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1.  HMEHA JEKAPCTBEHHSANIPOIYKT = e he

Andexro 0,1% xankm 3a 04u, CycneHsns e
Apfecto 0,1% eye drops, suspension

Andexro 0,3% Kanku 3a 0UH, CYCIIEH3HS
Apfecto 0,3% eye drops, suspension
2, KAYECTBEH H KONTHYECTBEH ChCTAB

Andexto 0,1%: 1 ml ot cycnienznaTa cbabpxka 1 mg HenadeHak (nepafenac).

[MoMON[HO BEMECTRO ¢ A3BECTHO JelicTRIE
Bceexu ml oT cycnensusTa cbIbpika 0,05 mg GeH3aTkoHHEB XJIOPH]L. 3a ITHJIHAA CIIHCBK Ha

NOMOLIHUTE BeLIECTEA BUXTE TOUKa 6.1,
Andexto 0,3%: 1 ml or cycnien3uaTa ceabpxa 3 mg Henadenak (nepafenac).
IIoMOIIHO BELECTBO ¢ HIBECTHO JieiicTRIE

Bcexu ml or cycnensuara cpappixa 0,05 mg GeH3ankoHHeB XIOpH/L. 3a THJIHAA CIIHCHK Ha
NOMOLUHHTE BEelecTBa BIDKTE TO49Ka 6.1.

3. JEKAPCTBEHA ®OPMA
Kanxu 3a 04yn, CyCIeH3NA.

Alwnto OLBETEHA, BHCKO3HA CYCTICH3HA.

4, KINHAYHA JAHHHU
4.1 Tepauekmqnn IOKASAHHA

Hsnon3pa ce npu BL3pacTHH MALHEHTH 3a.

- NpoHIaKTHKa 1 TeYeHHE Ha HOCTOTIepardBHa G0lika H BE3TIalIcHHE, CELP3aHHM C OIepalis
Ha KATApaKTa;

- HaManfgBaHe Ha pUCKa OT MOCTONEePaTHBEH OTOK HAa MaKyJIaTd, CBbp3aH ¢ orlepaunst
HA KaTapakTa npy nanueHTy ¢ agadet (k. Touka 5.1).

42  /Io3HPOBKA H HAYMHH HA NPUIOKEHHE

Hoan POBKa

Angexro 0,1 % Kanku 3a 0uH, CycneH3Hs

B‘bS‘QaCMHu, BRNIOYUMENHO CIAPYeCcKa 8b3PAch

3a npeNOTBPATABAHE H JieueHHe Ha Oonka H BbananeHue jo3ara e 1 kanka AndexTo B
KOHIOHXTHRANHHA CAK HA 3aCETHATOTO OKO {0uH) 3 b OHEBHO, KaTo ¢€ 3anousa 1 JieH npenyu
onepan ATa Ha KATApaKTa, MPOJbIKABA CE B /IHd Ha ONepalHsITa i 3a HbPBHTE 2 CEAMHIIH 0T
MOCTONEPATHBHMS nepnof, Jleuenunero Moxe zia ObAe NPOABIDKEHO A0 MBPBHTE 3 CEAMHLIH HE

30 go 120 MUHYTH NIpexH ONepalHATa.

3a HamanAsaHe Ha PHCKA OT [IOCTONCPATHBEH OTOK HA MAaKy/IaTa, CBLp3aH ¢ onepany



NpH TAUHCHTH ¢ RHaberT, fo3ata e | kanka AngexTo B KOHIOHKTHBATHHA CaK HA 3aCeTHATOTO OKO
{oun) 3 NBTH (HEBHO, KATO CE 3al04Ba | JeH Npeay onepalliaTa HAa KaTapakTa, HPOAb/KABA CC B
JieHd Ha onepauuaTa 4 10 60 1HH OT NOCTONEPATHBHHAA IICPHO, KAKTO € YKa3aHO OT JIEKaps.
JonbaHuTeHa Kanka Tpadea 1a ce noctasu 30 go 120 MAHYTH IIPEAH ONEPaIMATA.

Andexro 0,3% Kanku 3a 04N, CycneHIns

Buvspacmuu, exmoyumenno cmapyeckd 83pacm

3a npenoTEpaTABAHE H AeYeHHe Ha HONKa ® RbaNafieHue J03aTa ¢ | Kanka AngekTo B
KOHIOHKTHBAIHMA CAK Ha 33CErHATOTO OKO (O4H) 3 MBTH JHEBHO, KATO CE 3aM04Ba 1 JeH npe/iu
onepanusTa Ha KaTapakTa, NpoIbDKaBa ¢ B ACHS HA OMEPALUATA H 32 ITbPBHTE 2 CEAMUUM OT
TOCTONEPATUBHMA nepro. JledenrneTo Moxe ja ObJe IPOXBLIDKEHO JI0 [TBPBHTE 3 CeAMMIIA Ha
TOCTONEPATHRHUA IIEPHOJ, KAKTO ¢ YKa3aHO OT Nekaps. JIombIHHTENHa Kanka TpA6Ba Ja ce NocTaRy
30 no 120 MHHYTH NIpefd onepannaTa.

3a naManaBaHe Ha PHCKa OT MOCTONEPATHREH OTOK HA MaKynata, CRhp3aH ¢ OIEpailis Ha KaTapakTa
1py MaLUEHTH ¢ AHabeT, no3ara e | Kanka AndeKkTo B KOHIOHKTHBAIHHA CAK HA 3aCETHATOTO DKO
(0uH) BeiHBX THEBHO, KaTo ce 3armoysa 1 feH npejy OnepaliaTa Ha KaTapakTa, IPOoABIDKABa ce B
JleHA Ha ollepauuaTa B A0 60 AHM OT NOCTONEPATHBHYA IIEPHOA, KAKTO & YKA3aHO OT JIEKapH.
JonmbnauTrenta kanka tpabea ga ce nocraen 30 go 120 MUHYTH Ipeau ONepanusTa.

Creutannu nonyaayuuy

Hayuermu ¢ 6v6pexno unu weprodpobno yspexcoane

A11(peKTO HE € MpOYHBaH IIPH NAUWEHTH ¢ YepHOApoOHO 3a60aBaHe M 6B0PEUHO yBpexAaKe.
Henadenax ce enMMHHHPa OCHOBHO upe3 GHOTpaHCHOPMAlH M CHCTEMHATA EKCITO3ULIMS & MHOTO
HHCKA cJie/l JIOKanHo o4Ho npunoxenne. He e HeobxoauMo kopurupane Ha A03at1a MPH Te3d
MALHEHTH.

Heduampuuna nonyrayus

BesonacHOCTTa H eduKacHOCTTa Ha ATideKTO NpH Aelia i FOHOLIH He ¢a YCTaHOBeHH. Jluncear
nanun. He ¢¢ npenoppysa ynorpeda Npy TE3H MALHEHTH, A0 MO0MYYaBaHeTo Ha AOMBIHHTEIHH
JAHHH.

Tlonynayusn 6 cmapuecka ewv3pacm
He ca vaGmonapany pazmkm B 6e301aCHOCTTA H edeXTHBHOCTTA MeXAY MaudeHTH B CTapyecka
BB3PACT M TIO~MJTAIH [IAIIACHTH.

HauuH Ha npunoxenye

3a oMHO OpHNOkEHUe.

[MauuenTnTe TpabBa 1a 6bAAT MHCTPYKTUPAHH [a paskiauiar fobpe GyTHIKATa HpeaH yrnoTpeba.
Crea xaTo Kanavkara € CBaNeHa, ako 3alHTHHAT MPBCTEH € Xnabas, MaxHeTe Io, IpeaM 1a
H3TI0I3BaTe NPOAYKTA.

AKO Ce M3M0/13Ba NIOBEYE 0T S/IVH OTANMONOTHYEH ReKApPCTBEH POAYKT 34 JIOKATHO NPHIIoKeHNE,
NEKAPCTBEHMTE NPOAYKTH TPAOBA 1a C¢ mpUilarar Npes HHTEPBAN OT MOHE 5 MHHYTH. O4HHTE Ma3H
TpabBa Aa ce NpHIAraT NOCICAHHM.

TpabBa na ce BH¥MaRA 1a He ¢e JOKOCBAT KIENaduTe, 3a00HKaNAMmATa TH 061acT Wi pyrd
NOBBPXHOCTH C BY'bXYETO Ha all/IMKATOpa-KankoMep Ha DyTHIKaT?, 32 44 ce [IPEAIa3aT oT
3aMBPCABAHE ArIHKATOpa-KamKoMep M pazteopa. [lanuenTure Tps6Ba fa 6614aT HHCTPYKTHPAHH 18
ChXpaHsBaT GyTHNKaTa IUTETHO 33TBOPCHA, KOTaTo HE ce U3MOoJI3Ba.

AKO ce mpomycHe Aosa, TPEGBa Ja ce NPUIIOKK SIHA KAlKA Bb3MONHO HaH-CKOpo, Npean
TpeMHHe KbM o0HgaliHOTO npuokenne. Ja He ce w3non3ea ARoifHA 1034, 32 Ja ce KoM,
mponycHatata | gosa.



43  IIpoTHBOIOKA3AHHSA

CBPBXYYBCTBHTENTHOCT KBM AKTHBHOTO BEILECTBO HAW KBM HAKOE OT IOMOIIHHTE BEILECTER,
n30poenu B Touka 6.1.

CBPBEXYYBCTBHTENHOCT KBM JPYrH HECTEPOUIHHA NpoTHRBORB3NanuTenHH cpeactsa (HCTIBC).

[TauueHTH, MpY KOUTO MPUCTHENHTE HA ACTMA, YPTHKAPHA WK OCTBP PHHHT C& YCHIBAT OT
aneTHICATHI{HIORa KHcennHa uiw Zpyra HCIIBC.

44  CpenuajuH npeAynpeXIeHUA H NpeanasHid MEPKH npH ynorpeda

IMpoayxTsT He TPAGBa na ce uHKekTHpa. [TawMenTrre TpsGBa aa OLAAT MECTPYKTHPAHH 12 HE
normeaT Andexro.

[TaymenTuTe TpA6Ba Ma GBLAAT MHCTPYKTHPAHH A2 HIOATEAT CTLHYEBATA CBCTIHHA 10 BPEeME Ha
AeYECHHETO ¢ ANMGeKTO,

Edektu pppxy ounTe

¥norpefara va moxamun HCIIBC moxe Aa A0BeAe 40 KepardT. [IpH HIKOH YYBCTBHTEIHK
NauAeHTH, OpoAb/DKUTeNHATa yioTpeba Ha noxanmHy HCTIBC Moske #a a0Be/e 10 yBpesKAaHe Ha
eTIMTeNa, M3THHABAHE HA POrOBHUATA, €PO3Us Ha poroBiliaTa, oOpasyBaHe Ha #3BH HIH nepopands
Ha poroBHLAaTa (BX. Touka 4.8). Te3u cuGurid Moxe na 3acTpawar speHueTo. [lanHenTHTe ¢ JaHHA
34 YBpexAaHE Ha eNUTeNa Ha porosuliata Tpabna Hezabasuo Na NpeycTaHOBAT ynoTpebara na
Aundexto 1 TpsOBa Aa HbAAT ClIeCHH BHUMATENHO 3a 3APABHHATA HA POTOBHLIATA.

HCTIBC 3a nokanno npunoxeHie Morar jia 3adassr 3a3apasgeanero. 3a JOKaTHHTE
KOPTHKOCTEROHIM CBING € H3BSCTHO, Y€ MOTAT Aa 3a0aBiT 3a3apaBaBaneTo. EqHOBpeMeHHATA
ynotpeba Ha noxanHo npunaraiu HCIIBC 1 noxantu cTepOMIH MOXKe Ja yBeNnu4u Bh3MOMKHOCTTA 34
npobieMu npy 3aznpasseaneTo. [lopaau TOBa Ce TPeNOoPHLYBA NOBMIICH) BHHMaHHE, KOraTo AndeKkTo
¢€ MIpHIIara eIHOBPEMEHHO ¢ KOPTHKOCTEPOHIM, 0CODEHO MPH MALHEHTH ¢ BHCOK PHCK 32 HEMXEIaHH
peaKuMH Ha POrOBHANATS, ONHCAHH [I0-TONY.

IMocTMapkeTHHroBUAT onuT ¢ NokanAy HCIIBC npeanonara, e MaHeHTH, NPeThPIeTH COXKHH
OYHH ONEPALIHH, C AeHEPBaUHA Ha POroBHLATA, Ne(eKTH HA POIOBUYHHS €IHTEN, 3axapeH Juaber,
3a00NABAHMA HA OYHATA TIORBPXHOCT (HANp. CHHAPOM Ha CYXOTO 0KOQ), PEBMATOH/IEH apTPHT W C
HAKOJIKO OYHM OflepalliH 32 KPaThK NepHo OT BpeMe, MOraT Jia UMaT YBEIUYeH PHCK OT MposiBa Ha
HEXENaHH NEeXapCTBEHH PEAKIIMM Ha POTORKIATA, KOMTO MOraT Aa 3actpatasar 3pennero. HCIIBC 3a
JOKAIHO NPHIIOKEHNE TPA0BA Ja ce H3M0/I3BaT ¢ TOBHLIEHO BHHMAHHE IIpH Te3H NalHCHTH.
ponbpxutentara ynorpeba Ha nokanan HCIIBC Moxke a YBeIHYHM PUCKA 34 TIAITMEHTA OT NMOABA H
TEXECTTA HA HeXeNnaHH PeakiiMK Ha POroBHLIATA.

Wma cpobuenus, ge oframmonornuture HCIIBC mMoraT 1a NPHYAHAT 3aCHIEHO KbPBEHE OT OMHUTC
TBKEHH (BKMOYHTEIHO XHpeMa) REB BpB3Ka ¢ oyHata orepanys. Angexto Tpabea 1a ce M3n0/I3a ¢
MIOBHIICHO BHUMAHME IIPH NAIHECHTH ¢ H3BECTHA CKIIOHHOCT KbM KEPBEHE WIIH TakuBa, KOHTO
U3MON3BAT APYTH JIEKAPCTBEHH TIPOJYKTH, KOMTO MOTaT /la YAL/DKAT BPEMETO Ha KBPBEHE.

JlokauHoTo NpHNToKEeHHE Ha POTHBORB3NANKHTENHH IEKapcTBa MOXe Ja MaCKHpa ocTpa o4Ha
uHoexuus. HCTIBC HgMar anTiMuKpoOiK cBolicTRa. B ciyyail Ha ouHa nHpekLus, Tpabsa aa ce
IIOAXO]H BHUMATEIHO KbM YIIOTpeGara UM 3aeqHO ¢ aHTHHH(EKITHO3HY ICKapCTRa.




KoHTaKkTHE Jenid

He ce npenopruBa HoceHETO HA KOHTAKTHH JIELH TIO BpeME HA ITOCTONEPaTHBHUA IIEPHO] CIielt
omnepauus Ha katapakTa. [To Tasm npuynna, nauwenTuTe TpabBa xa ObAaT NOCHEETBAHY JIa HE HOCHT
KOHTaKTHH JielllH, OCBeH K0 He & M3pHIHO YKa3aHO OT TEXHMUA JeKap.

BeHzankoHHEB XIOPHA,

AndekTo ChABpKA GeH3aTKOHHEB XJIOPHA, KOATO MOJKE A2 IIPUYHHM APA3HEHE H € H3BECTHO, U¢ MOXe
Ila MPENi3BHKA IPOMIHA B IBETA Ha MEKMTE KOHTAKTHU JellH, AKO ce Hajlara ja ¢e HOCAT KOHTaKTHU
JIEIiK 110 BpeMe Ha JICUCHUETO, NALHeHTHTe TpAOBa Aa OhAAT IOCHBETRAHY A4 CBAIAT KOHTAKTHHTE
JIEIH NPEAN IPUWIKEHAE H J1a H34aKaT Hal-Manko 15 MUHYTH, TIpeJH @ TH NOCTABAT OTHORO.

Hma choOLIeHHs, Ye GEH3ATKOHHEBHAT XIOPHI MOXE A2 IPUMHHA TOYKOBH/{HA KEPATONATHS H/WIH
TOKCHYHA A3BeHA KepaTomarnd. Twil kaTo Andexto chabpia GeH3aNKOHHEB XIOPH], € HeobX0AuMO
BHHMATEJHO NPOCiesBaHe TIPY YecTa MITH NPOIbILKITeNHa ynoTpeba.

Kprerocana yyBeTRHTENHOCT

ColiecTBYBa Bh3MOKHOCT 34 KPBCTOCAHA YyBCTBHTE/THOCT KbM HeNadeHak ¥ aleTHICATHUHIOBA
KHCeJIHA, POKU3BOAHHA Ha (peHHIoLeTHATA KucennHa B apyrn HCTIBC.

4.5  BianMmozeilcTBHE c APYTH JeKapcTBenH NPOIYKTH B APYTH (pOPMH HA B3aHEMOjIeHCTBHE

In vitro npoyYBaHHATA NOKAIBAT MHOTO HHCEHK MOTCHIIHAN 32 B3aMMOAelicTBHE C APYTIH IEKapCTBEHH
NPOAYKTH W B3aHMOJefiCTRHA IPH CBBP3BaHETO C MPOTEHHHTE (BXK. ToUKa 5.2).

{1pocrarnaiJHHOBH aHATQ3H

HiMa MHOTO OrpaHAYCHY JIaHHH 34 €THOEpEMCHHATA }IHOTpCG& Ha NpOoCTar. JTAHAHHOBH aHAJIO3N H
HenafeHak. KaTo ce HMa IpeIBUA TEXHHAT MEXaHU3bM Ha ACHCTBHE, eJHOBpEMEHHaTa yrioTpe6a Ha
TE3N JICKAPCTBCHH IIPOAYKTH HE Ce npenop'bqna.

EnunospeMennara ynorpe6a Ha nokanud HCIIBC ¢ T0KanHH CTepOHAH MOXE A YBEIHIH
BB3MOKHOCTTA 34 NIpoDaeMn ipH 3a3/ipasiBaneTo. EaHoBpeMennara ynorpeba Ha Andexro ¢
NIEKapCTBa, KOUTO YIBIKARAT BpEMETO HA KbPBEHE, MOXKE JJa MOBHIIXA PHCKA OT KPBBOHINNE (Bx. ToUKa
4.4).

46  PeprHanTeT, GPEMEHHOCT H KEPMEHE

HeHu ¢ JleTeposeH MOTEHIHAX

AngekTo He TpAGBA Aa ce H3MOI3BA OT XKeHK ¢ AeTepoae MOTEHUHAT, KOHTO He HINON3BAT
KOHTpaLEeIILHA.

Bpemennoct

Jlunceat 10cTaTEYHO JAHHU OT ynotpefara Ha Henadewak npd 6peMeHHE JxeHH. IIpoyYBaHHITa IpH
XKHBOTHH I10Xa3BaT PENPOAYKTHBHA TOKCHYHOCT (BXK. Touka 3.3). [loTeHUMANTHUAT pUCK TIPH X0pa He
€ u3gecTeH. Toil KaTo CHCTEMHATa SKCIO3HIMA [IpH HEOpEMEHHH JKEHH ¢ HE3HATHTENHA Clie -
JeucHue ¢ HenadeHak, PUCKBT IT0 BpeMe Ha GPeMEHHOCT MOXKE /A C€ CHHTA 33 HHCBK. B
Thil KaTO MOTHCKAHETO HA MPOCTATAHAMHOBATA CHHTE3a MOMKE 13 NOBIIHAS HEFATUBHO
GpeMEHHOCTTA WHIH eMOPHOHAIHOTO/PETANHOTO Pa3BUTHE, W/WIK PUKIAHETO, H/HI
MIOCTHATAHOTO PAa3BUTHE, ANGEKTO He ce NpenopbdBa o BpeMe Ha DpeMeHHOCT.




KnpMene

He e usBecTHO nany HenagieHaK ce eKCKpeTHpa B KbpMata. IIpoyYBaHHATa HpH KHBOTHH NOKa3BaT
€KCKpellnst Ha Herad)eHaK B MIITKOTO NpH ILTbX0Be. Bee mak, He ce oakBar edeKTH A KbPMaeTa,
ThH KaTo CHCTEMHATA EKCIIOZMLMA HA KBPMAYKATA Ha HeradeHaK e He3HAYHTeNHA. ANEKTO MoXe 1a
Ce H3MOJI3Ba [0 BPEME Ha KbpMEHE.

PepramuTer
Jlanceat naHHy 3a edexta Ha ANEKTo BEPXY (QEpTHIHTETA [IPH XOpa.
47  Edexrtu Bbpxy cioco6HocTTa 32 ModupaHe H paboTa ¢ MAIUMHA

AndekTo He MOBNHABA MM NOBIMABA npeHebpexuMo crnocobHocTTa 3a modupane u padora ¢
MailliHH.

BpeMeHHO 3aMBITIABAHE KM APYTH CMYUIGHHS B 3pEHHETO MOTAT Ja MOBIMAT CIIOCOOHOCTTa 33
wodmpane uny paboTta ¢ MAIIMHH. AKO NPH MOCTABIHETO HA JIEKAPCTBEHUS NPOAYKT 3PEHHETO Ce
3aMBITH, MAHEHTHT TPAOBA Ja H3yaka, J0KaTo 3peHHeTo Ce MPOSCHH, PeAH Aa WodApa Uiy 2
paboTH ¢ MaIIMEH.

4.8 Hexgnanu JekapeTReHH peaKiiHy

PestoMe na npodiina Ha Ge3onacHocT

TIpy KIMHHYHN HINUTBAHUA, BRIOUBALM 2 314 malueHTH, Ha KOUTO e mpuiaran Henagenak 0,1%
KallK{ 33 OYY, CYCIIEH3NA, HaH-9ecTUTe HEKEaHK! peaKlMi ca TOUKOBHAEH KEPATHT, ycellate 3a
4RO TAIO B 04HTE ¥ 0OpasyBaHe Ha KPycTH Nno phba Ha Kienaya, KOMTO ca HabmoJapaHu pu
mexay 0,4% u 0,2% or naueHTHTe.

B KNMHHYHA H3NTHTBAHHS, BKIOYBau Hax 1900 nanuenTH, KOHTO ca nolyyapami Henadedak 0,3%
KalKH 3a 0YH, CYCIEH3HA, Hali-uecTo chobulaBaHuTE HeXeNlaHH PeakilHi ¢4 TOYKOBHJEH KePaTHT,
ycelane 3a 4yacAao TAIO B OYHTE M ouna Sonka, kouro ca Habmogasann npu Mexxny 0,4% u 0,1% ot
MMAlHEHTHTE.

Hayuernmu ¢ duabem

B 1Be XIMHUYHKM H3NMHTBAHKSA, BKIIOYBALY 594 DanueHTH, DAalHeHTHTE ¢ AHabeT ca 6unn
NOANIOKEHH Ha JledeHKe ¢ HenadeHaK Kallky 3a 09H, CYCNEH3Hs B POAbIKeHNe Ha 90 nHH 2a
peoTspaTABaHe Ha OTOK Ha MaKyllara clieq onepauus Ha karapakra. Haii-aecTo crhobiaBanara
HexXeNaHa peakuus ¢ TOYKOBHACH KepaTuT, Habmonaead NpH 1% oT NalMeHTATE, KOETO BOAH 10
ompeendHe Ha KATErOpHi [0 YeCTOTA ,,uecTH®. Jpyrite Half-uecTo chobimapaHy HEXENaHH
PCaKIIHH Ca KEPaTHT H YCEIllaHe 3a TYKAO TAI0 B OUNTE, KOMTO ce HabmoAasaT ChoTBETHO Iipu 0,5%
1 0,3% OT nauueHTHTe, KaTo H JIBETE HEXENAHA PEAKIMH ¢a C KATeropus o 9ecToTa , HedecTh ™.

Tabav4en cUCHK HA HEXENAHUTE PeakIHH

CnenBuTe HeXKeNIAaHA PeaKiMy ca IPYNHPaHH ChITIACHO CIIEIHATA KOHBEHLHA: MHOTO 4ecTH (>1/10),
uecTH (=1/100 o <1/10), Hewectn (>1/1 000 no <1/100), pexxu (>1/10 000 oo <1/1 000), Muoro
penkd (<1/10 000) unu ¢ HeusBecTHA YecTOTA (OT HATHYHATE JaHHM He MoXe Oa 6b/ie HanpaBeHa
ouenxa). [Tp1 BCAKO TPynUpaHe B 3aBMCHMOCT OT Y€CTOTATA, HEXeJaHNTE Peakiuu ce H30po

NOJYYeHH OT KIMHHUYHH M3IMTBAHHA HITH NOCTMAPKETHHIOBH ChOOLIEHHA ¢ HenadeH
33 OYH, CYCTICH3MA U Henadenak 0,1% Kanku 3a o4H, CYCNEeH3HA,



CHCTEMO-0PTraH{H KiacoBe Hexenanyn peakuys

Hapylenus Ha MMyHHATa CHCTEMA Pedku: CBPBXUYBCTBHTEIHOCT
Hapymenus na HepeHaTa crcTeMa Pedru: 3aMagnocT, riiaBobonue
Hapymenus Ha ounte Hevecmu: KepaTHT, TOYKOBH/IEH KEPATHT, ACQeKT Ha

POTOBMYHWA eTHTEN, YCELIaHe 32 HYKA0 TANIO B
okoTa, ofipasyBade Ha KpycTH no prba Ha knenada

Pedxu: NPUT, XOpoHTANHA edysna, OTAaraHus o
poroBuaTa, Ho1Ka B OKOTO, 04eH TUckoMopT,
CYXOTa B OKOTO, Gneaput, Apa3HeHe 8 OKOTO,
cBHpOeK B OKOTO, CEKpeLHd OT OKOTO, AllepridcH
KOHIOHKTHEHT, YREJIHMEHO CBA300TACIIAHE,
XHMIEPEMHA Ha KOHIOHKTHBATA

C neusgecmnua vecmoma: liepdopaling Ha
pOTORMIIATA, HAPYIIEHO 3a3paBsBaHe (POrOBHLIA),
NOMBTHABAHE HA POTOBHUATA, POrOBHYCH Derner,
HaMalieHa 3pHTeNHa OCTpOoTa, IoAyBaHe Ha OKOTO,
YJILEepo3cH KEPATHT, H3THHABAHE Ha POroBHLATE,
3aMBIIICHO 3pEHHE

CrIoBY HApYUISHHS Hexecmi: xMnepTOHHA
C neussecmna vecmoma: TOBALICHO KPBBHO
HATATAHE
CroMaumHo-4ypeBHH HApymeHus Peoru; rafieHe
C Heusgecmua vecmoma. TIOBPBILAHEC
Hapymienus Ha KOXkAaTa ¥ MOJKOXKHATA Pedxu; oTIycKaHe Ha KoXara (AepMaToXala’us),
ThbKaH aJICPrugeH IepMaTiT

Onwcanne Ha u30paHl HeKeJIAHH PeaKIHA

OnUTET OT KNUHUYHH H3NMATBAHKA OTHOCHO MPOILIKHTENHATA ynoTpeda Ha AndexTo 3a
NpeIoTBPaTABAHE Ha OTOK HA MaKyJaTa e/l Ongpalus Ha KaTapakTa pH NalMeHTH ¢ juaber ¢
orpandveH. Hexxenanu peakuuy ot cTpaHa Ha OMHTE MPH MALMEHTH ¢ JHabeT MOXKe Ja HAaCTBIAT C 10~
BHCOKA 4eCTOTa B CpaBHEHNe ¢ Hab/onasanara npy obiara nomyrauma (Bx. Touka 4.4},

TlauyeHTyH ¢ JaHHM 38 YBPeKAAHE Ha eIUTENA HA POTOBHLIATE, BKIIOYATENHO nepdopanHs Ha
poroeuuaTa TpaGBa BeAHATa Ja NPEYCTAHORAT NPUNOKEHHETO Ha Andexro ¥ Tpabsa aa 6baat
NpOC/IeAABAHH BHEMaTENHO 33 3APABHHATA HA POTOBHLATA {BX. Touxa 4.4).

Ot nocTMapKkeTHHTOBHA ONKT ¢ HenadeHax ca yCTAHOBEHH CIyyaH, IpH KOMTO te cbobmasa 3a
enuTeNcH fnedexT/HapylIcHHe Ha poroeHMUaTa. TexecTTa Ha Te3K CAy4Yan BapHpa OT HECepUOIHH
eeKkTH BEPXY LENOCTTa HA eMHTENA Ha POrOBHUETA A0 [10-CEPHO3HH CHOHTHA, NPH KOHTO 32
Bb3CTAHOBABAHE Ha ACHOTO 3PEHME Ce H3UCKBA XHPYpPridHa HamMeca H/HITH JEKapCTBEHA TEPAIIMA.

IMocTMapreTHHTOBUAT ONUT ¢ NokadAuy HCITBC npeanonara, 4¢ MAMUEHTH, NPETHPIEAH CIIMKHY
OYHH OTIEpaALHY, C IeHepBalyA HA POroBULATa, AcerTH Ha POrOBHYHKA EIHUTEN, 3aXapeH auaber,
3af0NABaHMSA HAa OMHATA NOBBPXHOCT (HAND. CHHAPOM HAa CYXOTO OKO), PEBMATOUJICH apTPUT HIIH C
HAKOJIKO OMHH OTEPAIiiM 3a KPaThK NEpUO OT BpeMe, MOKE /14 UMAaT YBEIHUEH PHCK OT N0ABE Ha
HEXENaHH PEeaKlAH OT cTpaHa Ha POrOBMLATE, KOMTO MOXE Ja 3acTpamasar 3peduero uM. I1pn

TIpeaNuCEaHE Ha AenaleHaK 3a NPEeAOTBPATABAHE HA OTOK Ha MakyJlaTa Cjiejl Olepallis Ha KaTapakTa
.




HearaTpuyna nomyJaamnus

BesonacHocTTa 1 edpuracHocTTa Ha AndekTo Ipu Aeua ¥ IOHOIIM HE ca YCTaHOBEHH.

CrofmiapaHe Ha DOIO3NPAHE HEKETAHH DEAKIMM

CrobiaBaHeTo HA NOAO3MPAHH HEXENAHH PEaKHH Clel paspeliaBaHe 3a yNoTpela Ha nekapeTBeHHA
npoaykT e BakHO. ToBa M03B0MNABA 2 TPOXBIDKA HABMOIEHHETO HA CHOTHOIIEHHUETO NIOJI3a/PHCK 33
JIeKapCTReHHs NpoaykT. OT MEAMIHHCKHTE CIIEHHATHCTH ce H3UCKBA J1a ¢ho0IIABAT BCAKA
MON03HpaHa HeXeNlaHa peakuusa spe3: MImeHUTENHA areHIuM: Mo JeKapeTsara

yn. , Jlaman I'pyes” Ne 8, 1303 Codms,

Ten.: +359 2 8903417,

yeOcaifT: www.bda.bg

49  Ilpeaosupane

He ce ouaxsa J]a BPB3HMKHAT TOKCHUHH e)eKTH B Clrydail Ha Npelo3HPaHe MPH OYHO NPHIVKEHHE,
HATO NpH cIyvaitHo IepopanHo NorIblIaHe.

5. GAPMAKOJOTHYHH CBOUCTBA
5.1 PapMaKoAHHAMHYHH CBOICTBA

PapmakoTeparieBTHIHA rpyna: OdTanMolorH4HH Cpe/ICcTBEa, TPOTHBOBEIAINTENHN CPE/ICTRA,
HecteponaHu. ATC kox: S01BCI10.

MexaHH3bM Ha AeCTBHE

Henaq)enalc € HECTCPOHAHO NPOTHROBE3NAJIHTECIIHC H AHAIINCTHYHO npe;mexapcmo. CJ'le.I[ JOKaANHO
O9HO IIPATOXKCHHUE, Hel'[anEHal( IMPOHHKERA IMIpEe3 pOroBHLEATAa H 1107 BIHAHHE Ha XHOPOMAINTE B
OYHHTE TBKAHY, CE NPEBPHINA B HECTEPOHIHOTO MPOTHBORBLANAIMTETHO IEKAPCTBEHO BELIECTRO
amdeHak.

Amdenak HEXUOHpa nelicTBHETO Ha npocrarnaniuy H cuHTa3aTa (MMKI0OKCHIEHasa), EH3HM
HeoOX0IHM 38 IPOAYKLMATA Ha NPOCTATIAHAHH.

HOH'LJIHHTCHBH QapM&KOHDI‘H‘{HH CBOICTBA

Ipu 3aifum e foka3aHo, 9e HemadeHak HHXHOMpa HapyIIABAHETO Ha KPBBHO-pETHHANHaTa 6apuepa
H 3a€7IHO C TOBA MOTHCKA CHHTe3a Ha PGE:. Ex vivo e loka3aHo, 4e e/JHOKpaTHA /1033 HenadeHax,
[IPUIOMEHA TIOKATTHO B OKOTO, IOTHCKA CHHTE3ATA HA MPOCTAMIAHANH B HPHCA/LIANIHAPHOTO TATO
(85%-95%) u perunara/xopounesta (55%) ¢bOTBeTHO X0 6 daca | 4 vaca.

DapMakonrHaMAIHK edexTn

[lo-ronAMaTa 4acT OT XHAPONHTHUHOTO IPEBPHIIaHE CE OCHINECTBABA B PETHHATA/XOPOU/ICATE,
MOCTEABAHO 0T HPHCA/LIHIMAPHOTO TANO M POTOBHIATA B CHOTBETCTBHE ChC CTENEHTA HA ThKaHHaTa
BacKyIapH3allis.

PeaynratuTe oT KIMHHYHATE H3NUTBAHKA TOKA3BAT, Ye HenadeHaK KANKH 3a OYH HE OKa3BaT 3HauM.
~,
edeKT BbpXY BBTPEOUHOTO HANArAHE.




KnunndHa edrxacHocT H 6e30NACHOCT

Hpedomepanmsane U AEYCHUE HG ROCMOREDAIMUBHA Goaxa 1 8bINANCHUE, CE8BPIAHU C onepanun

Rda xamdpakmd

[posenenn ca TpH OCHOBHH IIpOY4BaHHS 3a OLIEHSBAaHe Ha CPHKACHOCTTA H 0€30I1aCHOCTTA Ha
HenadeHak, NPHIOXEH 3 ILTH JHEBHO B CPABHEHUE C HOCHTEN /UM KETOPOIaK TPOMETaMOJ IPH
npodunakTHka H nedeHHe HA IOCTONepaTHRHA 60JKa M Bh3NaNeHHe [IPH NallUeHTH, PETHPIIEIH
orepanyd Ha xaTapakTa. [Ipu Tesu npoydranus, NpUIaraHeTo Ha AICIEABAHOTO JICKAPCTBO €
3aMoYHATO eIHH AeH [IPESAH oIepalMaTa, IPONBIIKEHO € B ICHA Ha ONEpaLiMATa 1 0 2-4 CeMHLM Ha
MOCTONepaTHBHYA neprod. OCBCH TOBA, NOYTH BCHYKY [TALHEHTH ¢a NOTYYHIH JOTBJIHHTCIHO
npodHNaKTHYHO IeYeHHE C aHTHOHOTHIIH, ChoOPa3eHo ¢ KIHHUYHATA NPAKTHKA HA BCEKH EJIMH OT
LEHTPOBETE Ha KIMHAYHOTO H3MNTBAHE,

B nBe npoiiHOMacKupali, paHAOMH3HPAHH, KOHTPOJINPAHU ¢ HOCHTEN NMPOYYBAHNS NPH NIALHEHTHTE,
NIeKyBaHU ¢ HeadeHak, ce HabI0AaBa 3HAYHTENHO MO-MANIKO Bb3NaNCHHE {KICTHYHA pEaKiys B
NpeTHOKAMEPHATA TEYHOCT ¥ monekuTener THHIAN) B paHHUA TOCTONSPATHEEH NEPHOA U N0 Kpad Ha
JEYEHHETO, B CPAaBHEHHE C MALHCHTHTE, JICKYBAHH ¢ HCTOBHS HOCHTE.

Tlpu aeeTe npoyusaHus, HemadeHAK H3HHCTRA Bh3NANEHHETO Ha 14-1A JIeH ciell onepanuaTa [pH
65% u 68% OT MalLMEHTUTE, B CpaBHeHKE ¢ 25% M 35% oT MauWeHTHTe, KOHTO ca [MoJTy4aBalH
HocHTes. [IponeHTrTe Ha Munca Ha Gonka B rpynara Ha HenadeHak ca 89% u 91%, B cpaBHeRME C
40% u 50% oT nauHEHTHTE, IOTYYABATH HOCHTEJL

B eano nBoAHOMACKMPAHO, PAHAOMU3HPaHO, KOHTPOIMPAHO C HOCHTEN H ¢ aKTHBHO BELIECTBO
npoyusaHe, NpH [ANHEHTHTE, JIeKyBaHn ¢ HenadeHax, ce HablIIo1aBa 3HAMHTENHO [10-MAJIKO
BB3NAJIEHHE, B CPABHEHHE ¢ NALHEHTHTE, JIeKyBaHH ¢ HocuTell. OcBelt TOBa HeNadeHAK OKa3Ba HE I10-
nowr eekT OT KeToposak 5 mg/ml npy HamanABaHe Ha BB3MAjeHUeTO H 60JKaTa B OKOTO, M € MAJIKO
10-100pe IOHOCHM cJIe]| MPHJIarate,

3HaYHTE/HO N10-roNAM MPOLEHT OT NALHECHTUTE B TPYNATa Ha HemadeHak ca ChoGIUMIN 3a JIHNca Ha
Gonka B OKOTO Clieq ONEpalys Ha KaTapakTa, B CPaBHEHHE C TE3H B IpyNaTa ¢ HOCHTEIL

EjwmkacrocrTa u 6esonacHocTra Ha Henapenak 0,3% nipu NpoHNakTHKA H IEHEHAE Ha
MOCTONEPATHBHA O0JIKa M Bh3IaJIeHHE, CBBP3aHH ¢ Orepallii Ha KaTapakTa, ca JOKA3aHHU B 1Be
MaCKHpaHH, IBOAHOC/ENH, Male6o-KOHTpONHPaHH KJIHHWYHH H3NKTBaHKA npH ofmo] 339
nauueHTH. [Ipy Te3n MpoyuBanus, NpH KOUTO NPHIAraHETO HA MALMEHTHTE € BEAHDBXK JHCBHO, KATO ce
3ano4Ba €HH OCH NPEOH ONepantATa HA KaTapaKTa, Ipoab/lkaBa ce B JICH Ha OlepaliiaATa i npe3
nbpeuTe 14 AHK Ha MOCTONEpaTHBHYSA MepHoH, Henadenak 0,3% KankH 3a oy, cycleH3nd noKassa
No-106pa KIHHUYHA eHKACHOCT B CPAaBHEHUE C HOCHTEJIA TIPH IeYeHHe Ha [ocTorepaTHRHA 6oka u
Bh3nalieHue,

Hakor nanmentn ca nonyvyasany Henadgenak 0,3% Karnku 3a 04M, CyCIeH3uA Ao 21 IHH crel
onepawmaTa. EdmkacHocTTa crien 14-us ned or onepanuaTta obaue He ¢ Gua oleHeHa.

B nomeaHeH#e, MPH eNHO OT ABeTE KIMHHYHYM H3NMUTBaHHA, Hemadenak 0,3% kankH 3a o4y,
CYCIeH3Hs1, IPHIIOXKEH BEANDIK AHEBHO, € MOKA3al He I10-Manka edukacHocT ot Henadenak 0,1%
KaIIKH 33 OYH, CYCNICH3HA, NPIIOKEH TPH ITETH JHEBHO 3a NPO(HIAKTHKA M NeYeHHE Ha
HOCTONEpaTHRHA (GONKA M BR3NaneHne cliell onepainisa na karapakrta. [IpolienTaTe Ha H3YUCTRBAHE Ha
BE3NANCHUETO W IMNCE Ha GoiKa ca CXOAHM 32 ABATA MPOAYKTA IPH BCHUKHA NOCTONEPATHBHH OLIEHKH.

Hamanssane na pucka om nocmonepanugen omox #a MaKyadama, C8bP3an ¢ onepayus #a
Kamapakma npu nayuermu ¢ duatem

3a oLeHsBaHe Ha eMKACHOCTTA ¥ Ge30MacHoCTTa Ha HenadeRak 3a NPEAOTBPATABAHE Ha
MOCTONEPATHREH OTOK HA MaKynara, CEbP3aH ¢ ONepalys Ha KaTapakTa, ca MPOBENCHH
poy4BaHH? (Be MpH NallHEHTH ¢ TnaGeT 1 ABe NpH marueHTH 6e3 quaber). pn Te3
NIPUJIAraHeTo Ha MpOy4YBaHOTO IEKAPCTRO € 3altOYHATO ¢/IHR JCH NpejHd oneparuara,
AeHA Ha OTepauMaTa 1 4o 90 THE OT NoCTONePaTHRHHA IIEPAOA,




B eaHo n180HHOMACKHPAHO, PAHAOMH3MPAHO, KORTPONHPAHO ¢ HOCHTEN MPoYyYBaHe, NPoBEIcHO IPH
naUuHeHTH ¢ NuabeTia peTHHOMATHA, 3HAYHTEIHO NTO-TONAM IPOLEHT OT MALHEHTHTE B Ipynara ¢
HOCHTEJ ¢a TIONYYHIA OTOK Ha MakyinaTa (16,7%) B CpaBHEHHE ¢ TAIMEHTHTE, JIEKYBaHH ¢ HenadeHak
0,1% xanx# 3a o4y (3,2%). [To-ronsM NpoLEHT OT NALMEHTHTE, HA KOHTO € NPHUIIAraH HOCHTEN, ca
TONYYHIH OTcabBaHe Ha Haii-a06pe KopurupaHata sputenna octpora (BCVA) ¢ noseue oT 5 6yKex,
OT fieH 7 1o fen 90 (inu NpexaeRpeMeHHO NpekpaTsaBaHe Ha yuacTreto) (11,5%) B cpaBHeHue ¢
nalHeNTHTe, NeKYBaHK ¢ Hefladenak (5,6%). [Toseve malHeHTH, HA KOUTO & NPHIaraH HenaeHak, ca
nocTHrHany 15-6yxeeno noaobpenne Ha BCVA, B cpaBHeHUe ¢ TAMEHTH, HA KOHTO € TIpHaraH
HOCHTeN, ChOTBeTHO 56,8% B cpasuenue ¢ 41,9%, p=0,019.

B nsete ApOHHOMACKHPAHH, PAHAOMK3UPAHH, KOHTPONHPAHH ¢ HOCKTEI NPOYYBAHMA, IPOBLICHH
NpH MANHEHTH C nnaﬁe’ma PETHHOTIATHR, 3HAYUTETHO NO-rOJIAM DPOLICHT 0T MAHEHTHTE B Irpynara ¢
HOCHTEN ca NOTyYIH 0TOk Ha Makynara (17,3% u 14,3%) B cpaBHEHH® C NALUHEHTHTC, JICKyBaHH C
tenadeHak 0,3% kankd 3a o4 (2,3% u 5,9%). CroTReTHUTE IPOLEHTH B HHTETPHPAH 2HATIN3 Ha 2-
Te NpoyupaHug ca 15,9% B rpynara ¢ Hocuten u 4,1% B rpynaTa ¢ HenadeHak KalkH 33 o4H
(p<0,001). 3HaYATEIIHO MO-rOAM MPOLCHT OT NALMEHTHTE CA OCTHIHANH 15-0yKBEHO WIIH MO-
ronsMo noaoGpeHHe Ha JeH 14, KoeTo e noabpxaHo 1o AeH 90 B rpynarta Ha Henadenak 0,3%
{61,7%), B cpaBHeHHe ¢ rpynaTa ¢ Hocurel (43%) B €1HOTO MpOyHBaKe; MPH BTOPOTO NIpoyHBaHe,
NPOLEHTHLT Ha TAlKEHTHTE € CXOEH B 2-Te IPYNM HA IeYEHHE 34 TasH KpaiiHa Touka (48,8%
rpymnara Ha Henagenak 1 50,5% B rpynara ¢ Hocuten). B uHTErpUpaH aHaU3 Ha 2-Te IPOyYBaHHA,
IIPOLEHTHT Ha MAUHEHTHTE ¢ 15- ykBeHo nogoSpeHue Ha AC¢H 14, KoeTo ce nonaepxka 1o JeH 90 ¢
[I0-rONAMO B rpynaTa Ha Henadenak 0,3%Kanku 3a o4, cycnensnd (55,4%), B CpaBHEHHE ¢ TpynaTa
¢ Hocuren (46,7%, p=0,003).

IenHarpuyna nonyranys

EBponefickaTa areHuus 110 IeKapcTBaTa 0CBOO0XKAAaRa 0T 344bIKCHHETO 32 IPEOCTABAHE HA
pe3ynTaTHTe OT MPOyYBaHHATA ¢ ARQEKTO BbB BCHUKH NOATPYIIH HA NEAMATPHUHATA NIONYIALUS
TIpH NPOQHIAKTHKA K ICYEHHE Ha NOCTONEPaTHBHA GONKa H BB3Nalenye, CBbpP3aHl ¢ ONnepanus Ha
KaTapakTa ¥ nNpoGhHIaKTHKA HA NOCTONEPATHBEH OTOK Ha MakynaTa (BK. Touka 4.2 3a uHpopManuys
OTHOCHO yNoTpeba B meAHaTpuaTa).

52 DapMaKOKHHETHYHE CBOICTBA

Abcopbuys

Cnaep npunarane na Henadenak 0,1% KankH 32 0uM Tpu ITETH AHEBHO H B IBETE OUH, [IPH M0-To/iaMa
HACT OT MAIHEHTHTE ce HAOMIONARAT HHCKY, HO ONpeleTHME TIa3MeHH KOHLEHTpaLlHH Ha
Henadenax U aMmenak, chotBeTHO 2 1 3 yaca csief npunarane. CpeJHATE CTAUMOHAPHY [1A3MEHH
Crmax Ha HenageHak u aMdeHak el NOKATHO OYHO MPHIIOXKEHHUE ca cboTBeTHo 0,310 + 0,104 ng/ml
u 0,422 £ 0,121 ng/ml.

Cnep npunarane Ha eina kanka kenadenak 0,3% Kalku 3a O4H, CYCNEH3Hs B IBETE OYH BEAHDXK
AHEBHO 32 HeTHPH JHH, IIPH [IO-TOIAMA HacT OT NalMEHTHTE ce HablionasaT HUCKM, HO ONpeneIuMu
IIA3MEHH KOHLEHTPALHH Ha HelladieHaK 1 ambeHak, ChOTBETHO 2 W 3 Yaca CJIe]| IpUIaraHe Ha
nosata. CpeJlHHTE CTAlHOHAPHH nna3MeHH C,, Ha HermadeHak H aMQeHak CTe] JOKATHO OTHO
NpHIOKEHHE ca choTBeTHO (L,847 % 0,269 ng/ml u 1,13 £ 0,491 ng/ml.

PasnpenencHue

95,4% u 99,1%.
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TIpoy9Banna OpH MIEXOBE MOKA3BAT, Y€ PAJHOAKTHBHO GeNlA3aRl MaTEPHATH, CHBP3AHH ¢ aKTHBHOTO
BELIECTBO, ¢ PAsNpe/ieNaT WHPOKO B OpraHH3Ma clie]] €JHOKpPATHA MM MHONOKPATHE ffepopatia fo3a
MC-Henadenax.

IMpoyusanus npy 3afIH TOKA3BAT, Ye NOKANHO IPHIOKEHHAT HelladeHAK ce PasnpeAea IOKATHO OT
NpeaHaTa YacT Ha OKOTO B 3aJHHTE OUHM CErMeHTH (peTHHA M XOpHORIes).

buorpancgopmauny

Henagenax nperbpnspa 0THOCKTENHO Ghp3a GHOAKTHEALMA 10 aM(peHAK Ype3 BETPEOTHHUTE
xuaponasd. Cren ToBa am$eHak NPeTHPIABA eKCTER3UBEH METAO0NHIBM 10 MO-TOAPHY
MeTab0oJTUTH, BIIIIOYBAI XHAPOKCUITHPAHE Ha ADOMATHHA MPBCTEH, KOETO BOAH A0 06pA3yBaHe Ha
TTIOKYPORHE/IHH KOHIOTATH.

PanuoxpomaTorpahcky aHaIH3M IPeJH U Cllel XUAPONN3aTa Ha B-rOKypOHHLA3aTA [IOKA3RaT, e
BCHMKH MeTabONKTY ¢a nox opMaTa Ha ITIOKYPOHHIHH KOHIOTaTH, ¢ H3KITFOYeHHe Ha ameHak.
Amdenak e OCHOBHHAT MeTabONHT B MIa3Mara, HpeacTasigsamy npubmuspTenno 13% ot oburara
HIa3MERa pasuoakTHBHOCT. BYopusT Bali-yecTo cpeiyad ruasMe MeTabonuT e naeHTHQUIHPaH
KaTo 5-XUAPOKCH HemadeHak, npeAcTaBasBai npubinintenno 9% ot obuiarta pafiHoaKTHBHOCT IPU
Craax.

B3anMoleiicTBHS ¢ APYTH NEKAPCTECHH NPORYKTH: In viiro HUTO HenadeHak, HETO aM(eHax
NOTHCKAT HIKOH OT OCHOBHHTE MeTaBoNuTHY AKTHBHOCTH Ha YoBemxkus uutoxpoM P450 (CYPIAL,
2C9, 2C19, 2D6, 2E1 1 3A4) npu koulexTpatnn 10 3000 ng/ml. TTopaayk ToBa B3aMMOJEHCTBY,
Bio4Bamy CYP-Menuupal MeTaGoNH3bM Ha €AROBPEMEHHO PUAArany NeKapcTBEHH NPOAYKTH, €2
Ma/Iko BepoATHH. BrauMouelicTBI, MeAMHPAHN OT CEBP3BAHE ¢ MPOTEHHH, CBILO C& MAIKO
BEpOATHH.

EmiMuHMpaHe

Crex nepopanno npuiokenue Ha *C-nenadenax na sapase Jo6poBoOiH, € YCTAHOBEHO, de
OCHOBHHAT ITBT Ha OTHAENAHE Ha PAAHOAKTHBHOCTTA & Upe3 ypuHata, NpubmsuTento 85%, mokaro
OTAENSHETO ¢ (heKATHHTE NpPeACTARINBA OKONIO 6% oT jJo3ara. HenadeHak u amdenak He ce
OTKPHBAT B ypHUHATA.

Ciien enHokpaTHa £o3a RenmageHak TpH 25 nalpenTy, NPeTHPIENH ONepalHA Ha KATapaKTa,
KOHIIEHTPALMKTE BBE BRTPSOYHATA TEUHOCT ca M3Mepent Ha 15, 30, 45 u 60 MuByTH cael
HpUNaraHe Ha A03aTa. MakcuMannarta cpe/iiia KORIEHTpanls BbB BETPEOqHATa TeYHOCT Ce
Halmonapa BbB BpeMeBaTa Touka Ha | vac cien npunarake (Benadenak 177 ng/ml, amgerak 44,8
ng/ml). Tesu HaxonkwH okasBar GbP3a POrOBHYHA MEHETPALHA.

53 MpenkuuAnHu Janam 3a Gezonacnoet

HexnmuuyanyTe 1aHAM He NokaseaT ocofeH pHck 3a Xopa Ha fasaTa Ha KOHBEHLMOHATHUTE
(hapMaKoNOTHYHE NPOYYBAHHA 33 Ge30MacHOCT, TOKCHYHOCT NPH MHOTOKPATHO IIPHIATaHE H
FEHOTOKECHYHOCT.

He ca npoBeskIaHy ABATOCPOYHH NPOYHBAHHS 32 KaplWHOrEHHOCT Ha HenadeHak.

IIpR penpoxyKTHBHH IPOYYIBAHUS ¢ HenadeHak Py [UTBXOBE, TOKCHIHHTE NO3H 3a Maiikata >10
mg/kg ce CRBP3BaT ¢ AUCTOKHS, YBEJHYEHA MOCTHMIUIAHTALHOHHA 3aryDa, HaManeHo TETTIo ¥

MafiKara, KOATO NPEAR3BUKBA cnala TOKCHYHOCT ¥y MalikuTe, T0KA3Ba CTATHCTUYECKH
YBEJIHYEHUE Ha CITYIAHTE HA MandopMalyH [IPH MaIKUTE.
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6. PDAPMAIIEBTHYEM JAHHHA
6.1 COuchK Ha TOMOIHATE BEIIECTBA

0.1% 1 0,3% kanxy 3a QuUM, CYCIEH3KS

BenzanxoHueB xIopup,

bopHa kucejiHHa

Mpomanenrnnkon

Kapbomep

Harpuer xiopun

'yma ryap

KapGoxcHMeTHTLETY103a HATPHIH
JHMHATPHEB €AeTaT

Harpuer xuapokenn (32 kopexyus Ha pH)
Xnopososiopoana KHCENHHA (32 Xopekuus Ha pH)
Boaa 3a mrxexnun

6.2  HecnBMecTHMOCTM
Henpunozumo.
6.3 Cpox Ha rogHocT

3 roaraY.
Ja ce u3n0138a 1o 4 CeAMHIM CeA THPBOTO OTBAPAHE HA ONAKOBKATA.

6.4  CreuMatHH yCIOBHS Ha ChXPaHeHHe

Ja ce cexpanssa nog 25°C.,
3a ycnoBHATa HA CBXpAHEHHE Clel IEPBOHAYAITHO OTBAPSHE HA ACKAPCTREHHUA APGHYKT BIKTE
TO4Ka 6.3.

CexpaHgBaiiTe OyTHIKATa DTHTHO 2ATROPEHA.

6.5  BHA H cBABpHAHME HA OIAKOBKATA

0.1% kanxy 3a o4y, cycneHsns
Angexro 0,1% xanku 3a oum, cycriensus, e onakosat B 5 ml LDPE 6ytunka ¢ LDPE-HDPE xanauka

¥ LDPE annMxarop-kankoMep. OmakoBkara ¢bIbpxka 5 ml cycrnieH3ns ¥ e IpUAPYXKEHA OT JIMCTOBKA
3a MalHeHTa.
byTHNKaTa 3a€NHO ¢ JTHCTOBKATA 33 NAIUCHTA €A OIIAKOAHH B KAPTOHEHA KYTHA.

0,3% Kkanku 3a OuH, CYCIIEH3NA
Andexro 0,3% Kkankwu 3a ouM, cycneHaus, ¢ onakosad B 5 mi LOPE 6ytunka ¢ LDPE-HDPE kanavuxa

n LDPE anmkarop-kamkomep. Onakoekara chiaspxa 1,7 mi cycrieH3HA H € TPHAPYKECHa OT IMCTOBKA
3a MalHenTa.
ByTHIKaTa, 3aelHO ¢ THCTOBKA 3@ NALWeHTa, Ca OaKOBaHH B KAPTOHEHA KYTHA.

6.6  CoenmayrHn ApeANasHH MEPKH UPH H3XBLPIANE B paboTa

Hen3noassauuAT NeKapcTBEH NPOAYKT UIH OTNATHYHUTE MAaTEPHAIH OT HEro TpAGE,
B CBOTBETCTBUE C MECTHHTE H3NCKBAHUA.



CuabpKaHHETO Ja ce pa3naTH npean ynotpeba.

Cren oreapsne Ha OYTHIKATa, NaseTe ChABPXKAHHETO OT 3aMbpCABaHe, KaTo BhpXa Ha ByTuikara ne
TpAGBa Aa ce nonupa 10 Apyry noekpxHocTh, Ciea wanon3eaHe, 3aTeopete OyTHAKATA ¢ Kanaukara.

H3xBhprere ocTaTbka 0T CyCNeH3uaTa Clie/l H3THUAHE Ha 4 CEAMHYHHA CPOK OT OTBAPAHETO Ha
OyTunxara.
7. NIPHTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Bopna Meavicriie Eepona EOOJ
6yn. Cumeonoscko woce 130, er. 3
1700 Codusa

bbarapus

8. HOMEP(A) HA PASPEHIEHMETO 3A YIIOTPEBA

Andekrto 0.1% Kanku 3a oMU, CYCICH3HA
Per. No: 20210263

Angexro 0,3% xanky 3a ouH, CYCHEH3MA
Per. No: 20210264

9. JATA HA II'BPBO PAZPEHIABAHE/MIOAHOBSIBAHE HA PA3ZPEIIEBHETO
3A ¥YIIOTPEBA

Jata Ha OBpRO paspeiiaBaHe:
02 centemppu 2021
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

1172021
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