Jincroska: Undopmanns 3a norpeburens

BH3HUH 0,5 mg/ml xanku 3a 011, pa3TBOPp
VISINE 0,5 mg/ml eye drops, solution
Terpaxnapozoannos xugpoxnopnn/Tetrahydrozoline hydrochloride/

IIpoverere BHAMATEAHO HAJIATA JHCTOBKA NPEAH A3 3aM0YHETE A3 H3MO/3BATE TOBA JEKAPCTBO, ThH#l KATO THA

CBHALPAA BasKHa 38 Bac undopmanus. -

BuHary H3nom3paiTe TOBA N1EKAPCTBO TOYHO KAKTO € OMHUCAHO B Ta3H JIACTOBKA HIIM KaKTO Bu e ka3an Bamwusr sekap wiu

¢papManesT. -

— 3amnasere Ta3u IHCTOBKA. Moke Za c€ HANOXH A A MPOYETETE OTHOBO.

— AKo ce HyXAaeTe OT AOTBIHHTENHA HH(OpMallUs HIIH CHBET, NonHTatite Bamus papManesr.

— AKO NONy4YuTe HAKAKBH HEXEJaHH peakudd, yBeaomere Baumua nexkap winn dapmauesr. ToBa BKIOYBA H BCHYKH
BE3MOXHH HEXENAHH PeakluH, HEOMHCAaHH B Ta3H THCTORKA. Bukre TOUKa 4.

-~ AKO A0 2 JHH, He ce HyBCTBaTe no-100pe HiH cheTossHHero Bu ce Bnouy, TpsOba Aa NOTHPCHTE IEKAPCKa NOMOLL.

KakBo CHALPKA TAIH THCTOBKA:
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1. Kaxeo npeacrasassa BUIHH = 33 kakBo ce H3n01388 TS e e e I

HiMeTo Ha ToBa nexkapcTBo € BU3HH. AKTHBHOTO BEIIECTBO € TETPAXHAPO3OINHOB XHAPOXIOPHA,.
'BH3HH nprHaznexu KeM rpyna JekapcTsa, Hape4eHH CHMIATHKOMHUMETHIIH.

BHW3HH ce npunara 3a speMeHHO 00eKYEHHE HA CAMITTOMH K2T0 3aUepBABAHE Ha OKOTO B C/ICACTBHE HA MAJKH IpasHEeHHA
H AeprudecH KOHIOHKTHBHT.

2. Kaxkpo Tpa0Ba na 3naere, npean aa nznon3pate BHIHH

He n3non3eaiire BH3IHH
.. ® Axo c¢re moayvaBajli aNeprHYHA peakiHad KbM TETPaXWAPO3ONHH MJIH HAKOA OT OCTAHAIHTE CBCTABKH HA ___
BH3UH.

AKko uMaTe rnaykoMa (TIOBUINCHHUE Ha BhTPSOYHOTO HANATAHE)
Ja He ce H3MoN3Ba NpH Aeua noj 2-roJHHa B3pacT.

IIpenynpexaenns 2 NpeANA3HE MEPKH
Koucyntupaiite ce ¢ Bamus nekap, el kaTo TOBa I€KapCTBO MOXKeE Jia He € MOAXoAd1H0 3a Bac:

¢ AKO HOCHTE KOHTAKTHH NEllH
*  3aKO cTe OpeMeHHa
¢  aKO KbpMHTE

Ja He ce npuaara npu aena non 6 ronnaEx 6e3 Jekapeko NpeAnHCAHAE.

YeenoMere Bamns nekap, ako no speMe Ha neueHHeTo ¢ BU3HWH HacTwIH HAKOE OT CNEAHHTE
¢ AKO H3NHTBaTe 0ONKa B OMKTE, IPOMEHH B 3PEHHETO, MPOABIKHTEIHO 3a4ePBABAHE

aKo ChCTOSHUETO BH ce BioiH, Win npoAb/DKaBa, HITH ¢S NOABST HOBH CHMIITOMH, YII



NpeyCcTaHOBH M Aa ceé KOHCYJITHpare ¢ nekap. [IpH W3noi3paHe Ha TO3H MPOAYKT, 3eHHLHTE MOTAT BpEMCHHO [1a
CE PasIIHPAT. |

e eflpekaneHaTa WIH NPOXLDKHTENHA yOOTpeOa Ha TO3H MPOAYKT MOXKE Aa AOBEAE A0 3HAYMUTENHO 3auepBaBaHe Ha
okoto. [Ipeny na ce H3non3ea TO3H NPOAYKT, KOHTAKTHHUTE NEILH TPsAOBa Aa e CBAIAT.

¢ 3a na ce uaberne 3aMLpCABaHe, BEPXBT HA KOHTeliHepa Ja He ce AOMHpa A0 HUKAaKBa NOBbLPXHOCT. Kanavkara na
ce nocTaBH ciez ynorpeba. Jla He ce M3M0N3Ba, aKO pa3TBOPBT € MPOMEHHI I{BETA CH WM CTaHe MBTEH.

AKO CHMITOMHTE HE ce momoOpatr Ao 48 €aca, Mol MpeycTaHoBeTe ymoTpebara Ha JIEKapCTBOTO H CE€ CBBPETE C
MEOMLHHCKH CHEHHANHCT.

Apyra nexaperea 1 BUSHH
He ca u3BecTHH 3HAYHMMH B3aMMOLEHCTBHA C IOpYrH JekapcrBa. [IpenopbynTe/HA € KOHCYATALUMA C JeKap npejad

yrotpebaTa ¢ ApYrH TeKapcTBa 3a OUH.

BpeMenBoCT, KbpMeHe H (PepTHARTET

BH3HH ne Tpabsa aa ce npunara no speMe Ha OpeMeHHOCT, OCBeH ako Bamugr nekap #e Bu e mpenopseyan Apyro.
TocwBernalite ce ¢ Bamus ekap #nd gapMalicBT NpeAd fa 3aMoYHETe Ja B3EMATE KAKBOTO H /1A € JIGKAPCTBO, ako CTe
OpemeHHa.

Jokaro ynotpeOapare BU3WH, He ce npenopnuBa Ja KbpMHTE, Thi KaTo He e H3BecTHO aann BH3WH ce u3nbupa B
MalfYHHOTO MIIAKO.

[TocvBetBaiite ce ¢ Bamns nexap wis dapmaieBT NpelH Ja 3aloYHETE Na B3EMATe KAKBOTO H A2 € JIEKapCTBO, AOKATO
KBPMHMTE.

Ilodupane # pabora ¢ MAIUHEA S e
IlpunaraeTo Ha Kalky 3a 09H MOXe Aa MPeAH3BHKA BPEMEHHO 3aMBIIIABAHE Ha 3pEHHETO. e

Baxaa aadopManus 0THOCHO HAKOH OT cheTaBkuTe HAa BHIHH =
Tpadsa za ce H36ArBa KOHTAKT ¢ MEKH KOHTAKTHH JISIH. B

TToMOWHOTO BEWECTBO, OEH3ANKOHMEB XIOPHI MOXE Aa NpPEAH3BHKa ApasHeHe Ha oxoTo. KOHTakTHHTE newy Tpa6GBa aa
ce MaxHaT [peAH Aa Ce H3MO/A3BAT OYHHTE KallKH H 1a ce u34vaka rnoHe 15 MMHYTH IIpeaH A2 ce IIOCTaBAT OTHOBO. Moxe
J8 ce NPOMEHH IBETHT HA MEKHTE KOHTAKTHH JICIIH.

3. Kax ga manonmasate BU3HH

BuHar H3no3BaiTe TOBA IEKAPCTBO TOYHO KAKTO € ONHCAHO B Ta3H JIMCTOBKA WM KakTo By e xasan Bamuat nekap miau
(dapMaleBT. AKO He CT€ CHI'YPHH B HEIRO, HonuTaliTe Bamui ekap Wid ¢apMauesT.

BH3HH e camo 3a 0MHO MPUNOXKEHHE,

[pu sb3pacTHH U JeLa HAX 6 TOAHHM Ce NOCTaBs e4Ha, ABE KAIlKH OT pa3TBOpa A0 4 MbTH AHEBHO

3a fa ce usberte 3aMbpcaBaHe, BEPXHT Ha KOHTeliHepa He Tpsabea Aa ce JonHpa A0 HHKAKBA [IOBBPXHOCT.
[TpunoxenneTo npu Aeua noa 6 roguHH TpROBa Aa ce MpoBexk/a caMo NoA HabNMIOAEHUETO Ha JIEKap.
AKO BCE O1I¢ HE CT¢ CHT'YPHH 3a HEIlo, nonuTaiite Bainua nekap win GapMalicBT.

AKO cTe H3NOJ3BAJIN NoBeve oT Heobxoaamata no3a BU3IHNH
ITIpexomepHaTa yniorpeda Ha TOBa JIEKapCTBO MOXKE Aa A0Bele 10 NOBHIIEHO 3a4EPBABAHE HA OKOTO.

Ako cte nponycHaan aa aznoassate BH3HH -
He npunaraiire aeolina no3a, 3a a KOMINEHCHPATE NPONMYCHATOTO NPHIOKEHHE.




4. Bn3MOXKHH HEXKEJIAHH PeAKIHE

Kaxro BcHukn nekapersa, BU3VH moxe aa npean3BHKa HeXeNaHH peakiid, BhIIpEKH Y€ He BCEKH I'M MoJay9asa.
Ob6uxnoeo BU3HH ce nonacs aobpe B nosBaTa Ha HEXeNaHH peakKlHY € MaJTKO BEpOATHA, aK0O MpenapareT C¢ NpHiara
CTIOpeN YKasaHHATA.

AKO HAKO® OT HeXEJaHHTEe peakiMH CTAHe CCPHO3HA WM 3abenexkHTe NPYTH, HCOMHCAHM B Ta3d JIMCTOBKA HexenaHH
peakiiun, MOJIA yeeaoMere Bainns nexap ninm gpapManenT.

Hexenanure peaki(Hi ¢ TETPaXHAPOIONHHOB mpoxnopnn, OYeH pa3TBOp ca BKIOYeHH B Tabnuua 1. TAXHATA YecToTa €
Npe/iCTaBeHa, KaKTo CICABa: . .

Muoro 4ecr (>1/10); yectn (=1/100, <1/10); mewectn (>1/1 000, <1/100); peaxn (=1/10 000, <1/1 000); mEOrO peakn
(<1/10 000); ¢ HEH3BECTHA YECTOTa (OT HANNHYRHTE JAHHH He MOXe Aa Obe HanpaBeHa OLEHKa).

Tabmuua 1

YecToTa Hexenana peakuns

Hapymenns Ha OYHTE

He e u3BectHO Pasimmperne Ha 3eHHLUHTE, YBEIHUYCHO CBI3CHE

O6iqn Hapylmienns A ¢peKTH HA MACTOTO HA NPHAOKERHE
He e mapecTHO Peakiiud Ha MACTOTO Ha MPWIOKEHHE (BKIIOMHTETHO OYHO HIH

MEepHOKY/IAPHO NIApeHe, epuTeEMa, Jpa3HeHe, OTOK, 6omka H cbpbex).

Crobmanane Ba HeXKeNaHH peaknng

~ AKO NONyYHTE HAKAKBH HEXeNaHH peakiluy, yBeaoMeTe Bauiua nekap unu ¢apManest. ToBa BKIIOYBA BCHYKH B3MOXHH
HEOIIUCAaHH B Ta3H JNHCTOBKA HEXeNaHW peakuud. Mojkere ChIIO Aa CHOOLIMTE HEXKCNAHH PEaKUHH JHPEKTHO “pes
HAI[MOHAJIHATA CHCTEMA 3a CHODIaBAHE B:

HMansiaHHTEHA areHIHA [0 JieKapcTBaTa

yi. ,, JJamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeQcattt: www.bda.bg

Karo cho0Inasate HexelanH peaki[HH, MOKeTe Aa JafeTe CBOsS NPHHOC 3a MOJy4YaBaHe Ha nosede HHQopMalHd OTHOCHO
6e30macHOCTTAa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanssate BH3HH

Ja ce cbxpaHABa Ha MACTO, HELOCTRITHO 34 JICLA.

Jla ce chXpaHABa B OPHTHHAHATA OMAKOBKA.,

ToBa nexapcTBO HE H3HCKBA CHEUANHU YCIIOBHA HA CbXPaHCHHUE.

Cpok Ha roaHOCT cnel MLPBO OTBapaHe Ha GyTHIKATA — 4 CeAMMULIH.

Axo 6yTHIKaTa € ¢ Kanauka, 3all[HTeHa OT Aielia: 3a 1a OTBOPHTE Kanadkara, TpsOra jla HATHCHETE ¥ 3aBBPTHTE B MMOCOKA
oOpaTHa Ha YaCOBHHKOBaTa CTpeika. 3a fia 3aTBOpHTE KamadkaTa, TpabBa Ja 3aBbpTHTE A0 Kpad NO YaCOBHHKOBATa

CTpeJKa.

TOCACAHHS JAEH OT MOCOUCSHHA MECell,

JlexapcTeara He Tpa0OBa Aa ce M3XBLPAAT B KAHATH3ALMATA HITH B KOHTeliHepa 3a JOMAIIHH
[MonuTaiite Bauiud ¢apMalieBT Kak Aa YHHIIOKHTE HeHYXHUTe BH nekapcrsa. Tean MEP
Ha OKOJIHATa cpela.



6. Coabp:kaHHe na ONAKOBKATA H AODLJAHHTEIAR HAGOpPMANAA

Kaxso ecoanpxa BHIUH

BH3HH xanku 3a o4H, pa3TBOp ChAbPKa TETPAXHAPOZOIHHOB XHAPOXIOPHL.
Bceexu ml ot xankuTe 3a 04H cbabpka 0,5 mg TeTpaXuaAPO30THHOB XHIPOXJIOPHA.
TToMOIUIHH BelleCTRa: |
Hartpues xnopuz

bopha xucenuna |

IAHaTpHeB eneTar -
BeH3anKOHHER XJIOPH

Harpues 6opar

[Ipeuncrena Bosa

Kax miraexna BH3UH 1 xakBo ¢bALPka OHAKOBKATA
BHU3HH e nox popmMaTa Ha KankH 3a O4H.
- BU3HH ce npeanara B onakoBka, chabpxama 1 6yrinxa ot 15 mi.

IIpurexaren Ha paspeiieHHETO 32 ynoTpeba
- McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnauaus

Hpon3soauTen

Janssen Pharmaceutica N.V.
Turnhoutseweg 30

2340 Beerse

benrns

3a porrpnHATENAHA HHPOPMALIMA OTHOCHO TOBA NEKAPCTBO, MOJIA CBBPKETE CE C JIOKANHHA MPEACTABUTEN HA MPHTEKATEIA
Ha pa3peeHneTo 3a ynorpeba:

Hoxouchr & JDxoHceH Bearapus EOOJ
x.K. Maanocr 4,

busnec [lapk Codmus, crpana 4

Codus 1766

Ten.: 02 489 94 00
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