KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHHUA ITPOAYKT
dycuranmuk 10 mg/g Kanku 3a 04U, CyCreH3us '?(‘ L o 0/77' /
Fucithalmic 10 mg/g eye drops, suspension

Zo /94 08-10- 0
2. KAYECTBEH U KO/IMYECTBEH CBCTAB
Enun rpam cycneHsus cbabpka 10 mg ¢y3uaoBa KucenrHa (KaTo XeMUXHUIpar).

3a M'bJIHUS CIMUCHK HA NMOMOLIHUTE BELIECTBA BHXKTE TO4YKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a 04H, CyCneH3us.
bsina 1o MpbCHO 05712 BUCKO3HA CYCNEH3HUS.

4. KIMHUYHU JAHHH
4.1 TepaneBTHYHH NOKA3aAHHUS
Octbp OaKkTepUaieH KOHIOHKTHBHT.

4.2 103MpOBKA H HAYHH HA NPHJIOXKEHHE

J1o3upoBKa

EaHa karnka oT npoAyKTa Ce rnocTaBd B OKOTO 2 IMbTH JIHEBHO.
JleuenuneTro TpsaOBa ga NPOABIDKH MOHE J1BA JHU CJ1€/l Bb3CTAHOBABAHE HOPMAJIHOTO CHCTOSSHHE HA
OKOTO.

Ha4yuH Ha NPUIIOKEHUE
Camo 3a 0 TaJIMONOTHYHO MPUJIOKEHHE.
4.3 IIpoTrHBONOKA3aHHA

CBpBbX4YBCTBHTETHOCT KbM aKTMBHOTO BELECTBO MJIM KbM HAKOE€ OT IMOMOILIHUTE BELLECTBA,
n30poeHH B Touka 6.1.

4.4 CnenHa/IHH NpeaynpexIeHHs H NpeAna3Hl MEepPKH NpH ynorpeda
CpobuiaBa ce 3a OakTepualiHa pe3MCTEHTHOCT NpH ynotpeda Ha ¢y3uaoBa kucendHa. Kakro npu

BCHYKH aHTHOMOTHLM, MPOABJDKUTETHATA WM NIEPHOAMYHA ynoTpeda MoXKe /1a NMOBHILH PHCKA OT
pa3BUTHE Ha AHTUOMOTHYHA PE3HCTEHTHOCT.

He TpsbBa 1a ce HOCAT KOHTAKTHM JIELLK 110 BpeMe Ha jiedyeHHeTo ¢ DycuTaiMuk.
MHuKpOKpHUCTAIMHOBATA ()Y3MA0BA KUCEJIMHA MOXKE /1a PUYHUHM OJIpaCKBAHMS HA KOHTAKTHUTE JELH

WM poroBuuata. KoHTakTHM Jiel Morat Aa Obaat u3nosi3BaHu 12 yaca cien NpuKIloYBaHe Kypca Ha
;-"‘"__T‘

JICHCHHC.

DycUTaIMHUK Kallky 3a 044 CbAbpika O€H3aJIKOHUEB XJIOPU/, KOMTO MOXKe aa
Ha O4YMTEe, 00E31BETIBAHE HA MEKUTE KOHTAKTHH JIeLlM, CHMIITOMH Ha ,,CyXO
C.Ib3HMSA (UM M MTOBBPXHOCTTA Ha poroBuuaTa. TpsbBa aa ce u3noa3ea ¢ rnow




MaUMEHTH CBC ,,CYXO OKO™ U MPH NALMUEHTH, MTPH KOUTO POrOBULIATA MOXKE /18 C€ KOMITPOMETHPA.
[lauuenture TpabBa na ObaaT HaOMOAABAHU B CyYal Ha NPOAB/DKUTEHA YoTpeba.

4.5 BzanMoaelicTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrH GOpPMH HA BIAHMONCHCTBRE

He ca nmpoBexaaHy Npoy4yBaHHA 3a B3aHMoAcHCTBHE. CHCTEMHUTE B3aUMOACHCTBUS ¢a MAJIKO
BEPOATHHU, ThH KaTO CHCTEMHOTO H3J1araHe ciel npuwioxeHue Ha QyCUTANTMMK KalKH 34 O4H €
HE3HAYHUTENTHO.

4.6 ©®epTHNaTET, OpeMeHHOCT H KhPMEHe

bpemeHHOCT

He ce ouakBar edexTH Mo BpeMe Ha OpeMEHHOCT, Thil KaTO CHCTEMHOTO H3JlaraHe Ha PyCHTANIMHUK
KankM 3a O4M € HesHauuTenHo. PycUTanMMK KankH 3a O4H MOXE a CE€ M3MOJI3Ba 10 BpeMe Ha
OpeMeHHOCT.

KupMeHe

He ce ouakBaT eekTH BBPXY KbPMEHETO HAa HOBOPOJAEHOTO/TIENIEHAa4eTO, Thi KaTO0 CUCTEMHOTO
M3/1arade Ha XeHaTa-KbpMauka Ha (y3MA0Ba KUCENHHA € HE3HAYHTENHO. DYCHTANIMHUK KamnKH 332 OYH
MOXKE Aa CE& U3MON3BA 10 BpeMe Ha KbpMEHE.

DepTUIHTET
Hama xIHHKHYHH npoyuBaHus ¢ DycuTaIMMK NO OTHOLIEHHE HA deprunurera. He ce ouakpat edextu

MPH XKEHH ¢ JETEPOJACH NOTEHUHA, Thi KAaTO CHCTEMHOTO M3naraHe Ha GyCHTANIMHMK KankH 3a O4UH €
HEe3HAYHTEITHO.

4.7 EdexTn Bnpxy cnocofuocTTa 3a modupane A paboTa ¢ MAIIIHAHA

QyCHTAIMHK KallKM 3@ OYM HAMA WM UMa HE3HA4YMTENIHO BIMsSHHE BBPXY CHOCOOHOCTTA 3a 1odupaHe
WK paboTa ¢ MaliMHK. Benpeku Tora, @ycUTANIMHK KankH 3a OYH MOXE Ja NMPHYMHH 3aMBIJISBaHE HA
3pEHHETO CJIE/] NpUIaraHe ¥ naudeHTuTe Tpabsa Ja UMAT NpeaBKH/ TOBA.

4.8 Hexxenann IeKAPCTBEHH peaKlHH

OueHkaTa Ha 4eCTOTaTa Ha HEXENaHWTE JISKAPCTBEHH peaklHy ce OCHOBaBa HA cOOpeH aHaIH3 Ha
JaHHHU OT KIIHHUYHH NMPOYUYBAHHUA H CIOHTAHHH ChOOLICHMA.

YecroTara Ha HEXENaHUTE NeXapCTBEHH peakuuu ¢ 6una 11,3%, 6asupaliku ce Ha cOOpHM JaHHH OT
KJIHHHYHH NPOYUYBaHHKs, BKIIOYBALLM 2 499 nauHeHTH ¢ 04HH MHPEKLIHH, BKJI. OCTbP KOHIOHKTHBHT,
KOHMTO ca nojaydapanu OyCHTAIMHK.

Haii-uecto cbodlllaBaHHTE HEXENAHH JIEKAPCTBEHHM PEaKLIKHH 10 BpEME Ha JIEUCHHE Ca PA3THUHH
peakLiMH B MACTOTO Ha [PUIOkKEHUE KaTo O0onka, cbpbex U paszapasHeHHe/ AMckoMdpopT B/OKONO
OYMTE, KOHTO Ce NOABABAT NpH npudn. 8,5% ot nauueHTHTE, CNIeIBAHH OT 3aMbI/IBAHE HA 3PEHHETO,
mosBapailo ce npH npudi. 1,2% ot naunenrure. IlocTMapkeTHHIroBO ce chOOLLABA 32 AHI'HOEAEM TIPH
MaNKoO Ha Opoil naLueHTH.

Hexenanure nekapcTeeHH peaxuuu ¢a onucand ot MedDRA SOC, a unAMBHAYaNHHTE HEXeNTaHH
NEKAPCTBEHH PEaKLHH ca OMUCAHHU KaTo CE 3aroyHe oT Hal-yecTo chobiiasaHuTe. BbB BCcako
rpYMNHpaHe Mo Y€CTOTa HEXENTAHUTE IEKAPCTBEHU peakLMH ca NpeACTaBEeHH B HU3XOALL pel No
CEPHO3HOCT,

Muorouyectn =>1/10

YecTH >1/100 oo <1/10
HeuyecTtn >1/1 000 no <1/100
Penxu >1/10 000 no <1/1 000

Mruoro peaxu  <1/10 000




HapymenHsa B HMYHHATA CHCTEMA

Hevectn CBpPBXUYYBCTBHTEAHOCT
Ounn Hapymenns
Yectw 3aMbriaBaHe Ha 3peHUETO (NMPEXOAHO)
HeuyecTH Enem Ha xnenaua
[ToBUILICHO CLJI3EHE
Penku Bronrasade Ha KOHIOHKTHBUTA

HapyllieHASI HA KOKATA H NOAKOKHATA ThKaH

HeuecTH AHruoenem
Obpus
Peaku Yprukapus

O6mn HAPYIIICHHA H PCAKIlHAl B MECTOTO HA IPDHIOARCHHC

YectH bosika B MACTOTO Ha MPHITOKEHHE (BKIIOUHTETHO
[IapeHe H CMbAEeHE Ha OKOTO)

Coupbex B MACTOTO Ha MPUWIOKEHHE
HuckomMdopT B MACTOTO HA NPHIOKEHHE/

pa3ipa3HCHHC

[leaMaTpyuHa NOMyJaLtHs
HaGmogapanusaTt npodun Ha 6e3onacHOCT € noAo0eH NpH Jelia ¥ Bb3PacTHH.

Cp001IaBAHETO HA NOAO3UPAHH HEKENAHH PeaKLUY ¢/ie]] paspelnaBaHe 3a ynorpeba Ha 1eKapCTBEHHS
[POAYKT € BaxkHO. TOBa NO3BOJIABA Aa NPOALIDKUY HABMOAEHUETO HA ChOTHOLIEHHETO NON3a/pHCK 3a
NEKapCTBeHUs npoaykT. OT MEJULHHCKUTE CIISLMAITMCTH C€ M3UCKBA Ja ¢ho01IaBaT BCAKAKBa
NOZIO3UpaHa HeXeNaHa peakiiia Ype3 HallMOHATHATA CUCTEMA 3a ChodliaBaHe B

H3nbAHUTENHA areHUMA 110 JIeKapcTBaTa

yi1. ,,JdamaH ['pyes” Ne §,

1303 Codus

Ten.: + 35928903417

yebcalT: www.bda.bg
4.9 Ilpenoznpane

ObutoTo kKonuuecTBo Gy3ua0Ba KMCENHHA B eAHa Tyba ot 5 g OycuTanMHUK Kankd 3a ouu (50 mg) He
HaABUIIABA 0A00peHaTa NHEBHA NepopaiHa A03a Gy3ua0Ba KUCEITHHA B MPOAYKTHUTE, KOUTO S
CbAbpKaT. KOHLUEHTpauMaTa Ha MOMOLIHH BELIECTBA € MHOIO Maika, 3a Ja MpeJCTaBlfgBa PUCK MO
OTHOWEHHE Ha 6e3onacHocTTa. ClefoBaTe/lHO, MATIKO BEPOATHO € Ja ce MONYYH NMPe03HpaHe.

5. ®APMAKOJIOI'HYHH CBOUCTBA

5.1 ®apMAKOAHHAMHEYHH CBOHCTBA

dapmakoTepanesruyHa rpyna: AHTuOHoTuum, ATC xon: SO1AA13

MexaHH3bM Ha JeHCTBHE

Qy3MA0BaTA KMCE/IMHA € aHTHOHMOTHK C TECEH CNEKThP Ha ACHCTBUE, KOHTO € aKTUBEH CpelLy
MOBEYETO NATOr¢HHH MHKPOOPTaHHU3MH B OKOTO M ocobeHo cnipamo Staph. aureus.

QOy3MI0BATA KHCEIIMHA NPOABABA AHTHOAKTEPHATHOTO CH AeHCTBUE Upe3 [TOTHCKAHE Ha [1
CHHTe3a B HaKkTepuMTe, KOETO BOJHM A0 pa3pyllaBaHe Ha OaKkTepHanHaTa KIeTbYHa CTe

Hsama naHHM 3a KpbCTOCaHa PE3MCTEHTHOCT C APYTH aHTUOMOTHLIM.

-———




3.2 dapMakOKHHeTHYHH CBO#cTBA

dycuTanMuk noa GopMaTa Ha OYEH el OCHIypsaBa NPOJABL/UKUTENECH KOHTAKT ¢ KOHIOHKTUBAHMSA CaK,
obe3neuaBaiky AOCTATbYHH KOHUEHTPAUMH Ha (Gy3HAOBA KHCEHHA B JIAaKPUMAJTHATA TEYHOCT MNpH
MPWIKEHUE IBa ITbTH AHEBHO. EQuH, 6 1 12 4aca cnea € AHOKpaTHO npuiaraHe Ha QycUTaJIMUK O4€H
rejl cpeAHaTa KOHLIEHTpaLUsa Ha Gy3ua0Ba KMCEIMHA B laKpUMalTHaTa TEYHOCT BapHpa Mexay 3-40, 3-
10 1 0-6 ug/ml pecn. B 3aBUCHMOCT OT METOAOJIONUATA, CHOTBETCTRALLLA HA OHOJIOrMYEeH IUIa3MEH
noayxHusoT oT 1,4-7,3 yaca. Bbs BbTpeOUHAaTa TEUHOCT HUBA Ha dy3uaoBarTa kucenuHa ot 0,30 ug/mi
(cnen eaHokpatHo npuioskenue) H 0,8 ug/mi (cnea NOBTOPHHU AO3H) C€ JOCTHIaT B IMPOLB/DKEHHUE Ha
€MH 4ac U ce 3ana3pat noHe 12 vaca. CUCTEMHH KOHUEHTPALIMH HA (QY3HI0BA KHCEJIHHA Cllel
npunarade Ha QycHTAIMHUK He Ca OTKPUTH.

5.3 [IpeaxkIHHAYAR RaHHH 32 0€30IaCHOCT

[Ipu TecTa Ha Apa3HeHe ouMTe Ha 3aiili ¢ PycHTANMUK, NpUnarad 2 NbTU JHEBHO B MPOABIKEHUE Ha
6 cenMMIIY, HE ca HaOnoAaBaHM MPU3HALIM Ha APa3HEHE WM APYrd HEXKENAHKH PEAKLMH OT CTpaHa Ha
OKOTO Y 3a00HKanguTe ro ToKaHK. [Ipn nocneapaiio BHUMATEIHO MUKPOCKOIICKO H3C/IEABAHE HA
CPE3H OT OKOTO He ca HabnioJaBaHH MaTONOTHYHH NPOMEHH.

[Tpu TecTa 3a ceHcubunU3aLug (maximisation TeCT) Ha MOPCKO CBUHUE, POBEAEH NPH IOKANTHOTO H
MHTpaJiepManHO BeBEXKAaHE Ha D YCHTANIMHK, NIpHiaraHeTo Ha GyCHTAIMUK ABe CeAMHULH MO-KBCHO

HE NPEeaN3BUKA CCHCHOWIH3ALMA NPY HUTO €0HO OT OMHTHHWTE XXUROTHHU. Taka ue, Mpy HOpMalHaTa
yrioTpeba Ha NpOAYKTa HE ceé OuaKBaT Ja ¢e HabnrogasaTt alepriyHy YCAOKHEHHA Ha Xopa.

6. PAPMAILEBTHYHH JAHHH

6.1 CnacbLK HA NOMOINIHHTE BelllecTRA

benzankoHuer xnopua
Harpues eaqerat guxuapar
Maunuron

Kapbomep

HarpueB xugpokcun

Bopa 3a HH)KEKLUHH

6.2 HechbBMeCTHMOCTH
He ca HaOnmogaBar.

6.3 Cpox Ba roasoCT

3 rOOHHHA,

CpOK Ha roJHOCT CIeX TbPBO OTBapAHe: 28 AHH.

6.4 Cnenuannn ycJjI0BHS HAa ChXpaHeHHE

Ja ce cpxpaHsaBa npu remnieparypa noa 30°C,

6.5 Bua B chabpkande HA ONAKOBKATA

AﬂyMHHHEBﬂ T}’ﬁa C NNOJIMCTUICHOBO NOKPHTHEC OT BBTPCIIHATA H BBHIIIHATA CTpaHAa.
cHabZieHa ¢ NONHETUICHOB HAKOHEYHHK H 3aTBOPECHA € MOJIMETHNICHOBA KallavyKa Ha

6.6 CoenHaJHH NpeANa3HH MEPKH NPH H3XBLPJIAHE




HaMa cneuHaTHH H3IUCKBAHWA.
Heusnon3paHuaT nekapeTBeH NPOAYKT WK OTNAAbYHHTE MATEPHANH OT HEro TpadBa 1a ce UXBBLPIAT
B CHLOTBETCTBHE C MECTHHTE U3MCKBAHHA.

7. IPHTEXATEJI HA PASPEHNIEHHUETO 3A YIIOTPEBA

Amdipharm Limited
Unit 17, Northwood House

Northwood Crescent, Northwood
Dublin 9, D09 V504, Upnannua
8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

20000277

9. JATA HA ITBPBO PA3ZPEINIABAHE/NIOJHOBSIBAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

08.06.2000

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

09/2025 r.




