[nHe TOCTiViHe 3HAYEeHHS KOHIleHTpallil y nna3Mi C,,. HenadeHaky Ta aM(eHaKy Iic/Is MiClleBOTO
3actocyBaHHs cTaHOBUIO 0,310+0,104 Hr/™Mna Ta 0,422+0,121 #r/Mi BiATIOBIgHO.

Posmnopin

AmbeHak Mae BUCOKY CIIOPiIHEHICTh 3 ambOyMiHOM CUPOBATKHU KPOBi. In vitro BiICOTOK, SIKM
3B’s13yBaBCA 3 alIb,OYMiHOM Y LIypiB, aIb0yMiHOM y JIIOAMHY Ta CUPOBATKOIO KPOBI JIIOAWHY, CTAHOBUB
98,4 %, 95,4 % Ta 99,1 % BigmoBigHO.

HocmimKeHHS Ha IIypax IT0Ka3aJo, 10 MicJs TepopasbHOT0 BBeIeHHs OOHOPa30Boi yu 6araTopa3oBoi
Io3u 14C-Hena(beHaKy pagioaKTUBHO MiueHi pe4YOBUHH, ITOB’I3aHi 3 aKTUBHOIO CyOCTaHIIE0
npenapary, IOLIKPIITHCA 110 BCbOMY Tily.

BioTpancdopmarris

Henadenak BifHOCHO MBUOKO 6i0aKTUBYETHCS 0O aM(eHaKy 3a OIOMOI0I0 BHYTPIIIHEOOYHOI
rigponasu. Ilicasg mporo amdeHak mifgaeThCs TOBHOMY MeTa00I1i3My 10 YTBOPEHHS OiNbII IOISPHUX
MeTaboIiTiB, BK/II0UYal0YH TiIPOKCUIIOBAHHS apOMaTUYHOTO KifbIld, 1110 TPU3BOAUTD N0 YTBOPEHHS
TJIIOKYPOHITHOTO KOH foraty. Pagioxpomartorpadiunuii aHai3 go Ta Iicis Tigpoidy B-ToKypoHina3u
TI0Ka3aB, 110 Bci MeTaboitTu 6ynu y GopMi rIIOKypOHigHUX KOH '10TaTiB, KpiM aMbeHaky. AMbeHaK
nepeBaxXasB y IJla3Mi, CTAHOBISIYY NpubIu3Ho 13 % 3aranbHOl pafioaKTUBHOCTI Ia3Mu. [Ipyrum
MeTaboIiTOM, IKUH Y BeJIHKiil KimbKoCTi OyB MPUCYTHIN Yy My1a3Mi, BUSABUBCS S-TimpokcuHenmadeHak 3
ITOKa3HUKOM mpuoOnmu3H0 9 % Bif 3aranbHOl pamioakTuBHOCTI mpu C,..

B3aeMopis 3 iHmMMY TiKapchKUMU 3acobaMu: y MoguHU HenadeHak Ta aMpeHaK He IPUTHIYYIOTh
MeTabomizmy ocHOBHUX ItuToxpoMiB P450 (CYP1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4) in vitroy



KoHIleHTpalisgx go 300 ur/min. TakuM 4MHOM, B3aEMOZis, IIOB’I3aHa 3 CYP-
OTIoCepeNKOBAaHUM MeTab0/Ii3MOM iHIINX JTiKapChKUX 3ac00iB, 110 3aCTOCOBYIOTHCS CYIYTHRO, €
MaJIoMMOBipHOI0. B3aemopisi, omocepenkoBaHa 3B’si3yBaHHSIM 3 Oi/IKOM, TAaKOXK MaJIOMMOBipHa.

BuBenennsa

ITicns mepopanbHOro npuitoMy ‘C-HenadeHaKy 3[0pOBUMHU J0OPOBOIBIIMY OyII0 BCTAHOBJIEHO, IO
peYoBHHA BUBOIUTHCS TOJIOBHUM YMHOM 3 cedeto, mpuOnu3Ho 85 %, Tomi K 4yepes3 KUIIeYHUK
BUBOIUTHCS nuiie 0mu3bpKo 6 % mo3u. KinbkicTe HemadeHaKy Ta aMpeHaKy y cedi Oyya Takoro, 110 He
MigOaeThCs KiIbKICHOMY BU3HAYEHHIO.

ITicns 3acTOCyBaHHS OMHOPA30Boi 03U mpemnapaTy Hesanak® 25 mallieHTaM Iicys omeparii 3
IIPUBOJY BUIATIEHHS KaTapaKTH KOHIIEHTPAIIil0 PEYOBUH Y BHYTPIIIHBOOYHIHN PifuHi 0y10 BUMIPSHO
yepe3 15, 30, 45 ta 60 XBUNIKH MiC/Id 3aCTOCYBaHHSA IIpenapaTy. MakcumanibHa KOHIEHTpaLlis
PEYOBUHY y BHYTPIIIHbOOYHIN PifuHi criocTepiranacsa 4yepel 1 roguHy (KOHIEHTpallid HenadeHaKy
cTtaHoBuia 177 Hr/Mn, KOHIEHTpallisd ampeHaky - 44,8 ur/mn). Lli gaHi cBig4aTh Ipo MIBUKE
IIPOHUKHEHHS aKTUBHOI PEYOBUHU IIpelapary y POriBKY.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.
HeBaHak"® 3aCTOCOBYIOTh MOPOCITHM [JIS:

- 3amobiraHHs Ta MiKyBaHHS 0OJIIO i 3amajieHHs Iicys omepallil 3 BUAaleHHS KaTapaKTy;

- 3HUKEHHS PU3UKY BUHUKHEHHS MaKyJIgpHOro HaOPSKYy Mic/s omepatil 3 BUgaleHHs
KaTapaKTH y Nali€HTiB, XBOPUX Ha I[yKPoBuH fiabeT (muB. po3min «dapMaKoIoTiuyHi BIaCTUBOCTI»).

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTD [0 AiI040l PeYOBUHHU, OYOb-KOTO 3 KOMIIOHEHTIB IpemapaTy abo iHmmux
HECTEePOIOHUX IPOoTU3ananbHuX mpemnapatis (HIT3IT).

HeBaHak"® IpOTHIOKa3aHUH NAlliEHTaM, y SKMX 3aCTOCYBaHHS alleTHIICAIIIIIIOBOI KACIIOTH a6o
inmmx HIT3TI cipuyunHsie Hamagu aCTMH, KPOTIUB'THKY a00 TOCTpUM PUHIT.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

OpuoyacHe 3acTtocyBaHHS MiciieBux HIT3II Ta cTepoifiB MOXKe YCKIamHUTH 3ar0l0BaHHS PaH.
OpHOYaCHe 3aCTOCyBaHHA mpenaparty HepaHak® 3 IiKapCHKUMH 3aC00aMH, M0 36iIBIIYIOTH Yac
3ropTaHHS KPOBI, MigBUIIYE PU3UK BUHUKHEHHS KPOBOTEYI.

HocninxKeHHS in vitro IPOLEeMOHCTPYBalX AyKe HU3bKY iMOBIpHICTh B3a€MOil 3 IHITUMU
JiKapCchbKUMU 3aco0aMy Ta MOXKJIUBICTE 3B’s13yBaHHSA 3 OiIKaMu IIa3MH.



AHasnory npocTariaHOovHiB.

IcHyIOTD IykKe oOMexkKeHi JaHi I[0JJ0 OHHOYAaCHOTO 3aCTOCYyBaHHS aHaJIOTiB IIPOCTAarjaHAKWHIB Ta
npenaparty HeBanak”. 3 OTJIAAY Ha MeXaHi3M ix [iii, oqHOYaCHe 3aCTOCYyBaHHS 3a3HaYeHUX
JIiKapChKUX IIpernapaTiB He PEKOMEHAYEThCS.

Oco6.1ueocmi 3acmocyeaHHsi.

He 3actocoByBaTtu mns in'ekiini. [IpoiHdopMyiiTe malli€eHTIiB IIPO Te, 10 He CIIi KOBTATHU Ipemapar
HeBanak®, Ta PO HeOOXiAHICTh YHUKHEHHS [Iii COHSYHUX ITPOMEHIB i Yac 3aCTOCYBaHHS IIpernapaTy
Hepanak®.

HII3II pys micueBoro 3aCToCyBaHHSA MOXKYTh IIPU3BECTU [0 KEPATUTY. Y OesAKUX Malli€HTIB 3
IMigBUIIEHO YYTJUBICTIO TpuBasie 3acTocyBaHHs MicieBux HII3II Moxke mpusBecTu o
NIOIIKOIKEeHHS elliTeliio, TOTOHIIAHHS POTiBKM, epo3il poriBKY, yTBOPEHHS BUpa3ku abo mepdopatiii
poriBku. Taki sBUIlla CTAHOBAATh 3arpo3y BTPATUTH 3ip. [1allieHTH, y SKUX CIIOCTEPIraloThCd 03HAKHU
TIOMIKOAKEHHS eMiTeIii0 POTiBKY, TIOBUHHI HeraiiHO IPUIKXHUATY 3aCTOCYBaHHA mpenaparty HepaHak”
Ta MPOUTH 0OCTEXKEHHS CTaHy POTiBKHU.

3acrtocyBanHs HIT3II micuieBo MOKe YIIOBiIbHIOBATH a00 3aTPUMYBaTH 3arol0BaHHS paH. Bimomo, 1110
MicIleBe 3aCTOCYBaHHSI KOPTUKOCTEPOIiB TAKOXK YIIOBi/IbHIOE a00 3aTpUMYy€E 3arol0BaHHS paH.
OpnouacHe 3acTtocyBaHHS MicieBux HII3II Ta cTepoifiB MoXKe yCKIagHUTH 3arOl0BaHHS paH.

[TocTMapKeTUHT0BUM AOCBIA 3acTocyBaHHs MicueBux HII3II migTBepaXKye, 110 Mali€HTH, SKUM
IIPOBOMIMIIM TIOBTOPHI Ta/ab0 cktagHi 0pTabMOJIOTiYHI omepatiii, MaIlieHTH 3 JeHepPBalli€l0 POTiBKH,
NalieHTH 3 feeKTOM eIiTeslilo POTiBKH, I[yKPOBUM [iiabeToM, 3aXBOPIOBaHHSIMH ITOBEPXHI OKa
(HampuKaZi CHHIPOMOM CYXOTO OKa), PEBMaTOIIHUM apTPUTOM 3HAXOMASATHCS Y TPYII pU3UKY LIOT0
BUHUKHEHHS MMOOIYHUX peakiii 3 00Ky POTiBKH, SIKi HECYTh 3arpo3y BTPATH 30PY. TaKUM MallieHTaM
3actocoByBaTu HII3II cnig 3 oco6nuBoio o6epexHicTio. TpuBane 3acTocyBanHs MicueBux HII3I1
MOXKe MiJBULIUTY PU3UK BUHUKHEHHS Ta CTYIIiHb TSXKKOCTI MOGIYHUX peakiliii 3 60Ky POTiBKH.

[MoBigomunsnocs, mo ogHo4YacHe 3actocyBarHs HII3II B odransMonoril Ta mpoBeOeHHS
odTampMosoriyHoi oneparii MoXyTh OyTH IPUYMHOIO iIHTEHCUBHUX KPOBOTEY Yy TKaHMHAX OKa
(BKmogatoun ridpemu). [IpenapaTr Hesarak® CIlifi 32CTOCOBYBATH 3 0COGINBOI0 06EPEKHICTIO
malfieHTaM 3 BiTOMOIO CXUIIBHICTIO M0 BUHUKHEHHS KPOBOTEeUi a00 TUM, SKi B laHUM Yac
3aCTOCOBYIOTb iHIII JTiKapChKi 3ac00H, 110 MOXKYThb 301/IBIINTH TPHUBAIICTh KPOBOTEYi.

IcHyE myXe oOMexXeHa KilbKiCTh JaHUX IOA0 CYIyTHLOTO 3aCTOCYBaHHs npenaparty Hepanak” 3
aHasioraMy IIPOCTarjaHANHIB. 3 OI/IAY Ha MexXaHi3M IX Oil CyIyTHE 3aCTOCYBaHHS IIUX IIpelaparTiB He
PEKOMEHYETHCA.

Hesanakx” MiCTUTh GeH3aIKOHIIO XJIOPKA, SKUI MOXKe CIPUYMHUTH NOfIpa3HeHHs OKa Ta 3He0apBUTH
M’sIKi KOHTaKTHi JiH3u. KpimM Toro, He peKOMEeHAYEThCS HOCUTH KOHTAKTHI JTiH3U ic/s omepatil 3
BUJAJIEHHA KaTapaKTH.

[TarrieHTiB CIif onepeIUTH He HOCUTU KOHTAKTHI JIIH3Y ITif Yac JIiKyBaHHIM IIpenapaToM Heanak®.
Ao icHye HeoOXimHICTh HOCUTH KOHTAKTHI TIH3U MPOTSTOM IEepiofy JMiKyBaHHS, MallieHTaM CIIif
IIOPafuTH 3HIMaTh KOHTaKTHI JIiH3X Mepeq 3aCTOCYBaHHAM JIiKapChKOT0 IIpelapaTy Ta Io4eKaTh
IIOHaMMeHIIe 15 XBUJIMH [0 TOTO, K 3HOBY IX OOAraTH.

[ToBimoMnsiniocs Mpo BUIMIAAKY, KON OeH3aIKOHII0 XJIOpUf, SIKUM IMHUPOKO BUKOPUCTOBYETHCS SIK



KOHCEPBAHT y CKJIafii 0 TalIbMOJIOTiYHUX JTIKAPChKUX 3aC00iB, CIPUYKHSIB TOYKOBY KepaTomaTiio
Ta/ab0 TOKCMYHY BUPa3KOBY KepaTonaTiio. OCKinpky npenapaT HepaHak” MiCTUTh GEH3aIKOHIIO
XJIOPHUA, CJIif 3ifiCHIOBATH PETEIbHUM MOHITOPUHT IIPU YacToMy ab0 TPUBAJIOMY 3aCTOCYBaHHi
mpemnapary.

MicreBe 3acTOCyBaHHS MPOTU3aNaJbHUX JTIKAPCHKUX 3aC00iB MOXKe MaCKyBaTH PO3BUTOK IOCTPOI
indexirii oka. HIT3IT He MarOTh XKOOHUX aHTUMIKPOOHKUX BJIACTUBOCTEH. Y pPa3i BUHUKHEHHS 0YHOI
indexuii HIT3II cnig 3 0co611Boi0 00epeKHiICTI0O 3aCTOCOBYBATH OMHOYACHO 3 aHTHOAKTepialbHUMHU
3acobamu.

3acTocyBaHHA MallieHTaM 3 IOPYIIeHHAM QYHKIII IeYiHKK Ta HUPOK

3acTocyBaHHS NpenapaTy HepaHak"® malieHTaM 3 IOPYIIEHHSAM QYHKIII IediHKK Ta HUPOK He
mocrimxkyBanocsi. HemadeHak BUBOIUTHCS 3 OPraHi3My rOJIOBHUM YMHOM LINsiXoM OioTpaHchopMmalrii,
a CUCTeMHa [Iisl Ha OpraHi3M IIicJig MiCI[eBOr0 3aCTOCYBaHHS € fyKe He3HauHo. HeMae moTpebu y
KOpEeryBaHHi 103U I ITi€l KaTeropii maiieHTiB.

IlepexpecHa YYTIHUBICTD

MozxknuBa nepexpecHa 4yTIUBICTh MiXK HenaeHaKOM Ta alleTHUJICAIIIUI0BOI0 KUCIOTO, TOXiTHUMHI
deninonToBOi KHCNOTH Ta iHmumu HIT3IT.

3acmocyeanns 8 nepiod eazimuocmi ab6o 200yeaHHs1 2pydoo0.
PenponykTrBHa QYHKIIiS
IaHi oo BIUIMBY NIpenapaTy HeaHak® Ha penpoayKTUBHY OYHKIIIO JIIONUHY BiICyTHI.

Jlikapcekuii npenapaTt HepaHak” He CIifi 3aCTOCOBYBaTH XKiHKaM PENPOAYKTUBHOTO BiKy, Ki He
KOPHUCTYIOTHCS HaJIeXKHUMHU MeTOOaMU KOHTpPaLemIIil.

BariTHICTB

HeMae afekBaTHUX JaHUX LIOA0 3aCTOCYBaHHS IIpenapaTty BariTHUM XiHkKaM. [1if yac gocrigKeHs Ha
TBapuHax 0yJI0 BUSIBIIEHO PEPOAYKTHUBHY TOKCHYHICTH (OUB. po3in «®apMaKoIoTiyHi BIaCTUBOCTI»).
[ToTeHIiNHUY PU3UK AJIST PENPOAYKTUBHOI PYHKIII1 TIoOuHY HeBimoMui. OCKIIbKY CHCTEMHA [Jisd
npenapaTy HeBaHak® Ha opraHi3M HeBariTHHX XKiHOK € He3HA4HOIO, PU3UK 3aCTOCYBaHHS I[bOTO
Ipernapary Iif Yac BariTHOCTiI MOXKHa BBaxKaTu HU3bKUM. OHAK OCKIJIbKM 3aTPUMKa CUHTE3Y
IIPOCTarIaHOUHIB MOXKe HeraTUBHO BINIMHYTHU Ha BariTHICTH Ta/ab0 po3BUTOK eMOpioHa/mnona, Ta/abo
TI0JIOTH, Ta/ab0 MOCTHATAILHHUI PO3BUTOK, HE PEKOMEHYEThCS 3aCTOCOBYBaTH IpenapaT HepaHak”
IIiJ] YaC BariTHOCTI Ta XiHKaM PENPONYKTUBHOI'O BiKY, AKi He 3aCTOCOBYIOTH KOHTPALIEIITUBH.

TogyBaHHA TPYANI0

HesimoMmo, uu notpanse HenadeHak y TpyAHe MOJIOKO. [IOCTiiXKeHHS Ha TBapUHaX II0Ka3aly, 110
HernlaeHaK IPOHUKAE ¥ TPyIHE MOJIOKO IaIoKiB. OgHaK HeraTUBHOTO BIIJIUBY IIpenapary Ha
HEMOBJISI HE 0YiKY€eThCs, OCKIIbKY CUCTEMHA [is HenadeHaKy Ha OpraHi3M XKiHKH, siKa TOAY€E TPyALLo,
€ MlyXe He3HayHOoK. TakuM 4HHOM, mpemnapar HesaHak® MOXKHA 3aCTOCOBYBATH IIifl 4ac TOMyBaHHS

TPyRLro.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

4Kk iy pasi 3acTocyBaHHS iHIINX OYHUX Kpalleslb, TUMYaCcoBe 3aTyMaHeHHS 30py abo iHImi
IOpPYIIeHHS 30py MOXKYTh BIIMBATH Ha 30AaTHICTh KEPyBaTU aBTOTPAHCIOPTOM abo iHIMMHI
MexaHi3MaMu. SKII0 3aTyMaHEHHS 30pYy BUHUKAE IIifl Yac 3aKallyBaHHS, HAI[iEHTY HEOOXigHO
3ayeKaTH, MOKYU 3ip MPOSICHUTHCS, TIEPI HiXK KePyBaTU aBTOTPAHCIIOPTOM abo IpaltoBaTH 3 iHIINMU
MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

3acTOCYyBaHHS OOPOCIKM, BKITI0YAIYHY MAIEHTIB JIiTHLOTO BiKY

He IepeBUIlyBATH PEKOMEHOOBAHOTI 0 HO3YBAHHS.

Ins 3anobiragHs Ta TiKyBaHHS 60O i 3amaNeHHs 3akalyBaTd 1o 1 Kpamni npenaparty Hesanak” y
KOH'IOHKTHBaJIbHUN MIIIOK ypaXkeHoro oka (04eii) 3 pa3u Ha [eHb, IOYNHAIOUYM 3aCTOCYBaHHA 3a 1
IeHb [0 oTepallii 3 BUaNieHHs KaTapaKTH, IOTiM Yy OeHb omepallil Ta y miciasonepauiiHuii nepioq
TPUBAJIICTIO M0 21 OHS 3TigHO 3 MPU3HAYEHHSM JliKaps. [JomaTKOBY KpaIlIio IpemnapaTy moTpioHo
3actocyBatd 3a 30-120 xBUIMH OO0 omepariil.

[nst 3HUXKEHHS PU3UKY BUHUKHEHHS MaKy/IsIPHOT0 HabpsKY Micyis onepatii 3 BUaJleHHs KaTapakTh
y maIlieHTiB, XBOPUX Ha LyKPOBMH AiaGeT, 3akamysaT 110 1 Kparuii npemnapaty HepaHak® y
KOH'IOHKTHBa/IbHUY MIIIOK YpaXkKeHoTro OKa (04ei) 3 pa3u Ha [JeHb, IOYMHAI4YM 3aCTOCYyBaHHS 3a 1
IieHb 0 oTlepallii 3 BUaneHHs KaTapaKTH, ITOTIM y OeHb omepallil Ta y micisonepauiiHuii mepiog
TPUBAJICTIO 70 60 OHIB 3rifHO 3 MpU3HAUYeHHIM JiKaps. [logaTkoBy Kparjiio Ipernapary IoTpioHo
3acTtocyBaTtu 3a 30-120 XBUIKMH [0 omeparril.

Cnocib 3acTocyBaHHS
[t 0TambMONIOTiYHOTO 3aCTOCYBaHHS.
Cnip moBimoMuTH TAIliEHTa PO HEOOXiMHICTh peTebHO 300BTYBaTH (HIaKOH IIepef] 3aCTOCYBAHHSIM.

AKI110 OIHOYACHO 3aCTOCOBYIOTH KillbKa JIiKapChKUX 3ac00iB IJ1s1 MiCIIEBOTO 3aCTOCYBaHHS B OKO,
iHTepBan MixX iX 3aCTOCyBaHHSIM MOBHHEH OyTH IIOHAWMEHIIEe 5 XBUJIUH.

[ITo6 momepenuTy 3a0pyAHEHHS KiHYMKa KpaIlelbHUII Ta PO3YKUHY, HE CJIifl TOPKATUCS TOBIK,
TIPUJIETINX OiJSTHOK Ta iHIIKUX MMOBEPXOHb KiHYMKOM KpanenbHuIli. HeoOxigHo TpuMaTu (rakoH
IIiIIBHO 3aKPUTHUM, KOJIA BiH HE BUKOPUCTOBYETHCH.

IHimu.

Besneka Ta eeKTHBHICTh 3aCTOCYBaHHA mpemnapaTy Hesanak® [iTsaM He BCTaHOBJIEHi, TOMy
IpenapaTt He peKOMEHIOBAHUM IJIs1 3aCTOCYBAHHS [iTSM.



Ilepedo3yeanHs.

[laHi Ipo mepeno3yBaHHA [IpellapaToM IIPU 3aKallyBaHHI B 04i BiAcyTHi. ICHye nyxXe Maa
MMOBIPHICTB, 1110 3aCTOCYBaHHS OinbIre HixK 1 Kparyi B 0KO IPU3Befe 0 BUHUKHEHHS MOGIiYHUX
peaxiiiii. BuHUKHeHHS 00iYHUX peaklliii Ipyu BUIIagKOBOMY ITPOKOBTYBaHHI IpernapaTy He
OYiKYETHCA.

ITobiuni peakuii.

Y xomi knmiHiYHKUX HOCTiXKeHb, B SKuX Opanu y4acTs 800 maIieHTiB, SKi 3aCTOCOBYBaIU IIpemnapar
Hesanax®, moGiuni peakiiii crocrepiranucs npuGiau3Ho y 3 % mauieHTis. Lle mpu3Besto o
IIPUIIMHEHHS 3aCTOCyBaHH4 Ipemnaparty y 0,6 % namieHTiB, 1[0 BUABUIIOCS MEHIINUM, HiXK y IpyIi
NallieHTiB, sIKi 3acTocoByBanu mnaiebo (1,3 %). ITig yac KITiHIYHUX JOCHiAXKEeHb HalbimbII
NOIIMPEeHUMH HeOakaHUMHU siBUIIaMU Oy KepaTuT, O6i/ib B 049ax, yTBOPEHHS JIYCOUOK 10 Kpasx
NOBIK, 5IKi cocTtepiranucs y 0,5 % nariieHTis.

Huxue3a3HaueHi mob6iuHi peakiiil, SKi B X0[i KIiHIYHUX AOCTiAXKeHb Oy/ii BU3HaAHI TAaKUMH, 1110
TIOB’sI3aHi i3 3acToCyBaHHAM mpenapary HeBaHak®, KnacudikylOTbCS TAKAM 4HHOM: [yXKe 4acTi
(=1/10), gacTi (=1/100 mo <1/10), HeuacTi (=1/1000 mo <1/100), mooguuoki (=1/10000 o <1/1000),
pimkicHi (<1/10000). ¥ Mexax KoXHOI rpynu nobiuHi peakilil npefcTaBlieHi y MOPSAOKY 3MEeHIIEeHHS iX
CTYIIEHS TAXKKOCTI.

Kinacu cucteMm opraHiB IMo6iuni peakii 3rigHo 3 Ki1acudikaTopom
MedDRA

[TopyiieHHS 3 00Ky iMyHHOI [T000UHOKI: TigBUILIEeHA YYTJIUBICTE.

CHCTEMU

[TopymeHnHs 3 60Ky HEPBOBOI [T000UHOKI: 3amaMOPOYEeHHS, TOJIOBHUH BiNb.

CHCTEMU

OdTranpmosoriuHi NOpyuUIeHHS [Heuacmi: KepaTUT, TOYKOBUAY KepaTUT, fedeKT emiTeio

POTiBKH, a/IepPriyHui KOH IOHKTHBIT, Oi7b B OIIi, BigUyTTs
CTOPOHHBLOTO Tijla B OIli, yTBOPEHHS JIyCOUOK TI0 Kpasx
MOBIK.

[T000UHOKI: 3aTyMaHEHHS 30Dy, CBITII060513Hb, CyXiCTh
oka, 6nedapuT, cBepOixK OKa, BUAITEHHS 3 0Ka,
igBUIIEHA C/IbO30TeYa, ipUT, XOpoifaabHa edys3id,
BiIKJIaJleHHS Ha POTiBIi, BiGTYyTTS OUCKOM@OPTY B OIIi,
rimepeMisi KOH IOHKTUBU.

[TopymeHHs 3 60Ky IIIyHKOBO- IT000UHOKI: HyfOTa.
KHMIIKOBOTO TPAKTY
[TopyuieHHs 3 60Ky LIKipu Ta IT000uHOKI: mepMaToXana3uc, allepPriiHul JTepPMaTHT.

MiIIMKIPHUX TKAaHWH

B nepiop micnsipeecTpalliiHoro crocTepexeHHs 0yy BUSBIEH]I HUXKYeHaBeIeHi JoaTKOBI mob6iuHi
peaxtil. 3a HaIBHUMU JaHUMU HE MOXKHa OI[IHUTH YaCTOTY 1X BUHUKHEHHS. B Mexkax KOXKHOr0 Kjiacy
CUCTEM OpraHiB mo6iyHi peakiii mpencTaBeHi B IOPSIKY 3MEHIIEHHS IX TSIKKOCTI.



Knacu cucreMm oprasnis IMo6iuni peakuii 3rigHo 3 K1acudikaTopom
MedDRA

OdTanbMosnoriyHi mopyumeHHs BUPA3KOBUY KEPATUT, CTOHILIEHHS POTiBKY, IOMYTHIHHSA
POTiBKH, pyOellb Ha POTiBIli, MOPYIIEHHS IPOLECY
3aroeHHs (poriBKa), 3HUKEHHS I'OCTPOTH 30PYy, HAOPSK
0Ka, NOJpa3HEeHHs OKa, rinepeMis okKa

[TopytureHHsT 3 60Ky HITYHKOBO- OJII0BaHHSA
KUILIKOBOT'O TPAKTY
JTabopaTopHi JoCTimKeHHSs MMiABUINEeHU apTepiabHUK THUCK

ITauienmu, xeopi Ha uykposuli diabem

Y xomi okpeMoro gociigKeHHss 00MeKeHOI KiTbKOCTi MaIlieHTiB, XBOPUX Ha IYKPOBUH miabeT
(N=126), npenapaT HeBaHak"® 3acTOCOByBaIM IpoTaroM 60 gHiB a60 HOBIIE [JIs HONepeaKeHH]
BUHUKHEHHSI MaKyJISPHOT0 HaOPSKY Iiciis omepatlii 3 BUganeHHs: KaTapakTu. [Ipubnu3no y 2 % 1ux
TallieHTIB criocTepiranucs nobiyHi peaxilii, ki MpuU3BeIyN N0 IPUIKHHEHHS 3aCTOCYBaHHS IIpernapary
y 0,8 %, Ta Taki cami pe3ynbTaT Oy/u OTPUMaHi y NallieHTiB, IKUM 3aCTOCOBYBanu mnaiebo (0,8 %).
I[Ipo BUHMKHEHHS CepH0O3HMX MOGIYHMX peakliiil, OB’ I3aHMX i3 3aCTOCYBaHHSAM IpenapaTy HesaHak®,
He IIOBifOMIISIIOCS.

Huxxue3a3HaueHi mo6iuHi peakiril Oynu BU3HaHI TaKUMH, 10 TI0B’S3aHi i3 3aCTOCYBaHHSIM IIpenaparTy
HeBanak"”; BOHH KnacuQikyrTbCd TaKUM YUHOM: AyXkKe 4acTi (=1/10), gacri (=1/100 go <1/10),
HeyvacTi (=1/1000 go <1/100), mooguHoki (=1/10000 go <1/1000) abo pigkicHi (<1/10000). ¥ mexkax
KOXXHOI rpymnu noOiuHi peakilii mpefcTaBieHi y TOPSAAKY 3MEHIIEHHS iX CTYTeHs TSIKKOCTI.

Knacu cucrem oprasnis IMo6iuni peakirii

OdTanpMosIOriuHi OpPyLUIEeHHS Jacmi: TOUKOBUM KepaTuT.
[Heuacmi: gedeKT enmiTeniio POriBKH.

Okpemi nobiyHi edexmu

KyiHiYHWI JOCBI[l TPMBAIOr0 3aCTOCYBaHHs NpenapaTy HepaHak® [jis IONEPENXKEHHS MaKyJISPHOTO
HaOPSKY Iic/s omepaliii 3 BUfialeHHs KaTapaKTH Y MallieHTiB, XBOPUX Ha I[yKpoBUil fiabeT,
oOMexeHuii. [To6iuHi peakiril 3 60Ky opraHiB 30py y MAaI[i€HTiB, XBOPUX Ha LyKPOBUU AiabeT, MOXKYTh
BUHUMKATH 3 OiNTbIIIOI0 YACTOTOM0, HiXK y MAallieHTIiB iHIIWX KaTeropiu (ous. po3min «OcobmuBoCTi
3aCTOCYBaHHS»).

[TalieHTH, y SKUX CIIOCTEPIraloThCS 03HAKHU MOIMIKOIXKEHHS eIIiTesIit0 POTiBKY, IOBUHHI HETaHO
IIPUIIMHUTU 3aCTOCYBaHHS IIpemnapary HeBanak” Ta IMPOUTH 00CTEXKEHHS CTaHy POTiBKU (IUB. PO3Mis
«Oc06IUBOCTI 3aCTOCYBaHHS»).

3 MOCTMapKEeTHHIOBUX [OCIIIXKEHb 3aCTOCYBaHHs OYHUX Kparnesb Hesanak® GyI0 OTpEMaHO faHi
IIPO BUNAJKU MOMKOOKEHHS/TTOPYIIEHHS POTiBKOBOTO emiTenito. CTymiHb TSAXKKOCTI TaKUX MOGIYHUX
SIBUII] Bapilo€ Bif HECePHO3HUX MOPYILIEHb LiTiICHOCTI POTiBKOBOTO eIMiTesIito 10 OiNbI CepHo3HUX
SIBUII, SIKi TOTPeOyIOTh XipypriuHoro BTpy4YaHHs Ta/abo JIiKyBaHHS [JIS BiTHOBIIEHHS TOCTPOTH 30DY.

3rifHO 3 JAHMMU IIOCTMapPKETUHI0BOI0 NOCBiAY 3acTocyBaHHs MicueBux HII3II, mamienTy, sKum



IIPOBOMMIIM CKJIagHI 0)TaIbMOJIOTIUHI onepatiii, maiieHTy 3 JeHepBalli€lo POTiBKY, MAlliEHTH 3
nedeKTOM eIiTeslilo POTiBKHY, IyKPOBUM [1iabeTOM, 3aXBOPIOBAHHSIMU TIOBEPXHi OKa (HampuKIIaf
CHHIOPOMOM CyXOT'0 OKa), PeBMaTOIfHIM apTPUTOM Ta MAaI[i€eHTH, SKUM IIPOBOLUIN IOBTOPHI

o TanbMOJIOTiYHi oOmepallii 3 KOPOTKUM iHTepPBaJIOM, 3HAXOASATHCS Y TPYIli PU3UKY IIOA0 BUHUKHEHHS
no0iYHMX peakililt 3 60Ky POriBKH, SIKi HECYTh 3arpo3y BTpaTu 30py. [Ipu mpu3HadyeHHi HenadeHaky
nalieHTaM, XBOPHUM Ha LyKPOBUU AiabeT, 3 METOIO IoNepenKeHHs BUHUKHEHHST MaKyJIpPHOTO
HaOpsKYy Mic/s onepariil 3 BUaJeHHT KaTapaKTH Ta IIpU iCHyBaHHI iHIINX (HaKTOPiB PU3UKY CIIif
IIOBTOPHO OLIHUTY CIiBBIAHOLIEHHS KOPUCTL/PU3UK Ta 3[OIMCHIOBATU PeTeJIbHUU MOHITOPUHT CTAaHY
maliexTa.

Tepmin npudamHocmi. 2 POKH.

Tepwmin 36epiraHHs Mic/s MepIIOTo BifKPUTTS (HIaKoHA - 4 THXKHI.

YMoBu 30epiranssi.

36epiratu nmpu Temmepartypi He Buize 30 °C.

30epiraTu B MicLisIX, HEIOCTYIIHUX IJIS [iTeH.

YnakoBka.

[To 5 M7 y ¢rakoHi-Kpamnenbauli; mo 1 ¢pnakoHy-KpamnelbHUIN B KOPOOIi 3 KAPTOHY.

Kareropisi BignmycTKy. 3a perenTom.

BupoOHHK.

Hogsaptic Manydaxrtypiar HB/ Novartis Manufacturing NV.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca MicCIsi IpoBaJIXKeHHs HOro Jis/IbHOCTI.

PiuikcBer 14, ITyypc-CiaT-Amangc, 2870, Bensbrisa/ Rijksweg 14, Puurs-Sint-Amands, 2870, Belgium.



