KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHUA ITPOAYKT

Od¢ranmo-Cenronekc 0,2 mg/ ml +19 mg/ ml + 0,5 mg/ ml kanku 3a oum, pasreop
Ophthalmo-Septonex 0.2 mg/ ml +19 mg/ ml + 0,5 mg/ ml eye drops, solution

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

10 ml pa3TBOp cHABPKA 2 mg KapGeToneHaeLHOB Gpomun (carbaethopendecine bromide), 190 mg
OopHa KHcenuHa (boric acid) u 5 mg 6opaxc (borax).

1 ml pasteop cpabpxka 0,2 mg kapOeroneHaeuuHoB GpoMun (carbaethopendecine bromide), 19 mg
6opHa knacemmHa (boric acid) u 0,5 mg 6opakc (borax).

3a MBJIHHA CIMCHK HA NOMOLIHHATE BELLIECTBA BIDKTE TOYKA 6.1.

3.  JIEKAPCTBEHA ®OPMA TTATRIHATENHA ATEHLAR 10 NEXAPCTBATA
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4. K/JHHHUYHH JAHHH |

4.1 TepaneBTHuHH NOKA33HAA

OcTEp H XPOHHYEH HETHOEH KOHIOHKTHBHT, OiedapHT U HErHOEH cynepuLManeH kepaTur. Tosm
NPOAYKT MOXeE [ C€ U3NOJI3BA OT Bb3PAacTHH, IOHOLIH H AE1a.

4.2 [Jo3HpoBKA H HAYHA HA NPHIOKCHHE

ZO3HpOBKa

Pa3TBOPET ce HHCTIIHPA B AOJHHA KOHIOHKTHBAIEH cak Ha oKoTo. [Ipu ocTp Bh3najieHHs ce
npunara | kanka Ha Bcekn 1-2 4aca. I[Ipu xpoHdyuHH Bb3NaneHua ce mpuiara 1 kanka 1-3 meTH
aueBHo. IIpu ocTpu B NOAOCTPH BB3NAJICHUA MOXeE Ja € OnaronpusTHa KOMOWHALMATA OT KankKH H
mac (Odranmo-CenroHekc). MakcuManBnaTa npogb/DKUTENHOCT Ha JledeHneTo ¢ 10 aHu.

HauyuH Ha MpUIOKEHHE
ApBrHeTe HAZOMY AOJTHHAA KJenad Ha OKOTO, HaBeAeTe riaBaTa JICKO Ha3aj H NOorJIeIHeTe Harope,

AOKATC NOCTABATC €JHA KAlIKa BBB BCAKO OKO.

4.3 IIpoTHBOnmOKA3AHHA

Odranmo-Cenroreke He TpaOBa na ce Npunara B cy4vail Ha CBPBEXUYBCTBHTETHOCT KbM AKTHBHHTE
BEILIECTBA HIIH KbM HAKOE OT IIOMOILHMTE BELESCTRA, H3OPOSHH B TOYKA 0.1, KAKTO ¥ NIPH NALIHEHTH
CBC CYX KEPATOKOHIOHKTHBHT (keratoconjunctivitis sicca).

44 CoensajnH npeaynpeXIeHAd H NPeANA3HH MEPKH HpH ynorpeda
Hsama nansamn,
4.5 B3aEmMoaeHCTBHE ¢ APYIH JICKAPCTBeHH NPOIYKTH H APYrA OPMHE HA B3aRHMBIEH a7

B3auMoaelHCTBHA HE ¢a H3BECTHH.
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4.6 DbpemMenHOCT H KbpMeHe

[IprnoskeHHeTO Ha NPOAYKTA HE € MPOTHRONIOKA3aHO MO BpeMe Ha OpeMeHHOCT M KbpMeHe. Ilopanu
BEPOATHOCTTA OT cucTeMHa abeopOiims cien NOKaIHO NPUIoKeHue, obave, € HeoDXOMHMO fia ce
NpeLUeHH AaNy NOTEHUAATHATA 10132 3a MafKaTa HAAXBBPIIA NOTCHIHATHHA PHCK 32 U102 WIH
KbPMA4ETO.

4.7 Ed¢exkTn Bppxy cnocobrocTTa 3a Ho(pHpaHe H padoTA ¢ MAHIHHH

OdranMo-CenrTroHeKC HAMA BIHAHHE BbPXY ACHHOCTH, H3HCKBAIIH NTOBHIIIEHO BHHMAHHE
(ynpaenaeaHe Ha MOTOPHM NPEBO3HH cpeACTBA H paboTa ¢ MalMHK), Bee mak MoXe Ja ce o4akea
BPEMEHHO 3aMEITIEHO BHKIAHE CIEA NPUIOKEHHETO M 3aTOBA TaKHBa NEHHOCTH MOXeE /14 Ce
H3BBPILIBAT CAMO CJIeR U34e3BAHETO Ha TO3H e(eKT.

4.8 Hexenann JeKApCTBEHH PeAKNHE

Hesxenanure peakiiii ce KnacH$puoMpar cnopej CISIHHTE KATETOPHH 3a 4eCTOTA Ha Bb3HHKBAHE:!
MHoro gectn (> 1/10),

Yectu (= 1/100 no < 1/10),

Heuectut (> 1/1000 no < 1/100),

Peaxu (= 1/10 000 no < 1/1000),

Muoro penxu (< 1/10 000),

C Hen3BecTHA yecToTa (OLIEHKA HAa YeCTOTaTa He MojKe Ja Ob/le HAMpaBeHa OT Ha/IMMHUTE JAaHHH).

HapyiucHus Ha ouHTE
C Heu3BeCTHA YECTOTa. KOHIOHKTHBA/IHA KOHIeCTHA, KOHIOHKTHBAJIHO BBH3MAaJIEHHE.

BB3MOXKHO € aa ce HaOIIOAABAT PEaKUHH Ha CBPBXYYBCTBHTEHOCT. IIpH MaliMeHTH YyBCTBHTEITHH
KBM HAKOE OT aKTHBHHTE BELLECTBA, MOXE Aa ¢€ Habmoaasa KOHreCTHS MK yCelaHe 3a IapeHe Ha
KOHIOHKTHBATA.

Crpobniapate Ha NOAO3HPAHH HEMXKENAHH PEAKLIHK
CrobinaBaHeTo Ha NMOO3HPAHH HEXEIaHH peakilMH Clie/i pa3peiliapaHe 3a ynoTpeda Ha JIEKAPCTBCHHA

MPOAYKT € Baxkno. ToBa NO3BONABA A3 NPOABIDKH HaOMIOAEHUETO Ha CHOTHOLIEHHUETO MOJ3a/PHCK 38
NeKapcTBeHHs NpoayKT. OT MEAHIMHCKUTE CIICLUANTHCTH ce H3MCKBa Aa ChoOLaBaT BCsKa

NOAO3HPAHA HEeXeNaHa peakiiig ype3 HanbIHUTEeNHA areHifis o IeKapeTBara, yi. ,.Jaman ['pyes” Ne
8, 1303 Codun, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9 Ilpepozmpane

[IpaBraHaTa ynorpe6a Ha TO3H OPOAYKT H3KIIOMBA BEPOATHOCTTA 32 OCTPa HHTOKCHKAIIHA. Takasa
MOXKE 1a HACTBITH cliel cayyYaiiHo (MITH CbhC CYHLHIHA HEN) MOIVIBIHAHE HA FOIAMO KOMHYECTBO OT
NPOXYKTA.

OcTpaTa HHTOKCHKALHMA C€ MPOSBABA ChC CHMITTOMH IV1aBHO OT CTPa2Ha Ha CTOMALIHO-YPECBHUA TPAKT H
xokaTta. OnucaHM ca ¥ CHMITTOMH OT CTPaHA Ha LIEHTpaJiHaTa HEPBHA CHCTEMAa.

CHMNOTOME, OKA3BaLH YBPEK/AAHE Ha CTOMALIHO-YPECBHHUA TPAKT €A TaCTPOCHTEPHT, NOBPBINAHE,
AHapus H KopeMHa 0onka. [lepcrucTapaiin, pedpakTepHr Ha JICYCHHE MOBPBIIAHE H AHapHa MOXKe Aa
OOBEJAT AO OCTpa AeXHApaTals, IOK, KOMa H CMBPT, pa3BHBALLH C& BCIEACTBHE HAa KORANC HA
KPBBHATA LMPKYJIaLHA.

KoKHUTE peakiiM BK/IIOYBAT €PUTEMATO3eH OOpHUB 3acArai KOXXara ¥ JIHraBHLHTE, NIOCIEeABaH OT
NeCKBaMAaLs,

CHMITTOMH Ha YBpEXKIAHE Ha LIEHTPaJIHaTa HEPBHA CHCTEMa ¢a CBPbXBB30YIHMOCT, , ;

ONMCTOTOHYC, TPEMOP, JIETAPTHA, rMaBo00/IHe, KOHBYJICHH, ACTIPECHA H KOMA.
OcBeH TOBa MHTOKCHKALHATA MOXKE A2 IoBeAe 0 YBpexAaHe Ha GbOpeunuTe TyOyy
OMHCBAHH CJIyday Ha YEpHOAPOGHO YBpesKAaHe H XKbATEHHIIA.
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JleueHUETO HA HHTOKCHKALMATA ¢ CHMNTOMATHYHO U BKTIOYBA OUMCTBAHE HA CTOMAITHO-YPSBHNIA
TPaKT, Qopcupana AMype3a, OOMEHHO KPBBOIIPEIIHBAHE, NEPHTOHEATHA NHAJIM3a, XeMOAHANH3a H
xemonepdysua. Hama cnettmduucH aHTHAOT.

5. ©OAPMAKOJOI'MYHH CBOUCTBA

S.1 <PapMakoAHHAMHYHH CBOHCTBA

GapmakoTepaneBTHIHA IPYIa: NPOAYKTH 3a OUYHO HPHIOKEHHE |
ATC woz: SO1AX00

MexaHu3sM Ha feHCTBHE

Kap6eronennenHoB OpOMH]I € YETBbPTHYHA aMOHHMEBA COJ ¢ MEK aHTHCenTHYCeH eekT. [IpuTeKasa
OakTepULHAHH CBOACTEA H BOJH AO NMPOMEHH B NepMeabHanTETa HAa OaKTEpHANIHHTE KNICTHYHH
MeMOpaHH. AKTHBHOCTTa MY € MO-H3pa3eHa crpaMo I paM-IIoNIOKHTETHHTE MAKPOOPraHH3MH,
OTKONKOTO npH I'paM-oTpuuarensaure. Hakou Gakrepuanan mamose kato Pseudomonas v
Mycobacterium tuberculosis ca pesucrertay. KapOetonenennos OpOMUJL HE € aKTHBEH CIIPAMO
cnopure Ha 6akrepuure. [Ipurexasa GyHrHLUMAHH CBOMCTBA.

bopHara KucelnHa ce XapakTepusHpa ¢ OakTepHocTaTHYHH H (PYHTHCTATHYHH CBOHCTBA.

5.2 PapMaKOKHHETHYHH CBOHCTBa

BopHara kucenuHa ce abcopbHpa OT CTOMAIIHO-YPEBHHA TPAKT, KAKTO W NPE3 KOXKA H JIHIaBHLA ¢
HapymeHa utocT. He ce abcopOupa ot HTakTHa Koka. Okono 50% or abcopOupaHOTO KONHYECTBO
CE eKCKpeTHpa B paMkuTe Ha 12 yaca B ypuHara. OcTaHanoTo KOIMYECTBO ¢€ EKCKPETHPa 38 7 NHH.
$.3 Ilpeaxnanunann jaanau 33 GezonacHocT

HManureaHe 3a JpazHeHe Ha OYMTE HE NOKA3Ba MPUTATUBHH PEAKLIHH.

6. CAPMAIIEBTHYHH JAHHHU

6.1 Coucbk H2 NIOMOMHHATE BELECTBA

Hunatpues eaerar
Bona 3a HHKEKLHH

6.2 HecLBMeCTHMOCTH

YeTBBPTHYHATA aMOHHEBA CON KapOeToneHaeMHHER OPOMEJL € HECEBMECTHMA ChC CAITYHH H APYTH
aMOHHEBH CHPhaKTAHTH, GEHTOHHT, HOAUH U (PeHWDKHBAUECH HUTPAT.

6.3 Cpok na roanoct

2 TOAHHH
Cnen mepBO OTBapAHE: 4 CEAMHLH.

6.4 Coensajnn yCI0BHH HA ChXpaHEHHE

Ha ce cbxpanasa noa 25°C. [la ce cbXxpaHfaBa B OpHrHHAHATa onakoBKa. J{a He ce O
3aMpassBa.
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6.5 Baa U CHALPKAHKE HA ONAKOBKATA

ByTunkn ot 081 NnonreTHIEH ¢ HUCKA IUTBTHOCT, CHAO/IEHH ¢ anIuKaTop KamKOMep H 3aTBOPEHH ChC
3aMIUTEHA OT OTBAPAHE KanayKa.

Pasmep Ha onakoekara: 10 ml.

6.6 Chnepganuu NpeAnazHA MEPKHE NPR BIXBLPAAHAE U padora

Hama cnenyaiHi H3HCKBAHMUA.

7. IIPUTEXATEJI HA PAPENNIEHHUETO 3A YIIOTPEBA
Teva B.V.

Swensweg 5, 2031 GA Haarlem
! Huaepnanaun |

8. HOMEP HA PAJPEILIEHMUETO 3A YIIOTPEDBA

Per. Ne 9700448

9. JATA HA ITBPBO PASPEINABAHE/TIOAHOBSBAHE HA PASPEIIIEHHETO 3A
YIIOTPEBA

Hata Ha mepBo pa3peluasaHe: 02 okroMBpu 1997 r.
Hara Ha nocneano noaxoessane: 10 mapr 2010 r.

10. JATA HA AKTYAJ/IMI3HPAHE HA TEKCTA

MAH transfer Ophtalmo-Septonex -SmPC-20180308




