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1. HMME HA JIEKAPCTBEHUA NPOAYKT

3amuauH | mg/ml kanku 3a o4H, pa3TBOP
Zamidine 1 mg/ml eye drops, solution

2. KAYECTBEH H KOJHYECTBEH CHhCTAB

1 ml pastBop chabpxa 1 mg XeKCaMHIMHOB AMMICTHOHAT (hexamidine diisefionate), CKBHBAIEHTEH
Ha 0,58 mg xexcamMunuH (hexamidine).

Enna kanka ceaspra okono 0,020 mg xeKcaMHaHH.

3a ILJIHHA CIHCHK HA NOMOLHHTE BELIECTRE BHIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 2a ouM, pasTeop.

Buctop, Ge3npeTeH pasTrop.

pH: 5.0-7.0

Ocmomanurer: 260-300 mosmol/kg.

4. KJHHHAYHA JAHHHA
4.1 TepaneBTHUHH NOKAZAHHA

3aMHIHH € NOKa3aH
- 33 IcYEHHe Ha:
® THOeH GakTepHaleéH KOHHHKTHBUT, NIPHYHHECH OT YyBCTBHTENHM MHKPOOPraHH3MH (BK.
TO4KH 4.4 u 5.1),

* HHEKLNO3EH KEPATOKOHIOHKTHBHT, IPHHIHHEH OT YyRCTBHTEITHH MHKPOOPraHH3MH (BXK.
ToukH 4.4 1 5.1},
¢ uHdernHoseH Gredapur, NpHYHHEH OT YYBCTBHTEIHH MHKPOOPranH3MH (BiK. ToukH 4.4
us.1),
® XPOHHYHH HH(EKHHH HA CIT3HUA KaHaM, NPHIAHSHH OT YyBCTBUTENHH
MHKpPOOpPraHu3MH (Bx. Touku 4.4 1 5.1),
- Karo NPeNoNEepATHRCH AHTHCENTHK HA KOHIOHKTHBAJIHHA CAK.

4.2 Jl03HpOBKa H HAYMH Ha NPHJIOMKEHHE

ﬂoaumaxa

[TpenopbunTenHaTa TepanepTHyHA 1033 € eIHA KAMKA B KOHIOHKTMBAIHHA CaK HA 3aCerHaToTo
0k0(04n) 4 m0 6 TbTH IHEBHO,

O61mara npoAbIKHUTENHOCT Ha IeYeHHeTo He TpabBa aa Haaeyinaga 8 JHH (BX. Touka 4.4).




Heduampuuna nonyrayus

bezonacHocTTa i epUKaCHOCTTA HA OYHOTO MPHIOKEHHE HA XEKCAMHIHHOB AWH3ETHOHAT MpPH AcLd
BCE OIIE HE € YCTAHOBEHA (B, Touka 5.1).

JIMnceaT ganHH.

HauwH Ha npHIOKeHHE

Ouno TIPHITOMEHHE. Tosu JICKapCTBCH IIPOOYKT TpﬂﬁBa 0a ¢¢ npuiara B KOHIWHKTHBAITHHA CaK.

AKO Ce H3MON3BA MOBEYE OT eIHH JEKAPCTBEH NMPOOYKT 332 NOKAIHO NPWIOKEHHE B OUHTE, TO
JICKapCTBEHHUTE NPONYKTH Tpf[ﬁBa Ja ¢ TIOCTABAT MPE3 HHTEPBAT OT II0OHE 15 MHHYTH.

To3n nexapcTBeH NpPOAYKT NPEICTABIABA CTEPHIEH DA3TBOpP, KOMTO He CBhABPXKA KOHCEPBAHTH.
lNamsenture Tpsbea ma ObaaT HHCTPYKTHPaHM, Y€ ako He OBAAT M3MON3BAHM TIPABHIHO, OYHHTE
Pa3TBOpH Morat na OBOAT 3aMbpceHH ¢ 00IIH DAKTEPHH, 33 KOMTO € U3BECTHO, Y€ NPHUYHHABAT O4HH
HHdiekny. Cepro3HO YBPEAIAHE HA OKOTO H NOCTEABAINA 3aryfa HA 3peHHe MOXe /1A ce MONYYH NpH
H3NOM3BAHE HA 3aMBPCEHH PasTBODMU.

Hayuenmume mpsabea da vdam uncmpyxmupanu:

- Ia M30ATBAT KOHTAKTa MeX Ay BBPXa HA alUIHKATOpPA ¥ OKOTO, MHINUTE, APYTH MOBBPXHOCTH
WM NPBCTHTE.

- Jla 3aTBOPAT OTHOBO MHOTOJ030BATA ONAKOBKA BeHara ciel yrorpeda.
- Jla HI3XBBPAAT MHOTOZ030BaTa ONAKOBKa cnel| 24 daca.

43 [pornsonokasanus

CBPBXUYBCTEHTENIHOCT KBbM AKTHBHOTO BEIIECTBO HAM KBM HAKOE OT IOMOIIHMTE BEIIECTBa,
u3bpoenu B Touka 6.1.

4.4 CoenHajnn NpeAynOpesIeHns H NPeANAasHH MEPKH npu ynorpeba

Hz6areaifte npoapTAUTENHH WIH Y€CTO NOBTADALIM ¢€ JICYEHHA, TIOpagM DHCK OT MoABa Ha
PE3UCTEHTHH maMoie. OB11aTa NPOARIKHTETHOCT HA TeYeHHeTo e Tpabea 1a HaaBuInasa 8 JHH.

3aMMIHH He € NokKa3aH IIPH CNy4au HA 0YHA MHQEKIHA NpuurHeHa oT Gram-OTPHUATENHH GaKTEPHH
(nanp. Neisseria gonorrhoeae wnu Pseudomonas aeruginosda) i Chlamydia frachomatis.

B cnyuaii Ha ouna HHEKLMA, HOCEHETO HA KOHTAKTHH JIEIIH € NPOTHROMOKA3AHO MPE3 LCIHs NEPHOL
Ha JISYEHHETO.

[lennatpuyHa nonyaauus
3amuuH He TpaOBa fa ce IpHIara 3a NpodUIaKTHYHO JIeYeHHE H2 KOHIOHKTHBHT NPH HOBOPOIEHH.

4.5 BsaumopelicTBHe ¢ IPYIH JeKAPCTBEHH NPOAYKTH H APYTH JOPMH Ha B3aHMOAEHCTBHE

He ca [pOBEXKOAHH MPOYUYBAHHA 33 BIaUMoJcicTEHATA.
KBM HACTOAIIHA MOMEHT HAMA CHOOLIEHM 32 B3AHMOICHCTBHA.
KM HacTogumus MOMEHT, HAMA JIaHHH 33 HCChBMECTHMOCTH ¢ AKTHBHOTO BEIIECTBO HA 3aMuIuH.

4.6 @eprHanrer, GpeMeHHOCT H KBPMEHE

Bpemennoct

He ce ouakea efexr no Bpeme Ha GpeMEHHOCT, THH KaTO CHCTEMHATA €KCIIOZHINA Ha
He3HAYHTETHA.




3aMuaMH MOXE A CE MPHAAra Mo BpeMe Ha GpeMeHHoCT.

Kepmene
He ce oyakBaT edekTd NpH KEpMeHH HOBOPOASHH/ KLPMAYCTA, Thil KATO CHCTEMHATA EKCIIO3HIHA Ha
KbpMauKaTa Ha XEKCaMM/IHH ¢ HE3HAUHTENHA,

3aMHIMH MOXE JIa CE TIPHITara B NEPHO/IA HA KbPMEHE.

Deprunyrer
Hsma maniig 3a noTeHUM&THE e ekTH Ha XeKCaMHIHH PEPXY (PepTHIHTETA.

4.7 EdexTH BBpXY cIIocoOHOCTTA 32 odHpaHe U padoTa ¢ MAINHHE

BaMHlIHH HC BJIMAC BBPXY 3PHTCIHATA OCTPOTE, HO MOXE A3 AOBEOE OO BPEMCHHO 3aMEINABAHC HA
3PpCHHETO WIH JPYTH 3PHTCINHH HAPYLUECHMA, KOMTO Oa OKakaT BJIHAHHUE BBPXY cnocoDHOCTTA 32
mwodupane Wi paboTa ¢ MawHHA. [IpK 088 HA 2aMbINCHO 3PEHNe, TIALIMEHTHT TpADEa Ja U34aKa 110
BB3CTAHOBABAHE HA HOPMAITHATA ACHOTA HA 3pEHHETO TIPC/AHM fa l.I.IOdJIpra HITH paﬁo’m ¢ MAaIlHHH.

4.8 HexenaHH JeKapcTBeHH PeakUMH

a. Obobwenue na npodiuna na Besonacrocm

XexcaMUAHH MOKe A3 NPUYKHH PeakUHdH Ha CBPbX4YBCTBHTEIHOCT.

b. TaGauuno obobujenue Ha HedCeaanume peaxyun

Hexxenanure peakilMd ¢a KaTeropu3MpaHd B 3aBHCHMOCT OT CBOATa YECTOTa KaKTO CIEIBA: MHOTO
yectn (>1/10), yectu (>1/100 no <1/10), mewectw (>1/1 000 mo <1/100), peaxn (=1/10 000 gmo
<1/1 000), MHoro peakm (<1/10 000) HIH ¢ HeH3BECTHA YeCTOTA (0T HAJMYHWTE JaHHM HE MOXE Aa
Obe HanpeBEeHa OLSHKA).

HapyinesHs Ha MMYHHATA CHCTEMA

C HeH3BeCTHA YecToTa (OT HAMHYHHTE AaHHH He MOXKe N1a G’Lge HanpapeHa OLCHKA ):

CRpBXUyBCTBHTEITHOCT.

¢. Onucaniie Ha ORPeoecHU HENCEAanH DeaKlin
Cpo0laBaHH Ca peakUWH Ha CBPBXYYBCTBHTENHOCT KbM XEKCAMHIHH, BRJIHOYHMTEAHO KOXHH
ANeprivYHH PEAKIHH (KaTo AePMATHT).

CrofiiaRaHe Ha TOAG3HPAHM HEKEIAHH PEAKLIMH
CroBIIaeaHeTo Ha MOJ03MPaHH HEXENaHH PEAKIHAM CIEI PA3PELIARAHE 33 YNOTpeda Ha JIEKAPCTBEHHA

MPOIYKT € BaHO. TOBA NO3BOIISBA [1a IPONBIKK HAGNIOAEHHETO HA CHOTHOLICHHMETO TOI3A/PUCK 33
JCKapcTBeHHA NpoaykT. OT MeNMIMHCKMTE CIELMAIMCTH Ce H3MCKBA A CBOOIIABAT BesAka
MOO3Mpaka HexelaHa peakiMa Ype3 HAMOHATHATA CHCTEMA 34 choOlaBaHe:

H3nbiaHHTENHA areHIIHS N0 NeKapcTRaTa
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4.9 Ilpeaosnpaue

Manko BEPOATHA € MNOABATA HA JIOKANTHO TPeAO3HPpaHe CJIC OYHO NPHIOKEHHE.




AKO Ce MOSIBM Npefo3MpaHe Cbe 3aMUAMH {IPEKOMEPHO MHOTOKPATHO MPHIIOKEHHE), CHMITOMHUTE
MOTAT 12 BKIIKOYBAT OMHO ApasHeHe. [Tpenophusa ce NPOMMBAHE HA OKOTO ¢ YH3HOIOTHYEH Pa3TBOp.

5.  ®APMAKOJIOTHYHH CBOHCTBA

5.1 dapMaxkeanHAMHYHH CBOHCTEA
MdapMakoTepaneBTHYHA [PyHa: ApyrH aHTHMHGekno3nH, ATC kom: SO1AX08

XekcaMuiMH, AKTMBHOTO BCIUECTBO HA 3aMHIMH, € AHTHCCIITHK OT rpynara Ha anaMmuausute. Toi e
KaTHOHHO AHTHMHKPOOHO CPEICTBO ¢ IIOBEPXHOCTHO-AKTHBHY CBOMCTBA.

In vitro, nelicTBHETO HAa XeKCaMMIMH Ce NpoABiBa cnpamo Gram-nonoxHTENHH Oaktepun (Be3
MHXHOHMpPaHH OT THOM, CEpYM M OPraHHYHH OCTAThUM), KAKTO M BbpXy ABeTe PopMH (Tpodo3oHTH H
LpcTH) Ha aMebu oT THNa Acanthamoeba.

In vitro, BEUIECTBOTO He € aKTHBHO cpeury Gram-oTpunatentu Gaxrepuu u Chiamydia trachomatis.

3aMumHH e Oe3 KOHCCPBAHT H CE IIpenjara noj (bopMaTa Ha KAargkH 3a o4, pasTBOp B MHOTOOO30BA
OTIaKOBKaA.

lenuaTputiHa Nonynauys

BaxkTepHaaHHAT KOHIOHKTHBHT C€ CBBD3BA C LIMPOK CIEKTBP OT IIATOréHHH OPraHH3MMH, KaKTO IpH
BB3PacTHH, Taka W NpH Aeua. Hanuaaure nurepaTypHy JaHHH [OKa3BaT, Y& KaKTC NPH Bh3PacTHHUTE,
Haii-uecTHTe naToreHu, CBEP3aHH ¢ DaKTepHaneH KOHIOHKTHBHT [IPH Aena, ca Gram-rooKHTSTHHTES
Baktepud (T.e. Staphylococci u Streptococci spp.).

5.2 ®apMaKoKHHETHYHH CBOLCTBA

[TonacTosueM, GapMAKOKHHETHMHHETE [TAPAMETPH HA XeKCAMHIHH clel ofTanMOIOrH4Ho
NPHICKEHHE HE Ca M3BCCTHH. BhNpeKH TOBa, He ca ChoOLIABaAHH CHCTEMHH eeKTH CIIE OTHO
NPHAOKEHHE HA XCKCAMHIHH.

5.3 TIlpeaxjHHMyHH TaAHHH 3a GezonacnocT

ITpu HeKNMMHUYHKUTE (HEKOHBEHLMOHAIHM) MPOYYUBAHMS CAMO [PH €KCIIO3HLIMH, 338 KOHTO C& CHMTa, He
¢a B JOCTaThb4HA CTEMEH II0-IONEMH OT MAKCHMAITHATA EKCIIO3MUMS MPH XOpa, ce Habmoaagat edexT,
KOWTO TIOKA3BAT MANKO 3HAUEHHE 32 KIMHHYHATA yioTpeda.

6. DAPMAIEBTHYHHA JAHHHA

6.1 CnoHcbK HA NOMOINHHTE BellecTBA

Bopua kucenuna
Bopakc

Harpues xiopun,
Bona 3a HHXeKLHA

6.2 HecpBMecTHMOCTH
Henpunoxumo,
6.3 Cpok xa rogsoct

3 TONHMHY B KapTOHCHATA OIIAKOBKA.




Cresi N5pPBO OTBAPAHE HA CAIIIRTO: M3IION3BANTE MHOTOJO30BHTE CIIAKOBKH B paMKHTe Ha 30 mH#.

Cren neppo  OTBapgHE Ha MHOFOJ030BATA ONAKOBKA: H3MO/N3BAiTe MOBTOPHO 3aTBOpEHATA
MHOT0/I030Ba OIAKOBKA B PAMKHTE Ha 24 yaca clefl TbpBOHAYATHOTO H oTBapsHe.

6.4 Cneunannu ycNOBHA HA ChXpaHeHHE
Jla He ce cuxpansra Han 25°C.

3a yCIoBHATA Ha ChXPAHEHME CTIE/] MEPBOHAYATHO OTBAPAHE HA IEKAPCTBEHHA NPOIYKT, BHXTC TOMKA
6.3.

6.5 BnaH chaAbpXKAHHE HA ONAKOBKATA

5 muorogozeel onakopk {LDPE), ¢chaspwaus 0,6 ml kanku 3a 04y, pa3Teep ¢a MOCTABCHH B cailie
(xononumepu/amyMuHRi/nonHeTHICH/ XapThs uak PE/anymunuii/monuerunew/PET).
Enxa muoronosopa omakopka or 0,6 ml chawnpixa Hali-manko 12 xanku 6e3 KOHCEPBaHT.

Omnaxosku: 5 unn 10 (2x5) MHOrOLO20BH OMTAKOBKH.

He BcHuKy BHIOBE ONAKOBKH MOTar na 6baar MYCHa&TH B nponaxcﬁa.

6.6 CuennanHH nNpealla3HA MEPKH NPH H3XBLPJAKE H paboTa

Hemn3non3paHHAT NekapCTBEH MPOAYKT WIH OTIIANBYHHTC MATCPHAAN OT HETO TpAOBa 1A C& UIXBBPIST
B CBOTBETCTBHE C MECTHHTE H3HCKBAaHMA,

7. NMPHTEXATEJI HA PAZPEHIEHHETO 3A ¥YIIOTPEBA
Laboratoires THEA
12 rue Louis Blériot

63017 Clermont-Ferrand Cedex 2
OpaHUMA

8. HOMEP(A) HA PASPEIIEHHETO 3A YITOTPEBA

Per. Ne 20220249

9. JATA HA IIBPBO PA3ZPEMIABAHE/MOAHOBABAHE HA PAZPEHIEHHETO 3A
YIHOTPEEA

Jara Ha mepBo paspeinasaue; 24.08.2022

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

HNMonpoGna vagopMalus 3a TO3H ACKAPCTEEH MPOIYKT € NpeaocTABEeHa Ha yebcaiiTa 1
areHUHA o nexapereara/bharapia: www.bda.bg



