MHMHHTEHHA Al EHU.HFI MO NEKAPCTBATA

------------------

Bukc Cunekc Anoe u Epkasnnt 0,5 nig/ml DS 32 HOC, pﬂfiTBﬂp

Vicks Sinex Aloe and Eucalyptus 0,5 g /ml nasal spray, solutiop é}? 65 7 1p -04- 2005
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OKCUMETa30JIMHOB XHUAPOXJIopU (oxyifetedipetive Wrydrochloride) ..o e rercae

IIpouereTe BHHMATE/NHO UAIATA JIHCTOBKA, NPe/IH A 3aN04YHeTe /1a IpHeMaTe TOBA JIEKapCTBO,

ThH KaTO TH ChbAbPKa BaKHA 32 Bac undpopmauns.

BuHaru npuemaiite ToBa J1I€KapCTBO TOYHO KAaKTO € OMMCAHO B JIMCTOBKATA WM KakTo BH e ka3an

BawusaTt nekap unu dapmauesT.

Tosa nnekapcTBo ce ornycka 0e3 peuenrta. HezaBucuMo ot ToBa, TpsibBa na uznoszeare Bukc CuHekc

Anoe u EBkanunT BHUMATEITHO, 3a /1a NOJYUYUTE OT HEro Ha-100pu pe3yJITaTH.

- 3ana3ere Ta3H JHCTOBKA. MOXe /1a Ce HalIOKHU /1a 5l MPOYETEeTE OTHOBO.

- AKO ce Hy)KJaeTe OT JAOIMbJHUTE/IHA HH(POpMaLMS UK CbBET, nonuTaiTe Bawunsa ¢papmauesr.

- AKO NMONyUYUTE HIKAKBU HEXEJIAaHU peaklnu, yBeaoMmeTe Bawuusg nekap wnu ¢apmauent. Tosa
BKJIIOYBA U BCHUYKH Bb3MOXKHH HEXKEAHW peakLUH, HEOMUCAHU B Ta3H JIMCTOBKA. BHaxKTe Touka 4.

- AKO He ce 4yBCTBaTE M0-100pe MK CbCTOAHUETO BH ce BiiowK, TpsOBa Aa NOTbPCUTE NMOMOLIL OT
JIeKap WK MEJHULIMHCKA cecTpa.

KakBo ¢cbabpxka Ta3H JIHCTOBKA!
I Kakgo npexacrasiassa Bukc CuHekc Anoe u EBkanunT M 3a KakBO ce W3M0J/13Ba
2. KakBo TpsaOBa na 3Haere, npeau aa usnoaseare Bukc Cunekc Anoe u EBkanunt

3. Kak na u3nonszsare Bukc Cunekc Anoe u EBkanunt

4. BBb3MOXKHH HEXKeslaHU peakuU UM

3. Kak na cbxpanssare Bukc Cunekc Anoe w EBkanunt

6. CbabpaKaHUe Ha OMAaKOBKaTa U 10N bJAHUTEIHA HHpOpMaLUs

1. Kakso npeacrasiasBa Bukc Cunekc Atoe 1 EBKAJIMNT H 32 KAKBO Ce H3M0J13Ba

Bukc Cunekc Anoe u EBkanunt e cnpeii 3a HOC, U3MOA3BaH 3a JIOKAJIHO 00JieKuyaBaHe Ha CUMIITOMUTE Ha
3anylIeH HOC, CBbP3aHU C HACTHUHKA WJIM PUHMUT MPH Bb3PACTHH, FOHOLIM U Jiella Ha 6 U NoBeYe roJiMHH.

EdexTbT Ha cnpes 3anoysa ciie HAKOJKO MUHHYTH W NpobkaBa 10 12 yaca.

2 Kakso TpsiOBa 1a 3Haere, npeau aa n3no.ssare Buke Cunexc Asoe 1 EBkajunT
He n3noassaiite Bukc Cunekc Anoe n EBkanunt:

- aKO CTe aJlepru4HH (CBPbXYYBCTBUTE/IHH) KbM aKTHBHOTO BELLIECTBO OKCHMETA30JIMHOB
XUAPOXJOPHI WIK KbM HAKOS OT OCTaHaJIMTe CbCTABKH Ha TOBA JIEKApCTBO (M30pOEHH B TOUKa 6);

- aKo npuemare (MM CTe NMpHeMaliu npe3 MnocaeHUTE J1BE CeAMHIIM) HHXHOUTOPH Ha
MOHOaMHHOOKcHAa3aTa (MAO-uHXHOUTOpUTE Ce U3MOoM3BAaT 3a JieueHHue Ha OosecTra Ha
[TapkuHCOH U nenpecus);

- aKo CTpajaTe OT OCTPO ChbpAEHHO 3a00NsiBaHe WM ChbpAEYHA acTMa;

- aKo cTpajare OT MOBHLIEHO BbTPEOUYHO HaiAraHe (TECHOBbIbJIHA IIayKoma);

- aKO CT€ MMaJIy Ornepatius 3a OTCTpaHsABaHEe Ha XMNO(HU3HATA XK/1e3a;

- aKO UMaTe Bb3MajieHa KOXKa WM JIMraBULla HA HO3JPUTE WJIH CTPYIEH B HOCA.

[Ipeaynpexaennss H npeAnasHu MepKH
| oBopeTe ¢ Bawus nekap unu papmauesr, npeau na usnosssare Bukc CuHeke
uMare:

® BUCOKO KPbBHO HAJISIraHE;




HCXEMHUYHA DONECT Ha CHPLIETO, BKJIIOYHTENHO CTEHOKAPAUs;
nuader;

npobnemu ¢ LIMTOBHOHATA XKNE34;

yroJieMeHa npocTaTa [npocTraTtHa xuneprpodgusa].

MOBUILIEHO BLTPEOUYHO HaNAraHe

(peoxpoMOLMTOM (psabK TyMOp Ha HaaOBOpeuHaTa xuJie3a)

Apyru nexapcersa 1 Buke CuHeke Anoe n EBkanunt

Hudopmupaiite Bawns nexap uinu ¢papMainesT, ako NpUeMaTe, HaCKOPO CTE NMpHEeMalii WK € Bb3MOXHO

Jla TPUEMETE HAKAKBU APYrH JIEKapCTRa.

- HHXHOHTOpH HA MOHOAMHHOOKCHAA3aTA (MAO-UHXHOUTOPU) Ce H3MONIBAT NPH JIEUESHUE HA
Oonecrtra Ha [lapkHHCOH M aenpecua). He nanoassaiite Bukc CuHeke Anoe n EkanunT, ako cre
npueMand MAQO-uHxubuTOpHU Npe3 nocneaHvTe ABE CeAMHLH

- TPHUHKJIHYIHM aHTHACNpecanTH — UHOopMUpaiite Baluung exap, ako npHeMare nekapcersa,
U3NOA3BaHH 3a NE€YEHUE HA ACTIPECHSA, KATO AMUTPUNTHINH U MMHIIPDAMHUH.

- OeTa-0/10KepH MM JIEKapCTBa 32 BHCOKO KPLBHO HANArane - uHpopmupaiite Bawus nekap,
npeau ynotpedba, ako B3EMATE HAKOH OT TAX

bpeMeHHOCT H KEpMEHe

AKO cTe OpeMeHHA UM KbPMHTE, CMATATE Y€ MOXKE 1a cTe GpeMeHHa WK NnaHupaTe OpeMeHHOCT,
nocuBeTBaNTE ce ¢ Baurua nexkap Unu gapmaueBT npean ynorpedara Ha TOBA JIEKapCTBO.

[lopaau HezocTaTbUHO JAHHM 3a ynoTpebara Ha NpoAYKTa o BpeMe Ha OpeMeHHOCT M KbpMEHE,
ynorpebara Ha nponykra TpadBa na ce u30Area, OCBEH aKo He € NPeATNUCaH OT Jexap.

Ilodupane H pabora ¢ MADIHWHH
Bukc Cuuekc Anoe u EBkanuNT HaMa BIHAHHE BbPXY CNIOCOOHOCTTA 3a WodHpaHe WK paboTa ¢
MaLlIHHH.

Bakc Cunexc Asnce 1 EBkannoT chbabpka 0eH22IKOHHEB XJOPHA H OEH3HJI0B AJKO0XO0J

Tosa nekapctso cbabpka 0,01 mg beHzankoHHUeB Xyopua BLB BcAKa A03a (1 BrpeCKBaHe), KOUTO ca
€KBHBAJICHTHH Ha 0,2 mg/ml. beH3ankOHHEBUAT XJIOPHUA MOXE Aa NPHYKHHU Apa3HEHE WIK NOAYBaHEe Ha
HOCHATA JIMrasniLa, ocobEHO aKo e H3NON3Ba NPOABLKHUTENHO.

Tosa nexapcteo cbabpxka 0,1 mg OeH3KMNOB ankoXxon BLB BCAKa 1034 (| BIpbCKBaHe), KOMTO ca
EKBHBANCHTHH Ha 2 mg/ml.
BEH3UTOBHAT aNKOXON MOXKE 1a NPUYMHM alepPrUvHK PEaKLUH HW/HWIIH NEKO JIOKAJHO Jpa3sHEHE.

3. Kaxk n1a u3noazeare Buke CHaexc Aj1oe H EBKAJIHNT

BuHaru uanonseaiite ToRa 1€KapCcTBO TOYHO KAKTO € OMTHCAHO B JIMCTOBKATA UNU KakTo Bu e kasan
Bawuar nexap unu papMauesT. AKO He CTe CUTYPHH B HElO, NonuTaiite Baiug nexap nau dpapmauesT.

IIpenopnYHTERHATA 1034 €:
Bu3pacTHd H fena nax 10 roannn: 1-2 BNpbcKkBaHMA BBHB BCAKA HO3/pa, HE NoBeue OT 2-3 MbTH
JHEBHO.

Jena Ha Bu3pacT 6 no 10 roasnn: 1 BNphckBaHe BLB BCAKA HO3APA, HE MOBEYE OT 2-3 MbTH AHEBHO.

ToBa nexapcTBo He € NpejHasHaueHo 3a Aeua noj 6-roayiiHa Bb3pact. [1pu Ta3u Bb3pac
TpsaDOBa Ja ce U3MON3BAT JIEKAPCTBA ¢ MO-HUCKA KOHLUEHTPALMA HA OKCHMETA30NHH.




Jla He ce H3INOA3BA MOBe'E OT 7 MOCJIeJOBATE/IHH AHH A 1A HE € IPEBHUIABA NPENOPHLIHTEIHATA
A03a. AKO C€ M3MOJ3BA 3a NO-MPOIB/DKHUTENCH NEPHOA MITM NPH npefo3upade, Buke CuHeke Anoe u
EBKaTMNT MOXKE Aa NMPHYUHU 3aMYILLIBAHE Ha HOCA U €PHKACHOCTTA HA MPOAYKTAa MOXKE N3 HAMATEE.

TpsaOBa na ce U364area JUPEKTEH KOHTAKT C OUYMTE.

Cebpxere ce ¢ Bawus nekap, ako cumnromute By ce Bnowiat v He ce noaodpsasar.

Ha4uHH Ha NpHIOKEHHe:!

1. Cpanere kanaukarta. {Ipeau aa U3NOA3BATE JIEKAPCTBOTO 3a MBPBM BT, NNOATOTBETE NOMMNHUYKATA 3a
yrnorpeda kaTo CHJIHO HaTHCHETE U3aaaeHHs B pbhd AokaTo He ce odopMH eaHOpOAEH 00naK oT
kamyuu(npudauszurento 5 1o 10 mety). JpbxkTe OyTUNKaTa H3paBeHa ¢ HAKpaiHKWKa B HO3ApaTa.
3aTBOpETE pyrarta Ho3apa.

2. Bnpwekaidte H € JTHOBPEMEHHO BOUIaWTE ABLIOOKO npe3 Hoca. [losropere ¢ apyrara Ho3apa.
3. Bu3pacTHM H aeua Han 10 ronMHu Morar aa noBTOPAT €AHOKPAaTHO ¢TbIKH | H 2, aKo € HeobXoanuMo.

4. U30bplieTe HakpaitHHMKa C BNaXKHA H YKCTA Kbpra KW NOCTaBETE NMpeana3surTesida MpoTHB npax He3adaBHO
cheq NPpuoXKeHUe.,

H3non3paiiTe npoayKTa B H3NPaBeHO MONOKEHHE.

AKO cTe H3NOJI3BAJIH NoBe4e OT HeoOXxoaumMaTa 1033 Bake Cauexce Anroe m EBkanunt

AKO H3Mon3gate rnoseue o1 HeodxoauMoTo konuuecTso Bukc Cuneke Anoe u EBkanunT unu B crnyuvai
Ha norJjielasde, HezabaBHO NOTbpCcETe MEAMUMHCKA NTOMOLLL, KaTO B3eMeTe OyTHIKAaTa UK ONMaKOBKAaTa ¢
Bac.

[Ipeno3npaHe MOxe na ce NposiBH cCnesl NPUNOKEHHE B HOCA WM ClIy4aitHO NEpPOpaTHO MPUJIOKEHHE.,
CHMITTOMHUTE Ha Mpefo3upane (NpH Cy4au Ha YMEPEHO 10 TEXKKO NpeIo3HpaHe) MOXKe Aa Ca:
[loBHIIEHO KPLBHO HaNAraHe, yCKOpPEH CbPACUYEH PUTLM, ChpuebHeHE, ChpaeYHA aPUTMHS, ChpaeueH
apecT, CbpAeYHA HENOCTATBYHOCT, IOTEHE, Bb30Y/1a, KOHBYNCHH, pa3LIMPABAHE HA 3eHULIUTE, rajcHe,
MOBPbLlAHE, NOCHHABAHE HA KOXATA MJTH YCTHHUTE, NOBULIEHA TEMINEPAaTypa, Cla3bM, KONarmnc Ha
KpbBOODOpaLleHHETO, 6enoapobeH OTOK, AMXATEHH HAPYLLUEHHS, ICUXHYHH HAPYIHEHHA, CbHIMBOCT,
bnenocT, CBUBaHE Ha 3€HHULIMTE, NOHWXaBaHE Ha TeJleCHAaTa TEMMEPaTypa, 3a0aBeH ChbpAEUEH PHTHM,
noaoOHO Ha WOK NOHWKEHHE HA KPBBHOTO HANAraHe, BPeMEHHO ClIMpaHe Ha JULUIAHETO, 3aryba Ha
Cb3HAHUE, KOHBYJICHH ¥ KOMA.

AKoO cTe nponycHaJn Aa a3noaisare Brkc CuHexke Anoe u Esranant
He B3emaiiTe ABoiiHa 1034, 32 Aa KOMNIEHCHPATE NPOITYCHATATA 103a; NPOABJDKETE Ja H3NoN3sarte
CBI1aCHO HHCTPYKLIMUTE 3a MIPUNOKEHHUE,

AKO UMATE HIKAKBW AOMBIHHTEIHH BLIPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TOBa JIEKapCTRO, MNOMWTANRTE
Baurig nexap unu dapmMauesT.

4. BBL3MOXKHM HEKETAHH PeAKIHH

KakTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAU3BHKA HEXENaHH PEAKLIWH, BLNPEKH YE He
BCEKH T'Y NONyHaBa. —
KaTo ua10 HE ce OuakBaT TEXKKH HEXEIaHH PEaKLMM.

¢ Heuecru (Morar ga 3acerHar no 1 Ha 100 ayum):
KHXaHe, CyXO0Ta W/ Apa3sHEHE B HOCA, YCTaTa M MbpAoTo, el OTMHHABAHE Ha €
HOCHATA JIMraBHLa (PeaKTUBHA XHUNICPEMHUA ).




e Peaxn (Morar na 3acernat g0 1 Ha 1 000 gywwm):

TPEBOXKHOCT, CEAATUBEH €IEKT, Pa3IPa3HUATEIIHOCT, HAPYIICH CbH, YCKOPEH ChpPACUEH PHUTHM,
cbpuebyeHe, NOBUIIEHO KPbBHO HANAMaHE, HAMaABaHe Ha ePeKTa OT 03aTa, riapodonue, odpus K
3PUTENIHK HApPYLIECHUS.

o ( HeH3BeCTHA YeCTOTA
raaeHe.

CrofmaBane HA HeXKeIAHH PeaKIHH
AKO NMOJIy4YUTE HAKAKBHU HEXC/IAHH JIEKAPCTBEHH peakLMy, yeeaomeTe Batins nexap unu gapmauesrT.
Toea BKJIIOYBA BCUUYKH Bb3MOXCHH HEOMMCAHU B Ta3M JIMCTOBKA HeXXENaHW peakuuu, Moxere cblio 1a

ChOOILUUTE HEXKETAHH P€AKUHH AHPEKTHO HaA!

M3nbnHyTEAHa aresuys no JeKapersara
yn. ,.JlamaH 'pyes” Ne 8
1303 Codus

Ten.: 02 8903417
yebcaiiT: www.bda.bg

KaTo cbobuiaBaTe HexxenaHu peakuny, MOXKETE Aa AaAeTe CBOS NPUHOC 3a NOJTyYaBaHe Ha NoBeYe
HHdOopMaUKns OTHOCHO 0€30NacHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na coxpansBarte Bakc CaHeke Anoe m EBkanunT

Ila CC CbXpaHsiBa Ha MACTO HCAOCTBENHO 3a ACUA.

Ha ce cbxpansiBa nox 25 °C.

He u3nonaBafite TOBA IekapcTBO CAE CPOKA Ha FOOHOCT, 0TOENsA3aH BbPXY KApTOHEHATa KyTHS H
eTHKkeTa Ha OyTunkara ciea ,,['oaeH go:“. CpoKbsT HAa FOJHOCT OTrOBaps Ha MOCAEAHHUSA AEH OT
NOCOMEHHA MECELL

HM3nonseaiTe ToBa ekapcTeo 1o 12 Meceua ciea mbpBOTO OTBapsAHe Ha OyTUIIKaATA.

He w3xpupasiiTe nekapcreara B KaHanW3aUMATa WIM B KOHTeHHepa 3a AoMalHy otnaabud. Ionuraiite
Bawiug apMmalieBT Kak 1a U3XBbPJAATE IEKapCcTBaTa, KOMTO BEUE HE H3NOJI3RATE. T€3H MEPKH LLE
CMOMOTHAT 3a OMna3BaHe Ha OKOJIHATA Cpena.

6. Coabpxkanne HA ONIAKOBKATA H JONBbAHATENHA HAJOPMANHSA
Kaxso ¢uabpxka Bake Cunexe Anoe 1 Eskanunt

AXTHRBHOTO BemecTno e: 0,5 mg/ml oxcumerasonuHoB xunpoxnopua. EaHo Brnpbckeaue
(exsuBaneHTHO Ha 0,05 ml) crabprka okono 25 MHUKpOrpaMa OKCHMETA30MHHOB XHAPOXIOPHAL.
JApYrure cbCTaBKH ca: copOUTON, HATpHEB LUTpAT, nonucopbar 80, OeH3unoB ankoxon, 6e380aHa
JTAMOHEHA KHUCENHHA, DEH3aIKOHHEB XJIOPUA Pa3TBOD, auecy/ipaM Kajaui, TeBOMEHTOJ, LHHEO,
AMHATPHUEB €1€TAaT, CYX €KCTPAaKT OT anoe, NeBOKApPBOH, NpeuncTeHa Boaa. (Bixte Touka 2 ,.Bukc
CHHexe Anoe v EBkanunt cbabpxa OeH3ATKOHUEB X10pH U OEH3UI0B AJIKOX0%).

OnakoBKkaTa chbABbP)KA TbMHA CThKJIEHA OyTHIIKa ¢ 6ana nomna otrope. ByTunk
npoaykra. Beaka OyTunka cbabpaxka Hal-Manko 265 BnpbCKBAHUA.
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IIpurexares Ha paspewieHHeTo 3a ynorpeba

Wick Pharma, Zweigniederlassung der Procter & Gamble GmbH
Sulzbacher Strasse 40,

65824 Schwalbach am Taunus

["'epMmaHus

[1poH3BoaHTEN
Procter & Gamble Manufacturing GmbH
Procter & Gamble Strafle 1,

64521 GroB-Gerau, Hessen
[‘epmanus

To3H JiekapcTBeH NPOAYKT € pa3pelieH 3a ynotpeba B AnpxkasuTe unenku Ha EMII noa cheannTe
HMeHa:

Asctpus: Wick Nasivin Aloe & Eukalyptus 0,5 mg/ml - Nasenspray

benrus: Nesivine Eucalyptus, 0.5 mg/ml

brarapus: Bukc CuHeke Anoe ¥ Erkanunt 0,5 mg/ml cnpeii 3a Hoc, pasteop
Yewixa Penybnuka: Sinex Vicks Aloe a Eukalyptus 0,5 mg/ml, nosni sprej, roztok
ECTOHHA: Sinex

®unnanaus: Vicks Sinex 0,5 mg/ml nendsumute, livos

['epmanns: WICK Sinex avera Nasenspray 0,5 mg/ml, Lisung

["vpumns: Vicks Sinex nasal spray solution 0,5 mg/ml

Yurapus: Nasivin Aloe Vera és Eukaliptusz 0,5 mg/ml oldatos orrspray

Jlutea: Sinex 0,5 mg/ml nosies purskalas (tirpalas)

Jlareus: Sinex 0,5 mg/ml deguna aerosols, $kidums

Hunepnanaus: Vicks Sinex Aloé 0,5 mg/ml neusspray oplossing

[Tomua: Nasivin Vicks Aloes i Eukaliptus, 0,5 mg/mli, aerozol do nosa, roztwor
[Topryranua Vicks Sinex Aloe 0,5 mg/mli solugdo para pulveriza¢fo nasal
PymbHua: Vicks Sinex 0,5 mg/ml spray nazal, solutie.

Ucnauus: NASALVICKS 0,5 MG/ML SOLUCION PARA PULVERIZACION NASAL
LiIseuus: Vicks Sinex, 0,5 mg/ml, ndsspray, 16sning

JlaTa Ha noCJIeAHO NpepasriexIaHe HA JTHCTOBKATA: anpua 2025




