KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
WYUHKOTEPCTED HA SEPABEOTASBAHETQ

PCUSIMOLOL 0.5 % | npasouensexou L
Eye drops, solution Sml | paspenienne saynorpebale W~ 10606 ol m.ov.
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1. Ame Ba AexapCcTBeHisi HPOXYKT: 77, / L32.032 05 i .
CUSIMOLOL 0.5 % eye drops, solution 5 ml
KY3UMOJO.JI 0.5% xanxu 3a o9y, pa31Bop 5 ml

2. KomtecTseH u KadecTBes cberap 3a 1 ml:
Jexapcemeseno eewgecmeo:
Timolol (as Timolol maleare)..........evceeeieeneereceemiiriisriinncniinns 5.0mg

Hughopmayus 3a nomownume eewyecmea 6 6.1.

3. JlexapcrBena dopma:
Kanku 3a oun, pastsop - 5 ml

4. Knaan4nn AaHHHG
4.1. Hoxazanna

3a moHMXaBaHe Ha BETPEOYHOTO HAJTAHE B CIydal Ha OUHA XMIICPTEH3US, IIPH
HaNHEHTH ¢ XPOHAYHA OTKPUTOBIBIIHA TIayKoMa (BKITFOUHTENHO H a(hakus), KaKTO U IIPH HAKOH
CIy9aH Ha BTOPHYHA IJIAyKOMa.

4.2. Hayun Ha Npajaokenne H JO3UPOBKA

Hosupoexa: ObrvaiinaTa HagaTHa 032 € 10 ef[HA KaIlKa, {Ba IIFTH AHCBHO B
sacergatoro oko o1 CUSIMOLOL 0.25%. Axo pe3yaTarsT € He3aAOBOIUTENCH Ce NpeMUHaBa
xkem CUSIMOLOL 0.5% B cemara gosa.

Tlpr HEOBXOAUMOCT OT 11O HHTEH3HBEH KOHTPON Ha BETPEOYHOTO Hasrate (BOH),
IpenapaThT MOXe Ja ce KOMOHHHpAa ¢ MHOTHIH, enEHedpUH Wik HHXUOHTOPY HA
kapOoapxuapasara.

AKO JIEUEHHETO AaBa 33JOBONMTENINO HaMalIsIBaHe Ha BETPEOYHOTO HAIITaHE,
TAUMEHTHTE MOTAT Ja OhHAT KOHTPOIHMpaHH ¢ MOAABPKANIA 034 — eXHa KalKa JHEBHO.

Houun na npurodicenue:30 04HO NPURQICEHYE
Kanxute ce DOCTABAT B KOHIOHKTHBHES CaK Ha 3aCECHATOTO OKO/0YH,

4.3. HHpoTHBONOKA3aHHSA
CBpHX9IyBCTRATEIHOCT KBM THMOMOMN KK HAKOE OT IFOMOIIHHTE BEMSCTBA.

4.4. CoenuajHa NpelynpexaeHAs H NpeaNa3Hi MepKH 3a yIoTpeda
OYHOTO IPHICHKEHHE Ha THMONO/ B HAKOH CIIydad MOKe [a JOBEHE KO CHCTEMHHE
HEKeIaHH JIEKapCTBe N peaknun, 00ngaiinnm 3a 6era-GiokepH. HeKachBeHKaagrpg@mT TpsaOBa

Na Ce H3MNO3Ba BHEMATEHO B CIiyJanTe, KOTaTO CACTEMHO IIpHIaranuTe GeT -'gqig_);ggsp@g&\\
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HpOTHBOMOKA3HM, 2 IMEHHO: 6poHXpaNHa acTMa, CHHycoBa OpajuKap/ius, KapAuoreHeH 0ok,
nabunen guabet, I -Ba cTeneH npencspaHOKaMepeH OIOK.

CrpaegraTta HeFOCTaTHIHOCT TpsOBa fa 6pAC ANEKBATHO KOMIEHCHPaHa IPEIH 3aI0YBaHe Ha
negenreTo. ITalHeHTHTE ¢ aHaMHEe3a 34 TEXKH CEpAedHHE 3a0onspanusd, TpsaOBa na OB1aT
IEpHOIHIHO HAOMIOAaBaHH, KATO Ce CICAM IIyNca, KPEBHOTO HANSIaHe U TIPU3HALUTE 32
KOHTeCTHBHA CHPJCIHa HEJOCTATHIHOCT.

Ipu manmeHTHTE, IEKyBaHH nepopantHo ¢ Gera-0nokepn, Tpadra Aa ce HMa IIPEABHL H
FOMBIHATENHAT eheKT OT CHCTEMHOTO ACHCTBIE BEPXY BRTPEOYHOTO HAILITaHE,

B caygauTe, KOTaTO € B3eTO PeldeHue 34 CMsHa Ha aHTHITIAYKOMHHMS JIEKApCTBEH IPOAYKT HPH
JIafeH TIANHEEHT, Ipe3 THPBHA JAcH ce IPOABIKARAT HAION3BAHITE JO MOMEHTa JIEKapeTBa (10
obsaBenara f03upoBka). Ha cienpamusT feH I5pBOHAYATHO H3IION3BAHES aHTHTIIAYKOMEH areHt
ce CITHpa HAIIBITHO Y JiedeHieTo ce npofbkapa ¢ TuMonon (CUSIMOLOL xanxu 3a O9mn).
KoraTo THMONOI Ce H3II0NI3Ba HOBPEMEHHO ¢ JPYTH JEKapCTBEHHA NPOJYKTH, JIEICHHACTO
OpPOTHYA Y10 CHIaTa CXeMa Ha Jo3upaHe. B komOunMpanara Tepanus, HHANBHIY AA3AIHATA e
HeoOXOMMMOCT H JISKYBaINuAT JieKap TpSOBa Aa IpeyCTAHOBH yroTpedaTa Ha HAKOMN HITH BCHIKH
OT JISKApCTBEHUTE HPOAYKTH, KOraTo BTPEOYHOTO HaNAraHe Ce 3abPKH Ha 3aJOBOJHTCIHO
HHEBO.

TIpr6HU3ATENHO YSTHPH CEAMUITH ca HeOOXOJHME, 3a [la IPOJIHIH e(eKThT OT H3NON3BAHETO Ha
THEMOJION 32 cTabmmisupare Ha BOH. Ilocneasamo n3meppase Ha BOH faBa oneHKa 3a ehexta
ot CUSIMOLOL kanku 3a 04,

Tlopamy NeHOHOMBUTE BapHAH Ha BETPEOTHOTO HAILATake, To Tp:abBa a Obe H3MEPBAaHO B
pasIFYHY 9aCOBE Ha HEHA.

KoaTakTHR Jemu

JlexapcTBEHHAT MPONYKT ChEbPKa OSH3aIKOHNEB XJIOPUA KaTo KOHCcepBaHT. IlauenTuTe
TpabBa Aa 6bAaT HE(GOPMUpPAHH, Je ¢ HeOOXOHUMO Jla H3JaKaT 15 MHHYTH clle/l HaKalBaHETo Ha
CUSIMOLOL kanxu 3a 049H, IIpe/Id Jla HOCTABAT KOHTAKTHHTE CH Ieliy 06paTHO B OKOTO.
CUSIMOLOL xamnky 32 09H He TpsOBa Jja ce INOCTaBA B OKOTO JOKATO ¢€ HOCAT KOHTaKTHH

JICTIH,

Yrorpeda npH gena
He e ycranoBena eHKACHOCTTA 1 §e3012CHOCTTA HA THMOJIOJ 32 09HO NPHTI0KECHHE IPH

Acia.

4.5. JlekapcTBeHH B APYTH B3aAMOJAEHCTBHA

THMONOI MO3KE Ja 3aCHH eeKTa Ha CHCTEMHO npHIaranute 6era-0okepH (81K 4.4.).
B ciiygan Ha KOMOMHHEpaHA Tepanus ¢ envuHedpHH ce cpobmana 3a MUApHa3a (pasUMpABAHe Ha
senmnaTa).CamMocToATeNHATa YoTpeda Ha TAMOION O0HKHOBEHO He BOJHM A0 IPOMEHH B pazMepa
Ha 3CHHNATa.

4.6. BpeMeHHOCT H KbpMeHe
HsMa ZOCTATHYHO OITUT 3a yrnoTpebara Ha THMONON HO BpeMe Ha OpeMEHHOCT.
TrMoRon TpsbBa Aa & U3T0N3Ba JIOKATHO (38 0YHO NPIIIOKEHNE) IO BpeMe Ha OpeMEeHHOCT
caMo aKo €BEHTYANHATa HOJ3a OIPaBIaBa BEPOATHHS PHCK. /,,_o—,_\
~
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4.7. EgexTr BHPXy cnocodnocrTa 3a modupane 9 padora ¢ Mammay.

He ca onmcady.

Ho xaxTo npm ynorpedara Ha BCHIKH KAIIKH 3a 09H, H TYK € BE3MOXKHO 1a C€ IOSBH
KpaTKOTPAHHO 3aMEBIIIIBaHE MM HapyIMIeHHd B 3pEHEETO, KOUTO Jja IOBIIIAT CIIocODHOCTTa 32
modrpare W paboTa ¢ MallMHA.

AKO TIpH IIOCTaBIHETO Ha KallKiTe ce NOSBH KPAaTKOTpaiHo 3aMbIigBaHe Ha 3PEHHETO,
DAUEHTEHT TPAOBa a W3TaKa 3peHHeTo MY JIa ¢e HPOICHM IIpeid Aa modHpa naK ja paboTH ¢
MalAaHM,

4.8. Hexkesianm JieKapCTBEHH peaKIAH

Tumonon e 06HKHOBEHO A06pe morocuM. IToHsakora Morat fa ce HabmomaBaT
obHaaiiHATe NpU3HALY 32 BE3laNcHAE Ha OUATe, BKIIIOYWTENHO KOHIOHKTHBHTH, OnedapuTy 1
xepatiTH. [TOHAKOra, CEINO TaKa € BE3MOXKHO J1a ¢¢ HAOMIOAaBaT HapyIIeHId Ha 3peHHETO,
BKJIOUYBAINM pedypakTHBHE HPOMEHH, KaTo CASACTBHE OT NPeAHIIHA MEOTHYHE TEPAIIH.
Meuoro psiiko ce Habmonapa CBpEXIyBCTBHTEAHOCT, BKIIFOUATESIHO TOKAM3ApaHa H
reHepax3ypana ypTUKapys Him oOpus.
B pemxu ciygau € BE3MOXKHA OSBA Ha peaKijy, CBEP3aHH ChC CHCTEMHOTO JigHCTBYe Ha Geta-
BIOKepUTE, CPeA KOUTO YMepeHa OpaTuKapysi, XMIIOTeH3Ms, OpOHXOCashM (IIpeMHO Ipy
TaDACHTH ¢ aHAMHE3a 33 aCTM2a), KOHT€CTHBHA CHpACYHa HEAOCTATHUHOCT H MaCKUPaHH
CHMOTOMY Ha XUMIOTTIHKEMISI PH HHCYIHH-3aBACHMH JuabeTmiy.
CrenuuTe HeXXellaHH JIEKApCTBEHH PeaKiyy ce HabmoAaBaT MHOYO PSIKO, KaTo He € YCTaHOBCHA
IPHYHHHO-CIEICTBEHATa BPB3Ka ¢ THMOJON: IMaBoboine, CyX0Ta B yCTAaTa, aHOPEKCH,
AHECIENCHs, TafeHe, XUISPTeH3M, AT, aQakideH KHCTORACH MaKyACH OTOK H DEAKIHH,
cebp3any ¢ [THC (yMopa, oGspKBane, AenpecHs, 6€3M0KOHCTBO, CHHIMBOCT).

4.9, Ifpeno3npane

IMopagd XapaKTepHCTUKHTE Ha TO3M JIEKapCTBEH NPOAYKT, IpeaHasHaIeH 32 IOKanHa
ymoTpe6a TokCcHIHE edekTH He ce 09aKkBaT IIPH H3IIOA3BAHEeTO My B IpelophuaHaTa
TepaneBTHYHa f03a. IIpH IO-ToNeM IPHETH JO3H MOJKE [ NPeIH3BIKa TaficHe WIH ChPACIHH
Hepa3sHoNOKeHHA. B 3aBHCHMOCT OT KONAIECTBOTO TpAbBa 1 65/1¢ NPMIOKEHO HOAXONSAINO
CHMIITOMAaTHIHO AcYCHHe.

5. @apMaKoJOrBYHA JAHNH:

5.1. ®apmaKoagHHaMHUYHH CBOJicTBa

CUSIMOLOL (tamoon Manear) KamKy 3a O9H, Pa3TROP IOHIKaBa BETPEOTIHOTO
HajsraHe, HE3aBHCHMO QM TO € HIIA He € CHIIPOBOAEHO OT IilayKoma. THMOJION Manear ¢
HeceleKTuBeH OeTa-apeHepruyeH pernentopeH Onokep. Tok HaMa BRTpENTHA
CHMIIATOMMMETHYIHA aKTHBHOCT, AeNpecHpan edeKT AUPEKTHO BEPXY MHOKApAa H HE
IpHTERABa TOKANHA aHECTETHIHA aKTHBHOCT (MemOparocTabunisupan edexr).
MexXaHHzMBT, 110 KOMTO THMOJION KANKH 3a 09H, pa3TBOp AeHCTBa BEPXY BETPEOUHOTO HAATAHS,
HE ¢ HabiaHO w3gcHeH. Hali-BeposaTHO ce ABIDKY HA HOHIDKCHO npoAyHEpaye-a BETPequHa
TETHOCT. »;1-‘.*&'\ 5’4&?\'\;\\{\
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5.2, PapMaKOKHHETHYHH CBOHCTBA

XHUMOTEeH3HBHOTO JSHCTBAE 3ali09Ba NpROm3HTENHO 0KoI0 20 MUHYTH cliel
THPBOHAYANHOTO HakanBaHe. MakcumanBaaT edexT ce HabmoaaBa 00HMKHOBEHO €AMH HilH Ba
gaca cneg nokangoro npuiroxerne. CUSIMOLOL 0.25% u CUSIMOLOL 0.5% xank# 3a o4m,
pa3TBOP HOANBPIKA BETPEOYHOTO HAJSTaHe B IPONBIDKEHNE Ha 24 gaca.

5.3. Ilpeaxnunn<IHA ZAHEH 32 0e300ACHOCT
IlpoBe/ieHHTE H3MUTBaHHA 33 OYHa NIOHOCHMOCT [IPH 3aliiy Cles €THOKPATHO H
MHOTOKPaTHO HPHIICKESHHE FI0Ka3saT foOpa 0YHa HOHOCHMOCT Ha THMOJON.

6. @apMmanesTAYHN JAHHH:

6.1. ColcebK BA TOMONIHATE BeIECTBA:
Crystalized disodium phosphate 12.H,0O
Crystalized monosodium phosphate 1.H,0
Crystallized Sodium Chloride
Benzalxonium chloride

Purified Water g.s. ad

6.2. OI3MK0-XuMHUYHH HeCHLBMECTHMOCTH
He ca onmrcanm.

6.3. Cpok Ha rogBoct:
3 rogHpA.
Ila Be ce H3MOJBRA HOBEYE OT 4 CENMMUIM ClIe/] FBPBOHAYAIHOTO OTBapsIHe Ha INUNICHIIETO.

6.4. Coenuaiay ycJI0BHS HA ChXPaHEHHE:
Ha ce chXpaHsBa Ha 3aIIETEHO OT CBETIIHA MICTO, IPH TeMIepaTypa mox 30°C.

6.5. {anpn 32 0DaKOBKATA:
B0 IIacTMacoBo MIHIEHITe ¢ OTKANBAI0 YCTPOHCTRBO B OsI0 HaBHBAINO Ce Kamaye,
CEABpKamo 5 ml pasTBop.

6.6. IlpenophLKu 3a ynorpeda:

e TlocTapgHEeTO Ha KamkuTe Tpsa0Ba Jia ce M3BBPNIBA IPH XHIHEHHH YCIOBHA.

e Jla ce n36ATBa KOHTAKTA C BEPXd Ha OTKaNBallOTO YCTPOKCTEO HA MIHMEHNETO.
e Illumiero xa ce 3aTBaps ciief] Beska yIoTpeda.

7. HMe i aapec Ha NPATEKATENA HA pa3pemcHIeT0 32 YHOTpeda
Alcon Pharmaceuticals Ltd. (Switzerland), Bosh 69, PO box 62, CH-6331 Hunenberg

IIpouseooumen:
ATy
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8. Permcrpanuonen xomep: 20000047

9. Jara pa nspBo paspemenne 3a ynorpeba: J1-1813/04-02-2000

10. laTa ga nocjieana pesn3ns Ha Tekcra: Centemspn, 2004
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