W3MBNHWUTENHA ATEHUNA N0 REKAPCTBATA

fuemodra  Mpuroxarie 2

| KoM Paz. Ne /"”8409’ .

Paspewenitie Ne

Busun Copant 0,5 mg/ml kanxulsompipetsop~ & S777 26 -10- 203

........................

Visine Sprint 0.5 mg/ml eye drwm Ty ASPUTUPISOPU

TETPU3ONIMHOB XUAPOXIOpH/ tetryzoline hydrochloridel

JIncTorKka: napopManun 3a

[IpoyeTeTe BHHMATENHO OAJIATA AUCTOBKA, NPEIN A3 3aN0FHETE Ja H3N0/A3BaTE TOBA

JEKapPCTRO, Thil KATO TA ChAbPXKA BaxHa 32 Bac undopmanns.

Bunaryd 13no/3BaiiTe TOBA JEKAPCTBO TOUHO KAKTO € OMHCAHO B Ta3H JIHCTOBKA WM Kakto Bu ¢ kazan

Bamuar nekap vnu QapMaulesT.

- 3anazere Ta3u JUCTOBKA, Moxe na ce HAIOXKH Aa A NIpoveTeTe OTHOBO.

- AKO ce HyX/aeTe OT NOIbIIHATETHA KHGOPMALHs WIH ChBET, momuTaiite Baluna dapMalesT.

. AKO NIOJTyYHTe HAKAKBY HEXKCNAHH pPeakliiy, yeaoMere Baiuus nexap unv papmauest. Topa
BK/IOYBA H BCHYKH BE3MOXHH HEKeNTaHW PEaKkUKHN, HEOIIMCAHH B Ta3H IUCTOBKA. BIDKTE
Touxa 4.

- Axo cien 2 aEm He ce MyBcTBaTe no-nodpe UK cheToanneTo Bu ce BnouM, Tpadsa na
NOTBPCHTE JIEKAPCKA MOMOLLL,

Kakso cbabLpiKa Tain JHCTOBKA

Kaxso npeacrarsisisa Buzun CnpuHT 4 3a KaKBO ce H3MON3Ba
Kakeo TpsOBa na 3Haete, npenu aa nanon3sate Busun CnpunT
Kax aa mznonssare Buzua CripHHET

B®3MOXHU HEKeJIaHH peakuHri

Kax aa cpxpauasare Buzuu Cnpuat

CobabpXaHye HA ONAKOBKATa H QOILJIHMTEIHA HHPOpMALIHA

A e

1. Kakso npeacrapasaea Buazun CrnpHHT # 32 KAKBO Cce H3H0/13R2

Buzud COpuHT ChIBPKA AKTHBHOTO BEUIECTRO TSTPUIOIUHOE XHUAPOXNOpH. Tol NPHHARISKY KbM
rpyfia JIEKapcTea, HapeueHH JEKOHTECTAHTH 38 OPTaTMOJIOT WY HO NIPHNOKEHUE (JIEKAapPCTBO 3
[IPUJIOXKEHHE B OKOTO).

Busun CIpUHT ce M3M0I3Ba 3a ICYEHHE HA BPEMEHHO 3aYepBABAHE HA OUUTE BCIEACTRBHE C1abo
HeMH(eKUH03HO Apa3HEHe, IBTKAII0 ¢, HAPHMED Ha MYILEK, IPpax, BATHP, XJIOPHpaHa BOAA,
CBET/THHA, WIH AlEPIHH TIPH BE3PACTHM, FOHOILH, Aelia oT 2-roAHilHa Bp3pact. Jleua noa 6 ronuHu
TpaOBa 4a ce JIEKYBAT ¢ Bi3uH CAPUHT caMO Chel NperopbKa 0T MCAHUMHCKHY CMICIHATHCT.

2. Kakxeo TpadBa na 3HaeTe, npeax a2 v3noa3sare Buzau Cnpunr

He d3noa3BaHTe TOBA JIEKAPCTBO:

- @KO CTe allepruMHH KbM TeTPH3OAWHOB XUAPOXIOPHI WX KbM HAKOA OT OCTAHAJIMTE CHCTABKH Ha
TOBa JIEKapcTRO (H30pOEHH B TOYKa 6).

- AKO MMATe TECHOBIbJIHA [JlayKoMa

- NpH Aeua noja 2 FOOUMHH.

[Ipexynpe:KAeHnsa H NPEANA3ZHH MEPKH

["oBopete ¢ Bamuus jekap, npeau Aa uinon3sare Buand COpHHT, ako cTpagaTe oT CHETHUTE

3aGonssanus. Moke nak Aa MoxeTe fa w3nomsarte Buwiun Crpnut, Ho TpadBa nhpeo Aa ro odehaute

¢ Bauiva nekap, ako umare:

- CEpPUO3HH ChpHEYHOCHAOBH 3a00NaBanHa (Hanp. HcxeMuyHa DONECT Ha ChPLUETO, BH
HansArage, PeoXpoMOLIHTOM)

- 10OpOKAYECTBEHO YBEAHYEHHE HA MPOCTATATA




- MeTabONIHTHH HapyWeHNA (Hanp. XMOEPTUPEOHAH3bM, THA0ET, HapyLIeHHs Ha 00pa3yBaHeTO Ha
MUIrMEHT B YEPBEHUTE KPBBHH KNETKH)

- CYX pHHHT (XpOHMYHO BB3MNAJICHUE B MpPEAHATa YACT Ha HOCA)

- CYX KE€PaTOKOHIOHKTHBHT (CYX0Ta Ha KOHEOHKTHBATA U POrOBHLATA)

- rjaykoma (3a0oyiBaHe Ha QUMTE, IPH KOETO C€ YBPEXKIA 3PHTEIHUAT HEPB, KOHTO CBbP3Ba OKOTO
C MO3BKA)

AKo HAMa noaodpeHue B pamkHTe Ha 48 Jaca, ako 3a4epBABAHETO HITH APA3HEHETO [POIBJKABAT HWIH
CE BIOLIARAT WJIH 4KO TIOJIYHHTE IPOMEHY B 3pEHHETO MK OoJika B OUHTE, CIIPETE yNoTpedara Ha TOBA
JIEKapPCTBO M c€ KOHCYITHpaiiTe ¢ nexap. Jpa3HeHeTo Ny 3aUepBABAHETO MOPAIR HHPEKUUA, 1yHKIO0
TAIO B OKOTO WM XHMMHYECKA TPABMA Ha POTOBULATA CHILO HANAraT Nperiel OT ieKap. AKO AOMy4HTE
rnapobonue, 3ary0a ua 3speHde, HapyLIEHHs HA 3peHHeTo (HAMp. MoABa HA IUIYBALUH OOEKTH WK
IBOHHO BIGK/IAHE), CUITHO OCTPO WM €IHOCTPAHHO 3aYepBABaHe Ha o4uTe, WM OOfKa npu H3JlaraHe
HA CBETAMHA, CIIPETE YyIIOTPeSaTa Ha JIEKAPCTBOTO K C€ KOHCYJITUpaiTe ¢ JieKap, ThH KaTe TOBA MOKE
Ja 03HaYaBa, Ye UMaTe CEPHO3H0 OYHO 3aD0JIaBaHe, 34 KOETO TO3H HPOTYKT HAMA 1a IIOMOTHE.

BuriMagaiite 18 He H3M0/13BaTE NO-TOIAMO OT HEOOXOIUMOTO KONMMYECTBO OT TOBA JISKAPCTBO U 1a HE
TO M3MO/3BATE TEBPAE NMPOABPKUTETHO (T.€. oBeYe 0T 3-3 MMOC/eN0BATE/IHH JTHH), Thil KATO TOBA
MOXE A4 BJIOLUH 3aYEPRABAHETO HA OUHTE WM CHMATOMHTE B HOCA.

Korato u3nonssate To34 NpoAyKT, 3eHHIMTE BU MOXe BPpEMEHHO 1A c€ pasLuHpAT.

YKa3laHWA 33 HOCUTEIWTE Ha KOHTAKTHY Jiellu

[To IPHHIAIL, NPY HANMYKE HA 04HO 3200/ BaHe He TPAORA Aa ce HOCAT KOHTAKTHHU NEllH. AKO ce
HOCAT KOHTAaKTHH JIElH, Te TpAOBA /1a ce MaxXHAT Npeay NpHIaraHe Ha JICKapCTBOTO M Ja HE Ce€
NOCTABAT OTHOBO B NTPOABDKEHHE Ha 15 MHHYTH CIIE/l IIPUIATAHETO.

Heua
Jleua Ha BB3pacT ttog 12 roguHu TpadBa Aa HAKANBAT TO3H JICKAPCTBEH NPOAYKT CaMo ¢ IOMOoUITa Ha
BbH3PACTEH.

Heva Hao 2 u nod 6 2o0unu
Buzun CripuHT TpA0Ba [a ce W3Mno/I3ea caMo CJed NpPenopbKa 0T MEAHLIMHCKH CICHATHCT.

Heya nod 2-2o0uuna evzpacm
Jla He ce M3no3ea Npy Aella Mo 2-roAdIUHA Bh3PacT.

Jpyrn gexkapceTea u Buann Copunt

[1penu aa W3MOI3BaTE TOBA JIEKAPCTBO, TPAGBA fa KameTe Ha Banmsa fiekap win (papMauesT, ako
npHeMare, HACKOPO CTE IPUEMANH WIH € BE3MOXKHO a NpHEMaTe ApYyTH JIEKApCTBa, 0COOSHO BPYTH
JIEKApCTBa 3a OYH.

A KO M3MON3BATE AHTUACTIPECAHTH, HApEYEHH HHXUOMTOPH Ha MOHOAMHUHO OKCHIA3a, UIH
TPHLHKIUYHU aHTHaenpecanTr”, Tpabsa na w3Garearte na ru npunarate ¢ BusvH CrpuHT, ThH KaTo
TOBA MOXKE Ja ICBEAE 10 MOBUINABAHE HA KPBBHOTO HAIATAHE,

BpeMeBHOCT, KhpMeHe B epTHAUTET

JIunceaT ageKBaTHU ¥ 100pe KOHTPOIUpaHH NpOYYBaHHA Ha TETPHIONHH NPK OPEMEHHH H KbpMEILH
KEHH. AKO cTe OpeMeHHa UM KbPMHTE, CMTaTe, Y€ MOXKE J1a CTe OpeMEHHA WK [IITaHHPATE
GpeMeHHOCT, NOChBETBATE ce ¢ Bawmua nexkap wiu dpapMauesT npean ynotpedara Ha ToBa JIEKapCTBO.

llogupade H pabora ¢ MAINUAN
Caen ynorpeda Ha Buzun CripHHT M03Ke [a HACTBIIM pa3lIHPEeHNE HA 3eHULUTE H pazMasa
B TakuBa ciy4au He TpsbBa ga wodHpaTe v 14 paboTHTE ¢ MALLUHH, TOKATO HE CE BB3C
3peHueTo Bu.




Buinn CnpHuT chabpka dochary.

Toga nekapcteo charpka 7,5 ug pocdatu BLB BCAKa KanKa. AKO CTpajaaTe OT TEKKO YBPeXKIaHEe Ha
MPO3payHis CJIOi Ha NPEAHATA YACT HA OKOTO {POrOBHUIIATA), B MHOTO pelKH Cily4an (ocaTHTe MOXE
Na JOBENaT 10 MbTHY METHHLA BPXY POroBHIATE, Ib/DKAUIN C€ HA HAaTpYINIBaHe HAa KaIUUH 10 BpeMe
Ha JIEYCHUETO.

3 Kak na nanoazeare Busun Copaart

BuHAary M3nonseaiite ToBa JIEKAPCTBO TOYHO KAKTO € OIMCAHO B TA3H JIKCTOBKA WIH KakTo By ¢ ka3an
BawuaT nexap uiny hapManerT. AKO He CTe CHIYPHH B HeWo, monuTalite Bawus nexap unu
(hapMaleBT.

Jlena na BL3pacT 6 roAHHY H MO-roJieMH, IOHOIIH H BL3PACTHH!

{cBeH ako Nekap He € NPEANNCAT HelIO APYro, HakansaiiTe no | uaM 2 KankM B 3aCETHATOTO(HTE)
oxo(oum) 2 10 3 MbTH Ha aed. [Tpean ToBa MaxHETe KOHTAKTHUTE JICIIH (BIDKTE ,,Y Ka3aHHA 3a
HOCHTEIUTE HA KOHTAKTHU newmu’’).

JMeuwa nan 2 B moa 6 roAHNA;
Ilpu neua Ha BB3pact 2-6 roguHKk Busun CnpuHT TpsAdBa da ce U3I0a3Ba Camo Cie MPEnopLKa OT
MEIULIHUHCKY CIIEIHATUCT.

Heua noa 2-rogumua Be3pacT
Jla He ce M3Mon3Ba NpH Aeua NOA 2-roJUIIHA Bh3PACT.

HayuH Ha NpHI0KEHHUE

Busux COpHHT € npeIHa3HaYeH 34 NPHIOKEHNE B OKOTO.

1. TIpemu mEpBOTO OTBapsHE, MaxHeTe PbKABYETO OKOJIO LUMIKATA HA OYTHIIKATa, CBHAETENCTBALIO
33 OTBAPAHE, KATO clieaBaTe nepdopaunra.

2. 3a 1a OTBOPHTE 3aLUMTEHATA OT JELA Kanauka, HATHCHETE S ¥ A 3aBLPTETE 110 MOCOKa 0OpaTHa Ha

YACOBHHKOBATA CTPENKA.

Crnen oTRapsiHe HA Karlaukara, 6yTHAKaTa TpsOBa 1a ce 0ObpHe ¢ AbHOTO Harope. Haknowete

rnaeara cd nexo Hazax. Jleko cTucHeTe OyTUIKaTa, 3a Aa ce Hakare 1 Wiy 2 kanka(u) B

KOHIOHKTHBAIHATA TopOHYka. BEpXbT Ha OyTHIKAaTa He TpsOBa Ja BlK3a B KOHTAKT C HHLIKO OpYyTo

OCBEH ¢ KamauKaTa, 3a 1a ce H30erHe zaMbpcanane. Hukora He JOKOCBAHTE OKOTO C BBPXA HA

OYTHIIKATA.

4. Cnen npuaaraHe, MUFalTe JIEKO B IPOAB/DKEHUE HA HAKOJIKO CEKYHIM, 32 /1a YJIECHHTC
PABHOMEPHOTO pasNpe/ieNicHHe Ha KAIKHTE.

5. 3arBopere Kamaukara, KaTo 5 3aBbPTHTE NOKPail N0 MocoKa Ha YaCOBHHKOBATA cTpefnka. Hukora
He JI0KOCBalTe Bbpxa Ha OyTuiIkaTa. Mexay npiiokeHuAata OyTHIKATa TPAOBA 12 CE ABPKU
3aTBOPEHA.

‘i

[ [pOABIKUTEIHOCT Ha JIEYCHHE

Bu3un CnpdHT Tpa6Ba Aa ce H3NOI3B4a 34 HAli-KPATKOTO BpeMe, Heo0X0anMO 32 00eKYaBaHe Ha
CHMITOMHTE U HE TO-IIPOIBIDKMTENTHO OT 5 NOCIE10BATETHH JHH. MHOrOKpPaTHOTO OpHiaraHe 1paosa
j1a ce M3BbPIIBA BHUMATEMHO, Thil KaTO NPOAB/LKUTENHATA ynoTpeba (IopH ¢ KPaTKH NPEKbCBAHHA OT
HSIKOJIKO JHH) WJIH NPEKOMepHaTa yIoTpeta MoKe a A0BENaT 10 XPOHHYHO OTHIAaHE WHITH aTpodHs
Ha KOHIOHKTHBATA.

[MpoanmkuTeNHATa YNoTpeOa MOXKE 42 3aCH/TH 3aUepBABAHETO HA OKOTO. AKO HE C€ MOCTHIHE
oOnekuasaHe caea 2 HH WK aKO 3a4€PBABAHETO CE BIOILM MM NPOAhIKABA, IIPCYCTAHOBETE
ynotpebaTa U ce KOHCyJITUpaiTe ¢ Bauusa nexap.

AKO CTe HIMOJ3BANH noBeve 0T HeoOxoanmaTa 103a Buzsan Copunt
KoraTto ce npwiara B 0koTO, HAMa BEPOATHOCT OT CHMIITOMM Ha npeaosrpaHe. Cay4aHHo norTh
oGaue Moxe Aa JOBele N0 CEPHOIHH HEXENAHU peakLH WX OTpaBsiHe, 0COOCHO IIPH 1€

Te3n cepro3HK HEKEJAaHH PeaKLMM MOXKE 13 BKTIOYBAT, O€3 /1a ¢e OrpaHnvaBaT a0 Chb
HeCTaOHTHOCT, ChHJIHBOCT, KOMa, XHIIOTEPMHUSA (MOHIKABAHE HA TeJleCHATa TeMnepa



Opanuxapaus (3abaseHa cppaeyHa AeHHOCT), XHIOTOHUA (HHCKO KPBBHO HAJIAraHe) HIIH XHIIEPTOHNA
(BHCOKO KPBBHO HAJIATaHE), WIOKONOA00HO CHCTOSHUE, alTHES, HAPYLIEHHUS HA KPBBOOOPALCHHUETO,
NOBPBILAHE, JHIABEHE H IPYTHM CHCTEMHH peakKlMH KaTo HaMp. MHO3a {IpeKOoMepHO CBHBaHEe Ha
3eHuIATa), AeTaprud (JIMICA HAa EHEPrHs), CyX0Ta Ha MUraBUIATE M HETHIHYHA 00JIKA B MBbPIHTE,
3aCU/ICHO 3a4€¢pPBABAHE HA OKOTO M HOCHATa JIMFABUIIA.

Tpu cay4aiiio NONTBLIAHE KITH NMPY NOAO3PEHHE 3a CllyuaifHO MOMTBUIAHE OT Jelid, KOHCYTTHPAHTE ce
HezabaBHO ¢ Baunis nexap unM gapmauesT win ce obagere Ha 112,

AKo cTe nponycHaan Aa n3noaisare Buianu Cnpunr
He w3nonssaiite nBoiiHa 1033, 3a Ja KOMIICHCHpATE NPOMYCHATATA 1034,

4. BL3MOKHH HeKeIaHH PeakUHH

KakTo BCHYKH JIEKApCTBa, TOBA JIEKAapCTBO MOXKE A MMPEAU3BHKA HEXENAHH PEAKLIHHK, BLIPEKH H€ HE
BCCKH ' NIONTY4aBa.

Peaxu (Moke 1a 3acersat Ao 1 wa 1 000 ayLuu):
- pa3’lIHpeHHE Ha 3eHULIUTE

MHoro peaku (Moxe a2 3acerdat 4o 1 Ha 10 000 mywm)

- CYXOTa H4 KOHIOHKTHBATA ChC 3allyLUBAHE HA CIIB3HHTE TOUKH CNEA NPOIbIKUTENHA YNOTpeDa Ha
TETPH3ONHH

- CBI3ALIO OKO C/ied MPOOB/DKATEHA yIoTpeda Ha TETPH30AKH.

Yectn (Moxe aa 3acersat a0 1 Ha 10 gywmu):

- OuHo gpassene (6onka, CMbIeHE, IapeHe)
- ¥YBpeneHo 3pcHHe

- [loBtrapauia ce XHnepemus

- IlapeHe Ha IHTaBHOMUTE

- Cyx¥ nurasuiy

C geuiBeCTHA 4ECTOTa (OT HATMUYHWTE JaHHHY He MOXKe Ja Objie HanpaBeHa OUeHKa):
- 33CWICHO ChJI3eHE
- napeHe BHB HIH OKOJIO OUHMTE, 3auepPBABAHE, IpazHeHe, OTHYAHE, OONKa, Chpdexk

CrobmaBaHe Ha HeXeJIaHH PeaKIHH

AKO MOTyYHTE HAKAKBH HEXEIAHH JIEKAPCTBEHH PEakUMH, YBeIoMeTe Baums nexap Hin $apMalesT.
ToBa BKMOYBa BCUYKH BH3MOKHKH HEOHCAHH B TA3H IMCTOBKA REMKENAHH peakluMH. MoxeTe ChLio a2
CHOOLIMTE HEKETAHN Peakuuy IHPEKTHO Ype3 HalHOHAIHATA CUCTEMA 34 ChoOLIaBaHe:
M3nmsaHHTENHA areHius 0o JeKapceTBard

yiL. , Jamsin I'pyeB” Ne 8

1303 Codus

Ten.; 4359 2 8903417

yeOcaiT: www.bda.bg

Karo cpoliaBate HexxenaHH peaklMM, MoXeTe Aa AaAeTe CBOoA [IPHHOC 34 MOoJly4aBaHe Ha [I0BEE
HH}OPMALKUA OTHOCHO $€30NaCHOCTTA HA TOBA JIEKAPCTRO.

5. Kak na cexpannpate Buinu Capuur

Ja ce chxpaHABa Ha MACTO, HEAOCTHITHO 3a JEla.

He u3anonzeaiiTe TOBA JICKAPCTRBO CNeA CPOKa HA TOOHOCT, OTOeNd3aH BbPXY €THKETA H K
OnakoBKa cnen ,,l oaex go.*. CpoxsT Ha FOAHOCT OTrOBaps Ha MOCISAHMA JEH 0T NOCo

Ha ce cbxpansga nox 30°C.



HM3xBbpaere npoaykra 6 ceaAMHLM CNIEA Pa3leyaTBaHe H OTBAPSHE Ha ONAKOBKATA.
He w3nosseaiiTe ToBa nekapcTso, ako 3adeneskute NpoMsHa Ha LIBETA WIH NOMBTHABAHE HA pa3TBOpa.

He usxpbpnsiiTe NeKapcTBaTa B KaHATW3ALUMATA WIIH B KOHTEHHEPa 3a JTOMAIHH OTHAABLM.
INonuraiite Bans GapMaueBT Kak 12 U3XBBPAATE JIEKAPCTBATA, KOUTO Beue He H3noaseate. Tesu
MEPKH LHe CITOMOrHAT 3a 0Na3BaHe Ha OKOJTHATA Cpeaa.

6. CoubabpXkande HA ONAKOBKATA H J0NLJAHNTEIHA HHPOPpMANHA

Kakspo cbabpxa Buinn CnpaHT

- AKTHBHO BewecTeo: | ml or kanmkuTe 3a OYH cpAbLPAKa (0,5 ME TETPHIONHHOB XHAPOXJIOPHA.

- HApyrute cbCTaBKM ca: MIHLEPO, XHIPOMET03a, Makporod 400, 6opHa kucenrHa, AHHATPHEB
¢ocaT, HATPHER UHTPAT, KATHEB XJIOPHA, MArHE3HER XJIOPHUA, HATPHUEB JIAKTAT, MIHLIUH,
acKOpOMHOBA KHCE/IMHA, JEKCTPO34, TIONIMKBATEPHUYM 42, IpeuHCcTeHa BOAA.

Kak H3rnexna Busnn CAPHHT W KaKBO ChAbPKAa ONAKOBKATA

Buzun CnpuHT € OHCTHP, Oe3liBeTeH A0 O1eA0KBAT Pa3TBOP 32 OHHO NPHIOKEeHHE 0€3 BUANMH
YACTHLIH.

Buzun CnpunT € Hanuven B 15 ml 6yruaka ot LDPE ¢ kankomep ot LDPE u 3amurena ot geua
kanauxa ot PP/HDPE.

IlpaTexaTes Ha pazpelicHHETO 32 YNOTpeda
McNeil Healthcare (Ireland) Ltd.

Offices 5-7

Biock 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnangus

IIponsBoanTen

Janssen Pharmaceutica N.V.
Turnhoutseweg 30

2340 Beerse

benrua

H

Johnson & Johnson GmbH
Johnson & Johnson Platz 2

41470 Neuss
IN'epmanus

To3mn nexapcrBeH NPOAYKT € pa3peineH 3a ynorpeba B anpxasaTe wienka na EUII noa
CJIeAHRTE HMEHA!

I epmaHHs Visine Yxin Hydro
buarapus Bu3sun CnpudT
XbpBarcka Visine

Kumbp Vispring Advance'™
Yexus Visine Rapid
EcTtonus Visine

Ibpums Vispring Advance™
Yurapus Visine Rapid




b

JlaTBus Visine

JluTRa Visine

[onwa Visine Comfort
[fopTyranus Visine
PyMBHESA Visine Novo
CroBakus Visine Rapid
CIoBeHUS VisiClear
Hcnanusg Vispring

JaTa Ha nocJeaHo npepasrjaexiane Ha aacroskarta: 08/2023




