KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1.  HME HA JEKAPCTBEHMS TPOAYKT
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Andexro 0,1% xanku 3a 04H, CyCrieH3H Paanswenue N Sepae——
Apfecto 0,1% eye drops, suspension - | /2\9 %}? Vo L L L0725 |

Andexro 0,3% kankn 3a 04U, CyCHIEH3IHA
Apfecto 0,3% eye drops, suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Andexro 0,1%: 1 ml or cycnensusTa cubpxa | mg nenadenak (nepafenac).
[ loMOIIIHO BELIECTBO C U3BECTHO JEUCTBUE

Bceku ml ot cycnensusita cbabpka 0,05 mg OeH3aKOHUEB XJIOPH/L. 3a IThJIHUS CITUCHK Ha
MOMOLLIHUTE BeLIECTBA BHXKTE TO4Ka 6.1.

Andexro 0,3%: 1 ml or cycrniensusTa crabpka 3 mg HenadeHak (nepafenac).

[ToMOIIIHO BENIECTBO C H3BECTHO JIEUCTBHE
Beexku ml ot cycnensusTa cpabpka 0,05 mg OeH3a1KOHHEB XJIOPH/L. 3a ITbJIHKA CIIMCBK Ha
[MOMOIIIHHUTE BelllecTBa BHKTE TOo4uka 6.1.

3. JIJEKAPCTBEHA ®OPMA

Kanku 3a 04y, cycricH3us.

JBJITO OLIBETEHA, BUCKO3HA CYCIIEH3H.
4, KJMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

H3non3sa ce npu Bb3pacTHH MalMEHTH 3a:
- npoduiIaKTUKA U JICUECHUE HA MocTonepaTuBHa 00JIKa U Bb3IaJICHHE, CBbP3aHHU C olepalms

Hd KdTapaKTad,
& HaMaJIaBaHE HA PUCKaA OT MNOCTOINCPATUBCH OTOK HA MaKyJ/iaTa, CBbP3aH C OllCpaliui

Ha KaTapakTa Ipu nauudeHTH ¢ avader (Bxk. Todka S5.1).

4.2 JLO3MpOBKa H HAYHMH HA NPHJIOKEHHE

Llo3upoBka

Angexkro 0,1% xkanku 3a o4, cycneH3us

Bw3pacmuu, gxioyumenno cmapieckd 6b3pacm

3a npeaoTBpaTABaHe M JieyeHHe Ha OoJIKa W Bb3najieHue jo3arta € | kanka Angexro B
KOHIOHKTHBAJIHUA CaK Ha 3aCerHaToTo OKO (04YHM) 3 ITbTH JHEBHO, KaTo ce 3arno4sa | aeH npeau
ornepauMsaTa Ha KaTapakTa, NpoAb/DKaBa Ce B JIEHA Ha OnepauMsaTa U 3a ITbpBUTE 2 CEAMHULIM OT
[ocTonepaTuBHUA rnepuol. Jleuenuero Moxe aa 0b/1e NMPOABIDKEHO J10 MbPBUTE 3 CEAMHULIM Ha
[I0CTONEPATHBHUSA NMEPHOJ, KAKTO € YKa3aHo oOT Jiekaps. Jlons/iHuTe/IHA Kanka TpsA0Ba J1a ce 110cTaBH
30 10 120 MUHYTH npeau oriepaumTa.
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JIoMbJTHHTENHA Kanka Tpa0Oea Aa ce nmoctaBd 30 ao 120 MuHYTH npeau onepanmaTa.

Andekrto 0,3% Kankd 3a ouH, CycleH3nd

Bv3pacmnu, 6KmoYuUmMennio cmapiecka ¢b3pacm

3a npeaoTBpaTABaHE M JleueHHe Ha 6onKa U Bb3naneHue fAo3ata e | kanka Angekro B
KOHIOHKTHUBATHHSA CaK Ha 3acerHaToTo oKo (o4u) 3 nbTy JHEBHO, KAaTO cE 3anoysa | AexH npegu
onepalMAaTa Ha KaTapakTa, MpoAb/DKaBa ce B JeHS Ha ONepaLMaTa v 3a ITbPBUTE 2 CEAMHLH OT
nocTonepaTuBHHA nepuoa. JleuenneTo Moxke fa 6b€ NPOAB/DKEHO 1O MbPBUTE 3 CEAMHIIHA Ha
NOCTONEpPATHBHHSA NEPHO/I, KAKTO € YKa3aHo oT Jiekapid. JonbenHurenHa karka Tpabsa Aa ce NoCTaBH
30 no 120 MuHYTH npeaH onepanuUnTa.

332 HaMalIABaHe HA PHCKA OT IOCTONEPATHBEH OTOK HA MaKy/1aTa, CBbp3aH ¢ OnepaLys Ha KaTapakra
npH nauueHTH ¢ a1adeT, Ao3ara ¢ | kanka AndexkTo B KOHIOHKTHBAIHHS CaK Ha 3aCErHaTOTO OKO
(ouM) BeaHBXK QHEBHO, KATO €€ 3anouBa 1 JeH npeay onepaunara Ha Karapakra, IpoAb/DKasa cec B
AEHA Ha onepauuaTa U 40 60 JHH OT MOCTONEPaTHBHUA MEPUOM, KAKTO € YKa3aHO OT JieKaps.
JomrbHUTENHA Kanka Tpabsa na ce nocrasu 30 no 120 MUuHyTH Npeax onepanuAaTa.

Cneyuannu nonyrgyuy

ITayuenmu ¢ 6vbpeuno wiu vepHoOpobHO yepedcoane

- AndekTo He e NpoyuBaH NpH NaLKMEHTH ¢ YepHOAPOoGHO 3abonsasane Wwin 6B6peyHO yBpekKaaHe.
Henadenak ce enMMHAHKHpA OCHOBHO upe3 OnoTpaHcdopMaliMd H CHCTEMHATA EKCNIO3HLUUA € MHOIO
HHCKa Clef] IOKATHO 04HO npuioxkeHHe. He € Heo6xoauMo kopHrupaHe Ha fo3ata NpH TE3U

[NIALACHTH.

Ileduampuvuna nonysayus
BeszonacHocTTa M epMKacHOCTTa Ha AngeKTo NpH Aelia U IOHOWLIM HE ca yCTaHOBEHH. Jluncpar
naHHH. He ce npenoprtuBa ynorpe6a npH Te3ud NMalweHTH, 10 MOTY4aBAHETO Ha AOITbJIHUTEIHH

AaHHH.

llonyrayus 6 cmapuecka 6v3pacm
He ca nabnrogasaHu pasnuky B 6€30NacHOCTTA H €PEKTHUBHOCTTA MEXY MALMEHTH B CTapHecKa

BB3pacT H Mo-MJIaaH IIallMCHTH.

HayuH Ha nNpuioxKeHue

3a OMHO NPHITOKEHHE.

[TanuenTure TpabBa fa 6b4aT HHCTPYKTHpaHK Aa pasknamiar Aobpe OyTunkara npeau ynorpeda.
Cnep KaTo Kanaykara € CBajieHa, aKo 3alIWTHUAT NPBCTEH € XnabaB, MaxHETe ro, npeau aa
M3MOJ3BATE MMPOAYKTA.

AKO ce H3MOI3Ba NOBeYe OT €AMH OPTANMONOTHUEH JIEKAPCTBEH MPOAYKT 3@ JIOKATHO [IPUJIOKEHHE,
NIeKapCTBEHUTE NPOAYKTH TpAOBa Z1a ce MPHIaraT Npe3 HHTEepBal OT NOHE 5 MMHYTH. OYHHTE Ma3H
TpAbBa Aa ce npunaraT NOCAEIHH.

TpabBa ga ce BHMMAaBa Ja HC ¢ AOKOCBAT KiaenavuTe, 3aobukanauara ru obnact wiu Apyrv
NOBBLPXHOCTH ¢ BPLXYETO HA aljIMKaToOpa-KankoMmep Ha OyTUIIKaTa, 3a Ja ce NMPEAnassir oT
3aMbpCABaHE aIUTHKATOpa-Kankomep M pasteopa. [lauuenture tpadea ya ObaaT HHCTPYKTHPAHU Ja
cbXpaHaBaT OyTHIKaTa IUTBTHO 38TBOPEHA, KOraTo HE ¢E U3IOoM3Ba.

AKO ce nporycHe 7103a, TpsaOBa Ja ce NPWIOXKH €AHa Kalnka Bh3MOXXHO HaH-CKOpO, Nnpeau aa ce
nponycHararta I nosa.

4.3 I[IpoTHBONOKAZARHY




CBpBbXYYBCTBHTEIHOCT KbM AKTHBHOTO BEILECTBO MM KBM HAKOE OT MMOMOLIHUTE BEILECTRA,
u30poeHH B TOUKa 6.1.

CBpBX4yBCTBHTEIHOCT KbM APYIY HECTEPOHAHM NpoTHBOBB3NATHTENHH cpeacTea (HCIIBC).

[laupeHTH, NpU KOXWTO MPUCTHIIATE HA ACTMA, YPTHKAPHA WIH OCThD PHHHT CE€ YCHJIBAT OT
alleTHICATHLMN0Ba KucennHa win apyrs HCTIBC.

4.4 Crenua/iHH npeaynpexieHAs H NpeAla3HH MEePKH PR ynoTpeda

[TpoaykTeT He TpAOBa Aa ce nHxekTrpa, ITanuentrre TpaOBa na 0BAAT MHCTPYKTHPAHH 12 He
nornsinaT AngexTo.

[TauuenTHTe Tpa6Ba na 6bOAT HHCTPYKTHPAHU Aa U30ArBaT CiIbHYEBATA CBETHHA 10 BpEME Ha
nevyeHUeTo ¢ Angekro.

EdekTH BEpXY OuMTE

Ynorpebara Ha nokanHu HCIIBC moxe aa nosene 1o xepatuT. I1pH HAKOU YYBCTBHTE/IHM
NnalHeHTH, NPoAb/LKUTEHaTa yriotpeba Ha nokanny HCTIBC moxe na gosene no yepexnaHe Ha
eNUTeNa, M3TEHABAHE Ha pOroBMIIATa, €pO3HA Ha poroBuLaTa, obpa3yBaHe Ha A3BU WIH Nepopanus
Ha poroBuuaTa (Bxk. Touka 4.8). Te3u cpOUTHA MOXKe Aa 3acTpaliat 3peHHeTo. IlanMeHTHTe ¢ JaHHH
33 YBpEXK/JaHe Ha €MUTENa Ha porosuLiaTa TpsGBa He3abaBHO Aa npeycTaHOBAT ynorpebaTa Ha
Andexro u Tpabpa aa 6paaT creACHH BHUMATEIHO 32 3[paBHHATA HA POroBHIiaTA.

HCTIBC 3a rokaTHO NMpUIoXKeHHe MOraT aa 3abaBAT 3a3XpaBsABaHETO. 34 JIOKATTHHTE
KOPTHKOCTEPOHM CHILIO € U3BECTHO, Ye Morat Aa 3abasiaT 3a3jpassBaHeTo. EqHoBpeMeHHaTa
ynotpeba Ha nokanHo npunarand HCIIBC u 1okanHy cTepoHaH MOXe A3 YBEJIHYH BE3MOXKHOCTTA 33
npobaeMu npH 3a3apaBsBaHeTo. [lopanu ToBa ce NpenophYBa NOBUILICHO BHUMaHHE, Korato Andexro
ce Mpuaara €THOBPEMEHHO ¢ KOPTHKOCTEPOUAH, 0COOEHO MPH MAlMEHTH ¢ BUCOK PHCK 38 HEXEIaHH
peakM Ha POrOBHLIATA, ONMMCAHM MO-A0JY.

[TocTmapkeTuHroBuAT onut ¢ AokajaHH HCIIBC npennosnara, ye nauyueHTH, NPETHPIEH CIOXKHH
OYHHM OMepaluH, ¢ JIeHepBalKa Ha pOrOBULIATA, 1edeKTH Ha POTOBHYHHA EMMTEN, 3axapeH axader,
3ab019BaHKA HA OYHATa MOBBPXHOCT (HaNp. CHHAPOM Ha CYXOTO OKO), PEBMATOWJICH APTPHUT HIIH ¢
HAKONKO OMHM OMEpPaL¥y 34 KpaThbK NEPHO] OT BpEME, MOTaT Aa HMAT YBEJIHYEH PUCK OT NPOoABa Ha
HE)XEJIAHH JIeKApCTBEHH peaKIliM Ha POrOBULIATa, KOMTO MOraT 2a 3acrpawasar 3peHuero. HCIIBC 3a
JIOKATHO MPWIOKEHHWE TpAOBA [a ¢e U3MOM3BAT ¢ IOBHUILIEHO BHUMAHUE [IPH TE3H MALUEHTH.
[Tponwmkurennara ynorpeba Ha nokannu HCIIBC mMoxe aa yBenwuH pHcKa 3a alMeHTa OT Nogsa H
TeKECTTa Ha HEXKEJIAHU PeaKMH HAa POroBHULIATA.

HNma crobinenud, ye opranmonornunnte HCIIBC Morat aa NpU4HHAT 3aCHJIEHO KbPBEHE OT OYHHTE
TbKaHM (BKIIIOYHTEIHO XHbeMa) BB Bph3Ka ¢ OUHATa onepaums. Andekro Tpabsa aa ce M3non3Ba ¢
NOBHILIEHO BHAMAHHE TIPH NALMEHTH C U3BECTHA CKIIOHHOCT KbM KbPBEHE MM TaKHBa, KOHUTO
M3MOJ3BAT APYTH JEKAPCTBEHH MPOAYKTH, KOUTO MOTaT Ja YIBJDKAT BPEMETO HA KbPBEHE.

JIOKamHOTO NPUIOKEHHE Ha IPOTHBOBLINATIHTEHH JIEKAPCTBA MOXKE /1a MACKHpa OCTpa O4YHA
uHpekuua. HCIIBC nsmaTt aHTUMHKpOOHHM cBoOMcTBa. B cnyuait Ha ouHa MHQeKiMd, TpaOBa aa ce
MOAXOAW BHUMATENHO KhM ynorpedara uM 3aeJHO ¢ aHTHHH(EKLIMO3HU IEKApCTBa.




KOHTAKTHHM JIellH

He ce npenopbuBa HOCEHETO HA KOHTAKTHH JICLIH 110 BPEME Ha NOCTONEPATUBHHA NIEPHOA Clel
onepalya Ha karapakrta. I'lo Ta3u npuuKHa, nanyeHTHTe Tpabsa na 6b1aT NOCHBETBAHM Ja HE HOCAT
KOHTAKTHH JIC1IY, OCBCH aKO HE € M3PHYHO YKa3aHO OT TEXHHA JICKap,

beH3aTKOHHEB XJIOPHA

AngekTo cpaABpikKa OCH3ATKOHHEB XIIOPUI, KOHTO MOXE Ja NIPHYUHH Jpa3HEHE U € M3BEeCTHO, YC MOXeE
Ja peAu3BHKA NPOMAHA B 1(B€TA Ha MEKHMTE KOHTAKTHH JIELH. AKO C€ Hajlara Ja ¢€ HOCAT KOHTaKTHH
NElH N0 BpeMe Ha JICUCHHETO, NalUeHTHTe TpAOBa Aa OBAAT NMOCHBETBAHH J1a CBAIAT KOHTAKTHHTE
eI NPEeaH NPHWIOKECHHE Y 1a U34aKAT Hal-Malko 15 MHHYTH, IpeH Ja I'H NOCTaBAT OTHOBO.

Hma crobiuenus, ye GeH3aIKOHHEBHAT XJIOPHA MOXKE Ja NPUYHMHHA TOYKOBHAAHA KEpaToNnaTus W/ Wi

TOKCHYHa f3BeHa Keparonaruia. Thit kaTo AnpekTo cLaAbpka 6eH3AIKOHHEB XJIOPHA, € HeodxoauMo
BHHMATEITHO TIpOC/IeAsBaHe NP YecTa WITH TTPOABJIXUTENHA yroTpeba.

KpscTocaHa YYBCTBUTEIHOCT

ChiliecTBYBa Bb3MOXKHOCT 32 KPBCTOCAHA YYBCTBUTEIHOCT KbM HeNMaeHak M aleTHICAIHILIOBA
KHCEIHHA, MPOU3BOAHM Ha peHMnoleTHaTa kucenuda ¥ apyru HCIIBC.

4.5 BiaaMoaelcrBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H JApYru GopMH Ha B3aHMOAEeACTBHE

In vitro npoydeaHUATa NOKA3BaT MHOTO HHCHK HNOTEHIHAN 32 B3aHMOACHCTBHE C JAPYTH ICKapCTBEHH
NMPOAYKTH H B3aMMOACHCTBHUA IIPH CBBP3BAHETO C NPOTEHHUTE (BXK. TOUKa 3.2).

[IpocTarnanaAMHOBY aHAIO3H

Hma MHOro orpaHH4eHH AaHHU 33 eJHOBpeMEHHaTa ynorpeba Ha npocTarnaHAMHOBH aHAJIO3M H
HenadeHak. KaTo ce HMa npeaBuJ TEXHUAT MEXAHU3BM Ha JCHCTBUE, eXHOBPpEMEHHATa ynoTpeda Ha

TE3M JIEKAPCTBEHH TIPOAYKTH HE Ce NpEenophuBa.
EnnorpemenHara ynorpeba Ha nokanuu HCIIBC H nokanHH CTEPOHAH MOXE A2 YBEITHYH
BE3MOXKHOCTTA 33 NNpobneMHu NpH 3a3ApaBaBaHeTo. EqHORpeMeHHaTa ynorpeba Ha AndekTo ¢
NIEKAPCTBa, KOMTO YAB/DKABAT BPEMETO Ha KbPBEHE, MOKE J1a [TOBHIIIM PHUCKA OT KPBLBOH3/IHB (BX. TOYKA
4.4).

4.6  DepTHaaTeT, GpeMEHHOCT H KhpMEHE

JKEeHM ¢ neTepoaeH NOTeHUMaN

Andekro He TpAOBa J1a ¢€ M3MNOA3BA OT KEHH C ACTEPOACH IMOTEHIIMAN, KOUTO HE U3T0/I3BAT
KOHTPALETILHA,

BpeMEHHOCT

JluncBaT 4OCTATHYHO AAHHM OT ynoTpebara Ha HenageHak npy OpeMeHHU sxeHH. [IpoyusaHHsaTa NpH
YKUBOTHH [10KA3BAT PENpPOAYKTUBHA TOKCUMHOCT (BXK. ToUKa 5.3). [ToTeHUHANTHUAT PUCK NPH Xopa He
€ u3BeCTeH. Tbll KATO CUCTEMHATA EKCITO3MLIMA IIPH HEOpPEMEHHH JKEHH € He3HAMHUTE/THA CleT
Ne4yeHue ¢ HenadeHak, pUCKDBT 110 BpeMe Ha OpeMEHHOCT MOXeE [1a CE CYUTA 32 HHC'b
Tbil KATO IIOTUCKAHETO Ha MPOCTArMAHAWHOBATA CHHTE3a MOXKE Ja IMOBJIUAC HEraTHE

OpemeHHOCTTa H/UTH eMOPHOHATHOTO/DETATHOTO Pa3sBUTHE, U/U/IH PAXKAAHCTO, W/ / 5
NOCTHATANHOTO pa3sBUTHe, ANEeKTO He ce NpenopbYBa Mo Bpeme Ha OpeMeHHoCT. || =




KnpMeHe

He e usBecTHO AanH HenadeHaK ce eKCKpeTHpa B KbpMara. [IpoyusanuaTa pH XKHUBOTHH NOKa3BaT
eKCKpellMsa Ha HenageHak B MIISKOTO NpH IUTEXoBe. Bee nak, He ce o4akBaT eQeKTH NpH KbpMaveTa,
TBH KATO CMCTEMHATA EKCMO3MIMA HAa KbPMaUuKaTa Ha HenadeHak e He3HaYMTeIHa. Angexro Moxe Aa

CC M3INOJI3BA 1O BPpCMC Ha KbPDMEHC.

DepTHANTET

JIuncear gJaHHH 33 ePexTa Ha ANQEKTO BbpXY PepTIIHTETa IPH XOpa.
4.7 EdexTr BLpxy cnocofHoCTTA 32 modupane H paboTa ¢ MAIIHHHA

AndexTo He MOBJIHABA WIH NMOBIXARA NpeHeOpexk Mo cnocobHOCTTa 32 O(pHpaHe ¥ paboTa ¢
MALLIMHH.

BpeMeHHO 3aMBIISBaHe WM APYTH CMYILEHHS B 3pEHHETO MOTAT Aa NOBAMAAT COCOOHOCTTA 33

irodupaHe wid pabora ¢ MalIMHU. AKO IIPH NOCTaBAHETO HA JIEKAPCTBEHHA NPOAYKT 3PEHHETO Ce
3aMBIUIH, MALHEHTET TPAOBa 12 H34YaKa, JOKATO 3PEHHETO C€ NPOACHH, Npeau Aa IodHpa WK 1a
paboTH ¢ MAILIMHH.

4.8 HexeaHdH JleKapcTBeHH peakitHH

Pezlome Ha npoduna Ha 6e3011aCHOCT

[Tpy KNIMHHYHK H3NHTBAHMA, BIUTIOUBALIM 2 314 naipieHTH, Ha KOMTO ¢ fipWwiaraH Henagenak 0,1%
KANKy 3a OUH, CYCNEH3HA, HaH-4YE€CTUTE HEXENTaHH peaKUMH €2 TOYKOBHIEH KEPAaTHT, yCelliaHe 3a
YyXJ0 TAIO B 0YuTe H 00pazyBaHe Ha KpYCTH Nno puba Ha Kjiena4ya, KOMTO ca HaboJaBaHH NPy
mexay 0,4% u 0,2% or nauueHTHTE.

B kIMHUYHH H3NMTBAHKWSA, BKTIOYBaAIM Haj 1900 nauueHTH, KOUTO ca noryvasanu HenageHak 0,3%
KankKH 332 O4YH, CYCIIEH3HA, Hali-4ecTo ChOOLIABAHATE HEXKEJIAHH PeaKUMH €4 TOYKOBH/IEH KEPATHT,
ycelljaHe 3a UY>KAO TAJIO B OYKTE U O9Ha Donka, kouTo ca Habmonasauu npy mexay 0,4% un 0,1% or
NnalHeHTHTE.

Ilayuenmu ¢ Quabem
B aRe KIMHMYHM WINHUTBAHKUA, BKJIKOYBAILH 594 nanMeHTH, nalMeHTHTE ¢ auaber ca Ounu

MOANOXKEHH Ha JieueHHe ¢ HenadeHak Kanku 33 O4H, CYCIIeH3Us B mpoab/bkeHue Ha 90 aHM 3a
NpeAOTBpaTABAHE HAa OTOK Ha MaKyJiaTa CJie]] onepalus Ha karapakra, Hali-uecto cpobiaBaHara
He)XKelaHa peakls € TOYKOBHAEH KEPATHT, Habmoaasan npu 1% or nalleHTUTE, KOETO BOAH A0
onpenendHe Ha KaTErOpHUA 10 4eCTOTa ,uecTH ., Jpyrure Hai-uecTo cbo0LIaBaHH HEXKEJIAHH
peakliii ca KEpaTHT H YCEILaHE 3a YyX/O0 TAI0 B OYUTE, KOUTO ce Habmoaasat croTBETHO npH 0,5%
1 0,3% OT naLMEeHTUTE, KATO M ABETE HEXKENAHH PEAKLIMM Ca C KaTeropus o 4ecToTa ,,He4ecTH ™,

TabnrueH cHIHUCHK HA HEXENaHUTE peakuuy

ChneanyTe HeXeMaHH peaKiMy ca PYMMPaHH ChIIacHO CJCAHATa KOHBEHUMA: MHOrO 4yecTH (=1/10),

yectn (=1/100 o <1/10), neuectu (=1/1 000 no <1/100), peaxu (=1/10 000 po <1/1 000), muoro_
peakn (<1/10 000) wnu ¢ HeuzBecTHA YecTOTA (OT HUIMYHHUTE JAaHHU He Moxe J1a 6bae H@p@ﬁmo\\\\
oueHka). [TpH BCAKO rpynUpaHe B 3aBUCMMOCT OT MECTOTATA, HEXEIAHUTE PEaKLIMH ce M6 N\
HU3XOAALL PEA IO OTHOWICHHE Ha TAXHATA CEPHO3HOCT. JlaHHUTE 3a HexeNaHUTE pe
NOAYUCHH OT KIMHHYHH M3MNUTBAHHS WIH MOCTMAPKETHHIOBH CHhOOINEHNA ¢ Henade
3a O4M, CycneH3uAa U HenageHak (,1% kanku 3a ouH, CyCIICH3HA.




CucreMo-0prailH KJ1acoBe HexeslaHn peakiiuy

HapyieHHs Ha HMYHHATa CHCTeMa Peoxu. CBpbX4YBCTBHTENHOCT
Hapyiienus Ha HepBHaTa CHCTEMa Pedku: 3aMasiHOCT, IM1aBoOONHE
HapyieHus Ha O4HTE Heuecmu: xepaTUT, TOYKOBHACH KEPATHT, AE(PEKT Ha

POTOBHYHMA EITUTEI, YCEIaHe 3a YY)KAO TAIO B
OKOTO, 00pa3yBaHe Ha KpycTH no pbba Ha kienaya

Peoxu: vpnT, XopouaanHa epy3us, OTAaraius o
poroBuuaTa, 6oka B OKOTO, O4EH TUCKOMOOPT,
CYyXOTa B OKOTO, OnedapuT, ApasHEeHe B OKOTO,
cppbex B OKOTO, CEKpeLUs OT OKOTO, aNepruyicH
KOHIOHKTHBHUT, YBEJIHUEHO CLIISOOTACIAHE,
XHNEepeMHA Ha KOHIOHKTHBATA

C neuzgecmua yecrnoma: nepdopauns Ha
POrOBH1IATa, HAPYILIEHO 3a31paBsBaHe (porosuLa),
NMOMBLTHSABAHE HA POroBHLIATa, poroBuueH bener,
HaMaJleHa 3pHTENHA OCTPOTA, MOAYBAHE Ha OKOTO,
YIILEPO3CH KEPaTHT, M3ThILIBAHE HAa POrOBHLIATA,
3aMbIJICHO 3PEHHE

CbO0BH HapYILICHHUA Hevecmu: xunepToHUs
C neuszgecmua vecmoma: NMOBHILIEHO KPBHBHO
HaJIAraHe
CTOMamIHO-YpEBHH HapyLUECHUA Peoxu: raneHe
C Heuzgecmna wecmoma: NIOBpbLLAHE
HapymeHHs Ha KoXaTa U TIOAKOXKHaTa Peoxu: oTnmycKaHe Ha Koxara {AepMaToxanasus),
THKaH aJIepruYyeH JepMaTHT

OnucaHue Ha U36paHU HEeXENaHH PCAKLIMH

OnXTHT OT KIHHHYHH H3TIMHTBAHHA OTHOCHO NpOAbJDKHTENHATa ynorpeda Ha AndekTo 3a
peoTBpaTABaHE HA OTOK Ha MaKyJaTa Crefl Onepaums Ha KaTapaxra MpH NaluueHT! ¢ AuadeT e
orpaHdueH, HexxenaHu peakLMM OT CTpaHa Ha O4MTE MPH MalHeHTH ¢ AHadeT MOXe [a HACTHITAT C IO-
BHCOKAa YECTOTa B cpaBHEHHe ¢ HabnmoaaBaHaTa npu oduara nonynauus (Bx. Touka 4.4).

[TauueHTH ¢ AaHHH 32 YBpPEXAAHE Ha eNuTesia Ha POrOBHLIATA, BKIIIOYMTEHO Neppopanus Ha
porosuiara TpA0OBa BeHara Jia NpeycTaHOBST NPUIOXKEHUETo Ha ATiPeKTo K Tpabea na Obaar
NpocieAsBaHA BHUMATEHO 3a 3JpaBHHATA HA POrOBHLATA (BXK. TO4Ka 4.4).

OT NOCTMAapKETHHIOBHA OIUT ¢ HenadeHak ca YCTaHOBEHH Clly4au, NpH KOKTO ce cpobliaBa 3a
enuTeseH aedekT/HapylleHHe Ha poroByuara. TeKeCTTa Ha Te3H cllyyaud Bapypa OT HECEpPHO3HH
eeKTH BBPXY LIEJIOCTTA Ha €MIUTEIa Ha POrOBMLATA JO MO-CEPHO3HH CHOHUTHUA, IPH KOUTO 3a
BBL3CTAHOBABAHE HA ACHOTO 3PEHHE C€ M3UCKBA XHPYPru4Ha Hameca HW/WIH ICKapCTBEHA Tepariusl.

[ToctmapkeTsrropuat onut ¢ nokanHy HCIIBC npeanosnara, 4e nauueHTH, NPETHLPNEIH CIOKHH
OYHH OMepaLyy, ¢ AeHePBAlMs Ha pOroBuiiaTa, AepeKTH Ha pOrOBHYHMS €MMTEN, 3axXapeH auader,
3a00IABaHUA HA OYHATA [TIOBLPXHOCT (Halp. CHHAPOM Ha CYXOTO OKO), PEBMATOMJIEH apTPHUT UJIH C
HAKOJIKO OYHH OINEepAaLMH 3a KpaTbK NEPHOA OT BPEME, MOXKE & UMAaT YBEIIHYEH PUCK OT [T0ABA Ha
HeXKeJIaHH peakLMM OT CTPaHa Ha pOroBMLIATa, KOHTO MOXKE Aa 3acTpallaBaT 3peHHETO UM. [1pu
npeAnycBaHe Ha HenadeHak 3a NpelOTBpaTABAHE HA OTOK HA MAKYJIaTa clie]l Ofepailus Ha
NpY NALHCHTH ¢ AHadeT, HANMMYKETO HA BCAKAKBR JOITBIHUATE/ICH PACKOB (PAKTOp U
Ha NpeABHAECHOTO CHOTHOWEHYE NOJI3a/PUCK U MHTEH3UBHO Hal/MoieHHe Ha rall




IeanaTpyudHa DOy iaanus

be3zonacHocTTa M €(PUKACHOCTTA HA ANPEKTO NPH Aiclia K KOHOLLIHK HE €2 YCTaHOBEHH.

CrnobIiaBaHe Ha NOAO3UPAHU HEeXETaHW peakLHy
Cro6lnaBaHeTo Ha NMOJ03HPAHH HEXEJIAHH PeaKiMu clie]] pa3pellaBaHe 3a ynorpeda Ha NeKapCTBEHHS

NPOAYKT € BakHO. TOBa NO3BOJIBA Aa NMPOABIDKM HAGMIOACHMETO HA CLOTHOUIEHHETO M0J13a/PHCK 32
nexapcTBeHHs NMpoAYKT. OT MEAHLHHCKHTE CTIICLIMATUCTH CE M3UCKBA Aa ChOOIIABAT BCAKA
MOAO3HUpAaHa HEXKeNaHa peaKlMd Ype3 HALMOHANIHA CUCTEMA 32

chobliaBane B M3MbAHHTENHA areHLMs 10 JIeKapCcTBaTa

yi. ,,JJaman I'pyes® Ne 8, 1303 Codus,

Ten.: +359 2 8903417,

yeOcaiiT: www.bda.bg

49  IlIpeposupane

He ce oyakBa 1a Bb3HMKHAT TOKCHYHH €(pEeKTH B CAyUal Ha NMpeao3HpaHe NpH OYHO MPHIIOXKEHHE,
HUATO NPY CIIYMaHHO NEPOPATHO NONTbIIAaHE.

8. GAPMAKOJIOIMYHM CBOHCTBA

5.1 PapmMakoaHHAMHYIHHE CBOHCTBA

dapmaxoTepanesTHyHa rpyna: OdbTanMonorduiy cpejicTea, IPOTHBOBL3NAIMTEIHU CPEACTBRA,
HectepouaHd. ATC xox: SOIBCI10,

MexaHH3BM Ha AeHCTBME

HenadeHak € HeCTEpOMAHO POTHBORB3NAIIMTEIHO U aHANTETUYHO NpeanekapcTso. Cnen NoKanHo
OUYHO NpUWJIoXKEeHUE, HenadeHak NMPOHUKBA ITPE3 poroByLIaTa v Mo BIHAHHE HA XMAPOJIA3UTe B
OYHUTE ThKaHH, C€ NPEeBpPblla B HECTEPOHAHOTO NMPOTHBOBB3NAIUTEIHO JIEKAPCTBEHO BELIECTRBO
aM(QeHak.

Amdenak HHXHOUpa AeiicTBHeTO Ha npocrarnadaud H cuHTasara (UMKI00KCHI€Hasa), €H3UM
HeoOXO/MM 3a MPOAYKLMATA HA NpoCcTarlaHIHH.

JonmsauurenHy dapMakoaorHyHy CBOHCTBA

ITpu 3aliuy e HOKa3aHO, Ye HenageHak HHXHOMpa HapyllaBaHeTo Ha KPhBHO-pETHHANIHATa Dapurepa
M 3aeH0 C TOBa noTHcka cuHTtesa Ha PGE:. Ex vivo e nokazano, ye eAHOKpaTHa 1034 HenadeHax,
MPHIOXKEHA JIOKATHO B OKOTO, IOTHCKA CHHTE3aTa Ha IIPOCTarJIaHAWH B HpKCa/LIMTHAPHOTO TA/IO
(85%-95%) u perunara/xoponaesnra (55%) croTBeTHO A0 6 yaca U 4 yaca.

dapmakoaAHHAMHYHH edEKTH

[1o-rongmara 4acT oT XHUAPOMUTHYHOTO NPCBPBRHIAHC CC OCHINCCTBABA B PCT HH&T&J’XOPOHI[GHTEI,
NnocncaABanoO oT HpHCﬂleHJIHaPHUTO TAJIO H pOroBULIATA B CHOTBETCTBHE CHC CTCIICHTA HA ThKAHHATA

BACKyJlapHu3anui.

Pesynratute OT KIHHHYHHTE U3MHTBAHMA [IOKA3BAT, Y€ HEMadeHaK Karlky 32 OYM HE OKa3BaT 3HaYUM
eeKT BbPXY BLTPEOYHOTO HasAraHe.




ICnnHnYHA eUKacHOCT M De3onacHoCT

IIpedomepamagane u neuenue Ha nocmonepamusHa 6OAKa U GbINANCHUE, CELPIAHU C ONEPAYUS

HQ Kamapaxmd
[IpoBefeHH ¢a TPH OCHOBHH [IPOY4YBaHHA 3a OliEHABAHE Ha ePHKACHOCTTA H O€30MACHOCTTA Ha

HenadeHak, NPUIOKEH 3 MBTH JHEBHO B CPaBHEHHE C HOCHUTE)T W/HIH KETOPOJIaK TPOMETAMOJI MPH
npopUIaKTHKa U JiedeHUe Ha nocTtonepaTiBHa 0oJika M Bb3MANICHHE NPH NALIMEHTH, NpeThPIIeH
onepailds Ha KarapakTa. [IpH Te3d npoyuBaHHA, NPHIAraHETO HA H3C/IEABAHOTO JICKAPCTRO €
3aTIOYHATO E€HH JICH TIpe/IY ONepaliaTa, NPOIb/LKEHO € B JEHA Ha OMEpaLMATa W 10 2-4 ceaMHUM Ha
nocTonepaTuBHuA neproa. OCBeH TOBA, NOUTH BCHUKH MALMCHTH 3 NMOJIyUHIH JOTbJIHUTETHO
MPOQUIAKTHIHO JIEIEHUE C AHTHOHOTHLIY, CHOOPA3EeHO ¢ KIMHKYHATA NTPAKTUKA HA BCEKH €IHH OT
LIEHTPOBETE HAa KITHHUYHOTO U3MUTBAHE,

B nBe nBoHHOMACKHPAHH, pAHAOMHIHPAHH, KOHTPOMPAHH € HOCUTEI NNPOYYBaHUA NPH NALHEHTHTE,
NeKyBaHM ¢ HenadeHax, ce HabnKoJara 3HAUMTETHO M0-MaJIKO BB3NAJIeHUe (KeTh4Ha peakLus B
NnpeAHOKAMEPHATA TEYHOCT H NosIokHuTeneH TUHAAT) B paHHUS MOCTONEPATHBEH NEPHO M IO Kpas Ha
JIeUeHHUETO, B CPABHEHHUE C MALMEHTHUTE, JIEKYBAHH C HEFOBUA HOCHUTEI.

Ilpu gBere npoy4uBaHKs, HenaQEHAK H3YUCTBA BB3NANCHHETO HA 14-H4 JIeH ClieR onepaluaTa npy
65% u 68% oT malMeHTUTE, B CpaBHEHHUE ¢ 25% U 35% OT nauueHTUTe, KOKUTO Ca MoJIyYaBaiu
Hocurel. IlpoueHTHTe Ha TMnca Ha 60/Ka B rpynara Ha HernageHak ca 89% H 91%, B cpaBHEHME C
40% u 50% OT nauMeHTHTE, NOTY4aBAIH HOCUTEI.

B enHo nBOMHOMACKHPAHO, PAHAOMH3HUPAHO, KOHTPOJIHUPAHO C HOCHUTEN M ¢ aKTHBHO BEUECTBO
npoy4BaHe, IPH MAUUEHTHTE, JIEKYBaHH ¢ HenadeHak, ce Habmonasa 3HaYUTEIHO MO-MAJKO
Bb3NallcHHE, B CPAaBHEHHE ¢ MALMEHTHTE, IeKyBaHH ¢ HocuTen. OcBeH TOBa HenagdeHak oxKa3Ba He [10-
noir eekT OT KeTopoaak S mg/ml npyu HaMandBaHe Ha BB3MAICHHETO H DOJIKaTa B OKOTO, K € MAJIKO
no-gobpe NOHOCHM ciel NpuaraHe.

3HaYHUTEIHO NO-TOJIAM MPOLEHT OT NaLMEHTHTE B rpynaTa Ha HenadeHak ca crO0IWIH 3a JIKICA Ha
GoJiKka B OKOTO CJie[ oriepalLiis Ha KaTapakTa, B CpaBHEHHE C TE€3U B 'PYIara ¢ HOCHTE.

EdukacHoctra 1 6e3onacHocTTa Ha HenadeHnak (0,3% npu npodrnakryka 4 ieueHue Ha
ocTonepaTHBHa OONKA U BB3MAJICHHE, CBbP3aHU € ONEpalldd Ha KaTapakTa, ca JJOKa3aHH B ABE
MacKHpaHH, ABOMHOCENYH, ralebo-KOHTPONTMpaHU KIMHHYHY H3NUTBaHuA npu odmiol 339

naureHTH. [IpH Te3U Npoy4BaHKSA, IPH KOUTO NPUIATAHETO HA NMALMEHTHTE € BEAHBX AHEBHO, KaTO C€
3aloyBa eIiH JCH Npeau orepaluaTa Ha KaTapakra, DpOABIKABA Ce B JICHA Ha oNepaLMaTa U npe3
mbpBUTE 14 JHM HA NoCcTONEpaTUBHUA nepuoy, nenagerax 0,3% kankH 3a 04H, CYCNEH3Hd M10Ka3Ba
no-ao0pa KIMHHYHA €PHKAaCHOCT B CpaBHEHHE ¢ HOCUTENS NPH leveHUe Ha nocTonepaTuBHa 6oska U
Bb3NAJIEHHE.

Hsakon nauneHTH ca noayvasany Henadenak 0,3% kanku 3a oun, cycneHsus Ao 21 auy cnex
onepaumaTa. EbukacHocTra cniea 14-us feH ot onepauusta o6aye He € OHila OLCHEHa.

B monwadenue, npu eHO OT ABETE KIUMHUYHHU HINUTBAHHUR, HenadeHak 0,3% kankuy 3a o4y,
CYCIIEH3HS, PWIOKEH BEAHBK AHEBHO, € TIOKA3a)l He Mo-MaJtka epMKacHOCT oT HenageHak 0,1%
KalnKH 332 O9H, CYCNEH3HS, IPII0XKEH TPH IThTH THEBHO 3a NPO(PHIAKTHKA H JICYECHUE HA
nocronepaTHBHa 60JKa W Bb3NAIEHKUE Clie/ onepalnd Ha KaTtapakTta. [IpoueHTHTe Ha U3UMCTBaHE Ha
Bh3MaJICHHETO M JIMICcA Ha DO0JIKa ¢a CXOAHHM 3a ABaTa MPOAYKTA NIPH BCHYKHU MOCTONEPATHBHH OLICHKH.

Hamansearne na pucka om nocmonepamuces 0moK HQ Maxyiamd, C8bP3an ¢ ONepayun Ha

Kamapakma npy nayuesmu ¢ ouabem S

3a oLieHABaHE Ha eKACHOCTTA M 0€30MacHOCTTa HA HenageHax 3a npeAoTBparsBa . %\
Py o N

MPUIAraHETO Ha MPOYUYBAHOTO JIEKAPCTBO € 3aNQ4YHATO €AUH ACH IIpeH onepa
OEHA Ha onepaluaTa U 10 90 HU OT NOCTONEPATUBHUA MEPHOL.




B eauo nBOMHOMACKHPaHO, PAHIOMU3UPAHO, KOHTPOJUPAHO ¢ HOCHTEN NPOYUYBAHE, MPOBEACHO MPH
NMauMEHTH ¢ AHa0eTHA PEeTHHONATHA, 3HAYUTETHO MMO-TOMAM MPOLEHT OT NalHeHTUTE B IPpyIara C
HOCHTEJI ¢a NOJIYYHIH OTOK Ha Makynara (16,7%) B cpaBHeHHe C NalUeHTHUTE, JIEKyBaHH C HenagdeHak
0,1% karku 3a o4M (3,2%). [To-rosam npoHeHT OT NALMEHTHTE, HA KOUTO € NMpHIaradH HOCHTeJI, ca
nony4unM orcnabeane Ha Hal-nmo6pe kopurupaHara 3purenta octpora (BCVA) ¢ nosede o 5 OyksH,
oT aeH 7 xo AeH 90 (WM npexxaespeMeHHO NpeKpaTaBaHe Ha ydactHeTo) (11,5%) B cpaBHeHue ¢
MalHeHTHTE, IeKyBaHH ¢ HenadeHak (5,6%). [osede maieHTH, HA KOUTO € Npuiarad HenagdeHax, ca
nocTurHanu 15-6ykeeno nogobpenne Ha BCV A, B cpaBHEHHE ¢ MALHEHTH, HA KOWTO € NpUJIaraH
HOCHTEJI, CLOTBETHO 56,8% B cpaBHeHuUeE ¢ 41,9%, p=0,019.

B nsete npoliHoOMacKdpaHH, paHACMHM3HUpaHH, KOHTPONMPAHH C HOCUTEN NPOYYBAaHHA, [IPOBEICHH
Npy NalyeHTH ¢ AHabeTHa peTHHRONATHA, 3HAYHUTEIHO MO-TOJIAM MPOLIEHT OT NMAUHCHTHTE B rpynara ¢
HOCHTEJ ca MOMYYWIH 0ToX Ha Makynarta (17,3% u 14,3%) B cpaBHEHUE ¢ NALHEHTHTE, JICKYBAHH C
nenagenak 0,3% kanku 3a o4H (2,3% u 5,9%). CroTBETHHTE NPOLICHTH B HHTErPUpaH aHAIH3 Ha 2-
Te npoy4BaHHs ca 15,9% B rpynata ¢ Hocuten ¥ 4,1% B rpynara ¢ HenadeHak Kanki 3a O4H
(p<0,001). 3HaYHTETHO NO-TOJIAM NPOLEHT OT NALKWSHTUTE €A NOCTUTHANY 15-6yKBEHO WIH 1o-
ronsMo nogoGpenue Ha ael 14, xoeto e noaxbpxkaHo Jo AeH 90 B rpynata Ha HenmadeHak 0,3%
(61,7%), B cpaBHeHHE ¢ rpynata ¢ Hocuten (43%) B €AHOTO NpoyuBaHe, NPpH BTOPOTO NPOYy4BaHe,
NPOLEHTHT Ha NALMEHTHTE € CXOJieH B 2-Te IPYIH HA JIEYEHHE 3a Ta3M KpaitHa Touka (48,8% b
rpynara Ha HenageHak u 50,5% B rpynata ¢ Hocures). B UHTerpHpaH aHanM3 Ha 2-T¢ NpoyUBaHU,
MPOLEHTHT Ha nalMeHTHTe ¢ |1 5- OykBeHOo nogobpenue Ha aeH 14, xoeTo ce noaabpxa Ao jeH 90 e
no-roJsMo B rpynara Ha Henagenax 0,3%kanku 3a ouy, cycnensus (55,4%), B CpaBHEHHE C rpynara
¢ HocHren (46,7%, p=0,003).

[leguaTpyuysa nomnyanus

ErponeiickaTa areHuMs 1o JekapcTsaTa ocBoOmKAaBa OT 3aAbJDKEHKRETO 34 NPEAOCTaBAHE Ha
pe3yJITaTUTE OT NPOYYBAHUATA C ANeKTO BbB BCHYKH INOAIPYIH Ha NeAHaTpHYHATA [TOITYJIalHA
MpH Npo¢HIAKTHKA U JIeueHHe Ha NTOCToNeparuBHa 00JiKa M BB3NICHHE, CBBP3aHH C ornepalns Ha
KaTapakTa H npoQIaKTHKa Ha MIOCTONEpaTHBEH OTOK Ha Makynara (Bx. Touka 4.2 3a HHGopMaLs
OTHOCHO yrioTpeba B eAUAaTPHATA).

5.2 PapMaKOKHHETHYHH CBOACTBA

Abcopbums

Cnen npunarane Ha Henadenaxk 0,1% kanku 3a 0O4ud TPH IBTU AHEBHO U B JBETE OYH, MPH MO-rojiAMa
YacT OT NALUEHTHTE ce HabJIoaaBaT HUCKM, HO OTIPEIECTUMM IUTa3MEHH KOHLIEHTPaLHH Ha
HenageHak ¥ ameHak, CbOTBETHO 2 M 3 vaca ciel npunarade, CpeaHuTe CTalMOHapHH IUT1a3MEeHH
Cmax Ha HenageHak ¥ aM(CHaK ClIe[ JIOKATHO OYHO NMpUiIokKeHKe ¢a ¢boTeeTHO 0,310 + 0,104 ng/ml

n0,422 + 0,121 ng/ml.

Cnen npuwiarase Ha eiHa Kanka HenageHak 0,3% Kanku 3a O4M, CyCIIEH3MA B ABETE OYH BEHbXK
JHEBHO 3a YETHPH AHH, IIPH [O-TONAMA YacT OT NaLMeHTUTe ce HabmoAaBaT HHCKH, HO OIPEAETHMH
IUTa3MEHH KOHLEHTpALMH Ha HenadeHak u aM(eHaK, CbOTBETHO 2 U 3 4aca cliel [IpunaraHe Ha
nosara. CpeqHUTe CTaUMOHApHH IUTasMeHy Crax Ha HenadeHak U aM@eHak clief] JIOKATHO OYHO
NPIIcKEeHHE ¢a ChOTBEeTHO 0,847 £ 0,269 ng/ml u 1,13 + 0,491 ng/ml.

PasnpeneneHue

AM(peHaK uMa rojiaM apUHUTET KbM cepyMHuTe an0yMUHU. In vitro, IPOLUEHTDT
HenadeHak KbM aJIOYMHH OT IUTHX, YOBELIKH anlOyMHH H YOBEILUKH CEPYM € ChO

95,4% 1 99,1%.
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[IpoyuBaHHs NpH IUTHXOBE MMOKA3BAaT, e pajiHOAKTHBHO De/si3aHH MaTepHAITH, CBBP3aHH C AKTHBHOTO
BEILIECTBO, C€ PA3NpEAe/IAT IIHPOKO B OPraH|3Ma Cie/| €IHOKpaTHa WIH MHOIOKpaTHA nepopanHa Ao3a

""C-nenadeHax.

[TpoyuBaHKA npH 3alily NOKA38AT, Ue FOKATHO MPHIOKEHHAT HerageHaK c¢ pasnpeens JIOKANHO OT
IpeHATAa 9acT Ha OKOTO B 3a{HHTE OUHH CEFMEHTH (PETUHA U XOPHOKALCH).

buotpaHchopMaLius

Henadenak nperbpnsasa oTHocHUTeNHO 6bp3a GHoakTHBALUMA A0 aM(PEHaK upe3 BETPEOUHHTE
xuaponasu. Cnej ToBa amMmpeHaK NpeThpIIABa eKCTEH3HBEH MeTaboNMU3bM 0 MO-TIOAAPHH
MeTaboNUTH, BKIIOYBAL XHAPOKCUNMpPAaHE HA apOMATHUA MPBCTEH, KOETO BOAK A0 00pa3zyBaHe Ha

MITIOKYPOHHAHH KOHIOTATH.

Panuoxpomarorpadcki aHaIU3M PEAH H Cliej XHMIPOoIH3aTa Ha B-rioKypoHUa3aTa 1oKassar, ue
BCHUKM MeTaBoNMTH ca noA dopMaTa Ha IIFOKYPOHUAHH KOHIOFATH, ¢ H3KITFOUEHHE Ha aM(eHaK.
AMdenax ¢ OCHOBHUAT MeTaGoNIMT B [U1a3MaTa, npeacTasiagsall npubausurenHo 13% or obiuara
I23MeHa PagHOaKTHBHOCT, BTOPUAT Hall-uecTo cpelliaH riasMeH MeTabonuT € HAeHTHHIMpPaH
KaTo 5-XUApoKcH HenadeHak, npeacTaBiipail npubnusdresHo 9% ot obuiara palMOAKTHBHOCT MpH

CI.TIHJE.

BzaumosaelicTBUA ¢ APYIH JIEKAPCTBEHHU NPOAYKTH: In vitro HATO HenageHaK, HUTO aMpeHak
[IOTHCKAT HAKOM OT OCHOBHHTE MeTabOJIMTHH aKTUBHOCTH Ha 4yoBellkug uuToxpom P450 (CYP1A2,
2C9, 2C19, 2D6, 2E1 u 3A4) npu xoHueHTpauuu go 3000 ng/ml. [Topanu Tosa B3aumMoneHcTBHS,
snoyBai CYP-Meaunpan Metabonn3bmM Ha €JTHOBPEMEHHO MPHIIAraHM JIEKApCTBEHH MPOAYKTH, ¢a
MaJIKO BepOSTHH. B3anMonelcTBysA, MEAUUPAHH OT CBBP3BAHE C NMPOTEHHH, CBHLIO €& MAJIKO
BEPOSTHH.

EnuMUHKpaHe

Cnen nepopasiHo npunoxenue Ha ' *C-HenadeHak Ha 30paBu 10OPOBOILM, € YCTAHOBEHO, 4e
OCHOBHHST ITHT Ha OTAENAHE HA PaJJHOAKTUBHOCTTA € Ype3 ypuHara, npubnnsurenHo 85%, aokarto
oTaensHeTo ¢ dekanuuTe npeacrasnasa okono 6% ot nosarta. HenapeHak u ampeHak He ce

OTKPHMBAT B YPHHATA.

Cnen enHOKpaTHA f03a HenadgeHak MpH 25 NaLMEHTH, IPEThPIENH onepalys Ha KaTapakTa,
KOHLIEHTPaLlMHTE BHB BETPEOYHATA TEMHOCT ¢a H3MepeHH Ha 15, 30, 45 u 60 MunyTM cnex
npuiarale Ha gosara. MakcumanHara cpeiHa KOHLICHTpallia BLB BLTPEOYHATa TEYHOCT Ce
HaOMonasa BLB BpeMeBara To4uKa Ha | vac cnea npunarade (HenageHak 177 ng/ml, amdenak 44,8
ng/ml). Te3n HaxoaKM noka3eaTt OBp3a porosUyHa NEHeTpaLMA.

53  IlpeaxjnHuvHH AanHH 3a GezonacHocT

HexnuHpmaHHUTE JAaHHH HE MOKa3BaT 0cobeH PHCK 34 XOpa H4 fazara Ha KOHBEHLIHOHAJTHHUTE
dJapMﬂKOHOFH‘IHH [Mpoy4BaHHA 3a 6&30H&CHDCT, TOKCHYHOCT IIpK MHOIOKpPAaTHO NPpHJIaraHc H

I'CHOTOKCHUYHOCT.
He ca ITPOBEKJAHH ABJITIOCPOYHH IMPOYHRBAHHNA 34 KapUHMHOI'CHHOCT Ha HEHﬂ¢)ﬁHﬂK.

[IpH penpoAYKTHBHYU NPOYYBAHHUS C HentadeHaK MPH IUILXO0BE, TOKCHYHHUTE N03M 3a MakKaTta 210
mg/kg ce CBBp3BaT ¢ AUCTOKHS, YBEIUYCHA MOCTUMILIAHTALIMOHHA 3aryda, HamalleH pgf*}ég,y )
Ha peTycuTe U HaMasneHa npexxuBsieMocT Ha gerycute. [Ipu GpeMennn 3afium, o0
MakikaTa, KOATO NpeAu3BHKBa c1aba TOKCHYHOCT Yy MAMKHTE, NMOKA3Ba CTATHCTHY
YBEJUUEHHE Ha CJTydauTe Ha Man(popMalMy ITPHU MATKHTE.
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6. ©®APMAIIEBTUYHMH JAHHH

6.1 CnuchbK HA NOMOIIHHTE Belecraa

0.1% 1 0,3% Kank# 3a oYU, CYCIICH3Ud

beH3anKOHHUEB XJIOPHUA
bopua xucenuHa
[IponusieH rinuxon

Kapbomep
Hatpuer xsopun

['yma ryap

KapbokcumeTwiiesrynosa HaTpui

JIMHATpUEB eaeTar

Hatpues xuapokcun

XN0poBOAOPOAHA KMCENHHA

Boaa 3a HHXEKUHH

6.2 HecbBMECTHMOCTH
Henprioxkumo.

6.3 Cpox na roguocTt

3 rOAMHH.
Ha ce wanosi3ea g0 4 ceAMHLM Clie/| ITbPBOTO OTBApAHE HA OMaKOBKAaTa.

6.4 ChnenuajaHy yCJIOBHS HA CbXPaHEHHE

Ia ce cpxpanasa nox 25°C.

3a yCIIOBHATA Ha CHXPAHEHUE Cliell MHPBOHAHANHO OTBAPSHE HA NICKAPCTBEHUA NMPOAYKT BHIKTE
Touka 6.3.

CobxpansBaiiTe OyTWwIKaTa NIETHO 3aTBOPEHA.

6.5 BHa B chABPXKAHHE HR ONMAKOBKATA

0,1% xanku 3a o4, CYCIIEH3HS

Andexro 0,1% kanku 3a 04M, cycieH3us, ¢ onakoBaH B 5 m| LDPE 6ytunka ¢ HDPE kanayka u
LDPE arumikaTop-kankoMep. OnakoBKara CbABPKA 5 ml CyCneH3us U € NpHApyKeHa OT NMCTOBKA 32
MaLMEHTA.

ByTunkaTa 3aeHO C JIACTOBKATA 3a [MALMEHTA Ca OMaKOaHH B KApTOHEHA KYTHA.

0.3% Kkarnky 3a O4H, CYCIICH3UA

Andekro 0,3% Kanku 3a O4H, cycneHsus, e ornakosaH 8 5 ml LDPE 6yrunka ¢ LDPE unu HDPE
kanauka 1 LDPE amnukarop-kankoMep. OnakoBkara ¢eabspxka 1,7 ml cycneHsus ¥ e npyuapyxeHa ot
JIMCTOBKA 3a NaLMEHTA.

byTHnkara, 3aeqHO € IMCTOBKA 33 ITaIflEHTa, Ca ONaKOBaHH B KapTOHEHA KYTHAL.

6.6 ConeuuajHu npeaANasHH MePKH NPH H3XBBLPJIAHE B pabora

Hewnsnon3BaHuAaT JJIEKAPCTBEH IIPOAYKT WIH OTIIaABYHHTC MATCPHAJIH OT HEI'O
B CHOTBCTCTBHE C MCCTHHTC N3UCKBaHHA.
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CbabpKaHHETO J1a Ce pa3iaTk npeau ynortpeda.

Cnen oTBapsiHe Ha OyTHIKaTa, Na3eTe ChAbPKAHUETO OT 3aMbPCABAHE, KATO BbpXa Ha OyTHKaTa He
Tpsa6Ba Aa ce jonupa Ao Apyry NnobpxHOcTH. Cnen u3non3paHe, 3aTBopeTe OyTHIIKATA ¢ Kanavkara.

H3xsnpieTe ocTaTbKa OT CYCNEH3MATA Clle]l U3THYAHE Ha 4 CeIMHYHHSA CPOK OT OTBAPSHETO Ha
OyTuakara.

7. MPUTEXATEJI HA PABPEIIEHUETO 3A YIIOTPEBA

Bopna Meaucune Espona EOO/]
ya. ,,.bopuc Pymenos™ 16
1407 Codusa, bvarapus

8.  HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Andekto 0.1% kanky 3a O4H, CYCIEH3HA
Per. Ne: 20210263

Andexro 0.3% xanky 3a oMU, CYCMEH3US
Per. Ne: 20210264

9. JATA HA ITBPBO PABPEIIABAHE/TIOJHOBSIBAHE HA PASPEINIEHHUETO
3A YIIOTPEBA

JlaTta Ha mbpBOTO paspetasaHe: 02.09.2021
TlaTa Ha nocieaHo NoJAHOB%BaHE:

10. JATA HA AKTYA/IMBUPAHE HA TEKCTA

10/2025
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