KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
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1. MME HA JEKAPCTBEHMS IPOJYKT VI3MBAHUTENHA ATEHUWA 10 NEKAPCTEATA |
bt Xpa 2 rar ‘ N S — |

KAJIMEB NOUJ] YHUME]L ®APMA 2% Kailku 3a 04M, pa3TBop PATING KapaKmapucmiike Ha Apodyma - lpuroxenys 1
POTASSIUM IODIDE UNIMED PHARMA 2% eye drops, solution | Ko Paz, fs ........ 200,30 %Y 4
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2. KAYECTBEH 1 KOJIMYECTBEH CbhCTAB
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1 ml pazTBOp ChHABPXKA KanueB oAU (potassium iodide) 20 mg. el
1 ml=20 xanku

3a IIbJIHHMA CIIHMCEHK HA TOMOHNIHHTE BEUISCTBA BHKTE TOUYKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a oun, pazteop

PastBOpPBT NpencTasnsBa OucTpa, 6€31BETHA TEYHOCT, IPAKTHYECKH Oe3 HaCTHLIM.

4, KIJAHHYHH JAHHH

4.1. TepanerTHYHH MOKA3AHKS

[Tognomara mMeTabOMUTHUTE U Pe3OpOUHOHHHTE MPOLECH B OKOTO MPHM KAaTapakTa OT Pa3iddHO eCTeCTBO;
pe3opOLHsa Ha €KCY/IAT TIPH BB3NATUTEIHH [IPOLUECH K Ha KpBB oT Corpus vitreum; IIpH apTepHOCKISPOTHIHK
NIPOMEHH HA CBAOBETE HA PETHHATA U yBeATa, [P MUONMYHO-AEN¢HEPATHBHH [IPOLIECH B PETHHATA, KATAPaKTH

B HAYAJICH CT&.[[HFI, HAPCHXHMATO3HH KCPATHTH.

4.2 To3MpoBKAa 1 HAYMHH HA NPHJI0IKEHAE

Lo3upoBKa
Ot 1 no 2 kanku 2-4 0BTH JHEBHO C€ KAMBAT B JOJIHATA MEOKIMHHA I'bHKA HA KOHIOKTHBHATA TOPOHYKA.

[Teduampuyna nonyaayus
Hama 1aHHH 3a NPUI0KEHUETO HA IeKapCTBEHHA MPOAYKT NPH JieHa noj |2 roguiuHa Be3pacr.

4.3 IIpoTHBONOKA3aHHS

CBpPBXUYBCTBHTEJIHOCT KbM AKTHMBHOTO BEIIECTBO WM KbM HAKOE OT IIOMOILIHHTE BeLISCTBA, H3OpPOEHH B
Toyka 6.1, XpOHUYHA MHOJSPMHA Ha KoKara Ha JIHIETO, XeMOparHuHa Adaresa, [104Ba Ha CHMIITOMH Ha
~HOOHU3IBM” (KOHIOKTHBHT CBC Cbi3eHe, eneM Ha Quincke, cinroHOOTHENsAHE), OPEMEHHOCT H KbPMEHE; CBHILO

Taka ¥ B CIYYaHTE TIPH NALUEHTH ¢ (PyHKLIHOHAIHE HApYIUEHHA Ha NIMTORHIHATA HKe3d.

4.4 CnelnnajaHu nNpeaynpexieHns U Opeana3Hd MepKH Npu ynorpeta




B cnyvyauTe Ha reOHYHH 3a00/I9BaHHA HA NMPEIHHA CETMEHT HA OKOTO € HeoOXoOouMMO BUHArH Aa ce NpHiara
crnenpHIHO NeueHHe.

[Io BpeMe Ha ynorpedata Ha TPOAYKT3, NMAUUEHTLT HE TpAdBa Ja HOCH MEKM KOHTAaKTHH JewH. opu
TBBRPAWTE KOHTAKTHH JIEIH NPeid MPHIOKeHNe Ha MpoAyKTa TpadBa Aa c¢e CBAIAT ¥ Ja ce u3vaka moHe 30
MUHYTH IIPE/JK J1a ce NOCTABAT OTHOBO.

3a 1a ce HamMalaM CHCTeMHaTa pezopOuud, manueHTHTe TPAOBA Aa ceé MHCTPYKTHUPAT JAa IIPHTUCHAT CIB3HHA
KaHan OnM30 [0 BBLTPElIHHS BIejl HA OKOTO B NMPOILIDKEHHE HA €[Ha-JB¢ MHHYTH CIel [pPHIOXKEHHE Ha
JIEKApPCTBOTO.

4.5 BzaumoaencTBue ¢ APYry JeKAPCTREHH NPOAYKTH U Apyrd GopMH Ha B3auMOAEHCTBHE

[IpoaABKUTENHOTO NpUIoKEeHHE (cnen abdcopbHpaHe OT HA3WIHATA MYKO3HAa MeMOpaHa) MOXKE 13 [ORTUAC
1abopaTOpPHHTE CTOHHOCTH, MMalld OTHOLUEHWE KBbM IPOTEHHHMTE Ha CRBP3BAIUMA HOIL B KPBBHHS CEPYM,
PECHEXTHBHO Ha CTOHHOCTUTE Ha palHO-HOA TecTa MpH 3a00/sBaHE HA IMTORUIHATA HJIesa.

B cnayyal Ha eqHOBPEMEHHO JICUSHHE C APYTH IIPOAYKTH 34 JIOKAAHO OYHO MPUIOXKEHHE € HeoOXOAUMO 1a ce
cra3Ba UHTEepBaa OT MUHUMYM 1|5 MUHYTH MeXay OTIETHUTE JeKapCTBa.

4.6 GepTHINTET, OPEMEHHOCT U KLPMEHE
KAJIMEB MOU]] VHUME]L] PAPMA 2% e npoTHBOIIOKA3aH [0 BPEME Ha GPeMEHHOCT H KbPMEHE.

4.7 EpexTH BbpXy cocofHOCTTA 3a modupane u pabora ¢ MANIMHA

Ilopanu Bp3MOXKHA MOSBA HA 3aMBITICHO 3PeHHe, IapeHe, 00JIKa H NOBULIEHO ChJI3eHe, BOJAYHTE Ha NPEeBO3HU
CcpeAcTBa U padoTelld ¢ MALMHH NALMEHTH TpAOBa Aa OBJAT NpeAynpeacHn na u3dArear modupaHe U padbora
C MalIMHH MO BpEME Ha JICUEHHETO.

4.8 Hexxenanu NeKapCTBEHH PeaKlIHH

KAJIUEB ﬁO,[LI/I,[[ YHUMEJ ®APMA 2% e ¢ nodpa MoHOCHMOCT. HemocpeACTBEHO el TPHIIOXKEHNETO
MO3KE /1 C€ YCeTH ¢1ab0 nmapeHe.

TBpH Karo HOABLT Ce EKCKpPeTHpa OT OpraHd3mMa MHOro 0aBHO, IPH YYBCTBHTEIHM NALUEHTH ABLATOTO,
HEKOHTPOIMPAHO NPUIIOKEHHE (B MPEKOMEPHM J031M) MOXe [1a OBeAe N0 TaKa HapeueHus ,,oau3sm”. Toii ce
NPoABABA C APA3HEHE HA KOHIOKTUBATA H M3MBJIBAHETO U C KPBB, C MOBUINEHA CEKPELHA M CBI3H, 3aMBIIIEHO
3pEHKE, IapeHe U OOJIKa, Bb3MOXKHO LOCTHraHe Jo eaeM Ha knenadnre (egeM Ha Quincke) ¥ emem Ha
CITB3HHUTE KII€3H; N0 KOXKaTa MOraT 12 C€ MOABAT €PUTEMA, aKHE, AEPMATHT H Nypypa.

Cro0LuaBaHe Ha MTOAO3HPAHH HEXKEIIAHH PEAKI[HH
CprofwaBaHeTo HA TOJO3MPAHW HEWENAHM peakiMM Ccjel paspelllaBade 3a yrooTpeba Ha JIeKAPCTBEHHA

MPOAYKT € BaxHO. ToBa IMO3BOJSBA A4 TIPOABIXKH HaOMOJECHHMETO Ha CHOTHOUIEHHETO MOJA3a/pUCK 32
JIEKapCTBEHHA NPOAYKT. OT MEJIHUHHCKHTE CHCNMANMCTH €€ M3HMCKBA Ja ChOOWABAT BCAKA TNOJAO3MpaHa
HEXENIAHA Peakiis upes:

H3mesiHATEIHA areHIIMg no NeKapcTRaTa

yI. ,,Jdamsas ['pyes” Ne §

1303 Codus

Ten.: +35 928903417

yeOcanT: www.bda bg

4.9 IIpeaozupane

an CII&3BAHEC HA NMPABHJIHAA HAYHH Ha NPHIOKCHUE H TO03HPOBKA, HE € HHGHIO,[IHB&HU IIpeao3nPps




B cnydai Ha HHUMACHTHO NEPOpATHO NMOTIBIIAHE JEYEHUETO € CUMIITOMATHYMHO.

5. PAPMAKOJIOTHYHU CBOHCTBA
5.1 PapMaKoIHHAMHYHH CBOHCTBA

MapMakoTepanesTHYHa IpyNa — 0QTAIMOJOTHYHA; pe30pOEHT U aHTHCKIEPOTHK.
ATC kon - SO01XA 04

AKTHBHOTO BEILICCTBO B OYHHUTC KAIllKH € ﬁD,[[ B MHKPOIOO3H, KOHMTO MOBIIHABA MBT&60HH3M& Ha NPOTCHHHUTC H
JUNUAXTE; YBEAHYARa KPBBHUTE NMUIIONPOTEHHH H GHOPHHOIUTAYATA AKTUBHOCT.

Honute Ha jfofa yBeNMUaBaT KONOWIHATA THCIIEPCHS, KOETO BOJAH IO HAMAIABAHE BHCKO3UTETA HA KPBHBTA.
Hamanenara KOMOMIHa JUCNIEPCHA OT CBOS CTPAHA € CBBP3aHa C NPU3HALIMTE Ha CTAPEEHE U apTePHOCKIEPO3a,
Tesn ¢axkTH W NPOABILKNTEIIHOTO H3NOJI3BAHE HA HOAAa B TepaleBTHYHATA NPAKTHKA JOKA3BaT, 4€ COJMHTE Ha
Hona 3a0aBAT, pECNEKTUBHO HAMAIABAT NPOIIECa Ha aPTEPHOCKIIEPO3a.

[TpuaoxkeHKneTo HA HOMA BOLK 10 Ba3OAMIATAINA W NOA00pABa ThKAHHATA NEPdY3Hs.

[lpunoxenneTo Ha OUHMTE KallKK ChC CBABLPKAHUE HA MOJ € eAMHCTBEHOTO BH3MOKHO JIEUCHHUE B CNyYaii, e
MBPBOM3TOYHHKBT Ha 3a00IMBaHETO HE MOXe Ja Ce JeKyBa Npsko. MoauuTe CheIHMHEHMA OKA3BaT IIPAKO
Bb3ASHCTBHE BBHPXY Mpoueca Ha pesopbimd, 0co0eHO B HAUYANHUTE CTaAuH. TOR HEe cnupa pa3BUTHETO Ha
KATApaKTa, HO TE3H IIpOLEecH (pa3pacTBaHETO HA KATAPaKTa, HAMAIIBAHETO HA 3PUTEIHHSA KQHTPACT) MOrarT Aa
ce 3a0aBAT IIpH HETOBOTO IPHIIOKEHHE.

5.2 PapMaKOKHHETHYHH CBOIHCTBA

Cnea npunoxeHue Ha Npenaparta, HOAMAHMTE IPOHHKBAT OO0 OYHHTE CTPYKTYPH, a4 OO M3BECTHA CTEIEH Ce
pe3opbupar H cHcteMHo. Te mocturat go Hoca npe3 ductus nasolacrimalis u ce abcopSupar ot HazanHata
MYK03a B KPBBOHOCHHNTE ChIOBE,

Hoxbt ce oTmens oT opranusMa muoro Gaexo. KamueBust fonua (HEOPraHHYHO HOHHO CheAMHEHHE) He Ce
merabonusupa. Ceodogaure foun (K+, 1 7) ce otaensar upes On0peuuTe.

5.3 IIpeak/IMHHUYHH JaHHYU 32 6€30NaCHOCT

HoabT H AOMAMTE ca BELECTBA, KOHTO C& U3MON3BAT OT ABArO BpeMe B OPTAIMOIOrHYHATA NMPaKTHKA H HAMA
IAHHM 34 BPEAHO Bb3ACUCTBHUE.
Hsama 0aHHE OT NPUIOXKEHHE Ha IPOAYKTA BBPXY JKHBOTHH,

6. PAPMAHEBTHYHHU JAHHHU
6.1 CnuchbK HA TOMOLIHHTE BelHIeCTBA

XIOpXeKCUANHOB JHALIETAT

HAaTPHEB XJIOPU

HaTpHeB THocyndar

JIMHATPHER €IETAT AUXHAPAT

HATPHEB XUAPOKCH] (38 Kopekuusa Ha pH)
Ipe4rcTeHa BOAd

6.2 HecLBMeCTHMOCTH




Henpunoxumo
6.3 Cpox Ha roanocT

[Ipu HEOTBOpPEHA ONAKOBKA — 3 FOJUHH
Cren oTBapsiHE Ha ONaKOBKaTa — 28 IHH

6.4 Cneunanym ycioBusi HA ChXpaHeHHe

Jla ce cbxpaHsBa npH Temneparypa mog 25° C.
Jla ce nma3u oT CBeT/IHHA.
Jla He ce cpXxpansaBa B xJIaauaHHK. Ja He ce 3aMpasdBa.

6.5 Bua n CbaBbpKAHHE HA OMAKOBKATA

[TonueTHneroBa OyTHAKa C KanmKoMep, MOJHIPOMMICHOBA Kamayka HA BHHT C IOJMETUNEHOB 3alllHTEH
NPBLCTEH, eTUKET. BYTHIKHTE Ca ONMaKkOBaHW B KAPTOHEHHM KYTHUH C IUCTOBKA 32 MAI[HEHTA.
Pazmep Ha onakoBkara: 1 x 10 ml.

6.6 CnenHaJaHH NpeanasHd MepKH NPH U3XBBPJIsSHE H padora

Korato ce OTBOpH NEKApPCTBEHUAT MNPOXYKT TOW € roTOB 33 BpHIIHA ynorpeda. (el palonakoBaHe,
NalMeHThT OTBHHTBA I1JJaCTMACOBaTa Kamauka, JEKe HAKJIOHABA IVIABATa CH Haszaj, OyTHikaTta ce o0pblua
o0paTHO W 4Upe3 HAaTHMCKaHETO M KalBa NpealucaHOTO KOJHMYECTBO OT JIEKAPCTBOTO B A0JIHATA KOHKOKTHBHA
Topbuuka. [Ipy HakaneaHeTO He TpAOBA A ce MUMAT OKOTO WIIH BexauTe. Cnea TOBA ¢e H3HCKBA KAaNaveTo Ja

ce 3aBMHTH oOparmo moOpe, 3a Mpeana3BaHe OT €BEHTYATHO 3aMbpcsABaHe. ByTHNKaTa ce ChXpaHABA BBHB
BEPTHKAHO IMOJIOXKEHHE.

7. IMIPATEXATEJ HA PAZPEIHIEHHETO 3A YIIOTPEBA
UNIMED PHARMA s.r.0.

OrieSkova 11

821 05 Bratislava

Cnogalllka penyonuka

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20020841

9. JATA HA ITBPBO PA3SPELIABAHRE/ITIOJHOBABAHE HA PASPELIEHHETO 3A YIIOTPEBA

HJarta Ha nspBoO paspewagane: 16/10/2002
Hata na nocrneaHo noatHosgsade: 12/11/2008

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

06/2020




