JlucToBKAa: PlH(l)OpMalII/lﬂ 3a manMeHTa

KCUJIOMETA3OJINH WZF 0,05% kanku 3a HOC, pa3TBOp
Kcunomemaszonunos xudpoxaopuo

XYLOMETAZOLIN WZF 0,05% nasal drops, solution
Xylometazoline hydrochloride

IIpoyereTe BHUMATEIHO LsJIATa JIMCTOBKA, IIPEIH 1A 3all0YHeTe Ja IpueMaTe TOBa

JIEKapCTBO, Thil KaTO TS ChABP:KA BaxHa 3a Bac nundopmanus.

Bunaru npuemaiite ToBa J1€KapcTBO TOUHO KaKTO € OMMCAHO B Ta3M JUCTOBKA WM KakTo Bu e

ka3an Bamms nexap nim dapmanesT.

- 3amazeTe Ta3u JUCTOBKA. Moke 1a ce HaJIOKU J1a g IPOYETETE OTHOBO.

- AKO MMaTe HSKaKBU JOIBIHUTEIHN BBIIPOCH, onuTalTe Bamms dpapmaresr.

- AKO NOITy4YHTe HKAKBU HEXEJIAaHU JICKAPCTBEHH PEAKIMH, YBeJOMeTe Bamms nexap nin
¢dapmaneBT. ToBa BKIIOUBA M BCUUKH BH3MOXHH HEXKEJIaHU PEAKLUH, HEOIMCAHH B Ta3H
JIMCTOBKA.

- AKO He ce 9yBCTBaTe MMo-100pe Wik ChCTossHueTo By ce Bromu cnex 3-5 nHu, TpsOBa 1a
MOTHPCUTE JIEKAPCKA TTOMOIIL.

KakBo cbabp:ka Ta3u JHCTOBKA:

Kakso mpencrasnsasa Keunomerazonun WZF 0,05% u 3a kakBo ce U3IM0NI3Ba
Kakgo Tpsi0Ba na 3Haere, npeau aa npuemere Keunomerazonua WZF 0,05%
Kaxk ga npuemare Kcunomerazonun WZF 0,05%

BB3MOXXHU HEXETaHU peaKuu

Kak na cexpansiBate Kcunomerazonmnn WZF 0,05%

ChabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

A

1. KaxBo npeacrasasiBa Kennomerazonun WZF 0,05% u 3a kakBo ce u3moJ3Ba

Kcuomerazonus e npon3BoHO Ha UMHUAA30uHA. [IpuTexaBa CHMIIATHKOMUMETHYHO ACHCTBHE.
HpI/IJIO)KeH BBpPXY JIMraBuliaTa Ha HOCa, NIPCAU3BHUKBa CBUBAHEC Ha KPbBOHOCHUTEC CH/I0BEC,
peMaxBa OTOKa, IOTHCKa XUIIEpEMHATA Ha JIMT'aBUIaTa Ha HOCOMIBbTKATa U HamMaJlsiBa
KOJINYECTBOTO Ha CEKpeTa.

3a HaMaIsIBaHe OTOKa Ha HOCHATA JINT'aBHIla [IPH OCTpa XpeMa, IPUCTHIIN Ha OOUJIEH HOCeH
ceKpeT (Ba30MOTOpPEH PUHUT), allepTUYHA Xpema (alepruieH puHMT).

2. KaxBo Tps6Ba na 3Haere, npeau na ndnoassare Kennomerazonun WZF 0,05 %
He ynorpeosiBaiite Kcusiomerazonua WZF 0,05 %

- aKo CTe aJepPruiHU KbM KCHJIOMETAa30IMHOB XUAPOXJIOPUA UM HSKOS OT IPYTUTE
CBhCTAaBKH Ha TOBA JIEKapCTBO (M30pOEHH B T. 6);

- aKo MMaTe 3aKPUTOBI'bIIHA MIIAyKOMA;

- aKo CTe MPeThpIeNd XUIMOPU3EKTOMHS WK JIPYTa YeperHa HHTEPBEHIIUS

- ako nmare cyx arpoduyer puHur (rhinitis sicca).

IlpenynpeskaeHus U npeanasHu MepKu

I'oBopere ¢ Bamms nekap wnu dapmarneBT, npenu aa usnonssare Keunomerazonmua WZF 0,05%,
- aKo cTpajiate OT 3a00JsIBaHe Ha CHPIIETO (HarpuMep CHHApPOM Ha yiabinkeH QT uHTEpBan);
- aKo TPH MAIMEeHTH, TIPU KOUTO CJIEC]T MIPIIIOKCHIE Ha CHMITATHKOMHUMETHITH Ca
HaOJII0/JaBaHH CJICIHNUTE CUMIITOMHU: O€3ChHUE, CBETOBBPTEK, TPEMOP, APUTMHUH UITH
XUIEPTOHUS,

- aKo TIpH MAIMEHTH C IUPKYJIATOPHHA HAPYIIECHUS (apTepruaHa XUTIEPTOHHUS, aHTHHA



NEKTOPHC), AUa0ET, MIayKoMa, IPOoCcTaTHA XUTIEPTPO(Hs, XUIIEPTUPEOUTUIBM.

ITpu ManKu Jera - ako ce MOsABAT Bh30yAa WK HapYIICHHUS Ha ChHS JICKAPCTBOTO TPsIOBA 1a ce
crpe;

IIpu npoabakuTeTHA YIIOTPeHa UMa OMACHOCT OT aTPodus HA HOCHATA JIUTaBHIA U 3aTOBA
NMPWIO:KEHUETO ce OrPaHUYaBa /10 7 THU.

IpenynpesxneHust Npy crenyuaIHH MOMYJIalUH, U3NMOJI3BALIH JIEKAPCTBOTO
Ynorpeda na Keusomerazoaun WZF 0,05 % npu gena:
Ja He ce u3non3ea npu Jena noj 2 roJuHu.

Jpyru gexapcrsa u Kensnomerazoaun WZF 0,05 %

HNndopmupaiite Bamms nekap nim ¢papmaineBT, ako H3MI0JI3BaTe, HACKOPO CTE U3IMOJI3BAIH UIU €
BB3MOJKHO J1a M3M0JI3BATE JPYTH JIEKapCTBa.

Jla He ce mpuiara mpoayKTa o BpeMe Ha JISYeHHE ¢ TPHLIUKINYHH aHTHIenpecanTy mim MAO
UHXUOUTOPH (JIeKapcTBa, U3M0I3BaHHU 3a JIEUEHUE Ha JeIpecHs), Iopaau ChbOOIIECHUS 3a PEIKH
clly4au Ha B3auMozelcTBus. EnqHoBpeMenHaTa yrnorpeda ¢ ApYru CUMIIATHKOMHMETHUIIH
(edenpun, nceBaoedenpuH) TpsiOBa ga ce U30sTBa.

BpemMeHHOCT 1 KbpMeHe U (pepTHIIHTET

AKo cTe OpeMeHHa WIN KbPMHTE, CMsITaTe, Y€ MOXKE J1a CTe OpeMEeHHA WIIH IUTaHUpaTe
OpeMeHHOCT, MochBeTBalTe ce ¢ Bamms nexap wiu gapmatieBT mpeau ynorpedaTta Ha ToBa
JIEKapCTBO.

ITopanu nurca Ha IOKa3aTENHH MIPOYIBAHUS 3a €()EKTUTE Ha IPOAYKTa BbPXY IJIOJA U ThH KaTo
HE € U3BECTHO JaJIi JIEKApCTBEHOTO BEIIECTBO CE EKCKPETUPa B KbpMarta Jla He ce Ipuiiara o
BpeMe Ha OpEMEHHOCT B KbpMEHE.

Ilodupane u ynorpeda Ha MAIIMHM:

[TpoaykTHT € npeHa3HaYeH 32 KPATKOTPAHO JICYCHHUE, HO TIPU IPOIBDKUTEIIHA YIIOTpeOa U BbB
BHCOKH JI031 HE Ca U3KIIFOYEHU CUCTEMHH €eKTH BbPXY ChPIIEYHO-ChI0BATAa CUCTEMA, KOETO
MOJKe J1a HapyIIx CIIocOOHOCTTA 32 ImodupaHe 1 padoTara ¢ MallTuHHU.

Kcunomerazoann WZF 0,05% cbabpixa 6eH3aIKOHHEB XJI0PH

Tosa nexapctBo chabpka 0,1 mg GeH3aNKOHNEB XJIOpU BBB Beekn ml. beH3amkoHneBust
XJIOPUJ MOXKeE J1a IPUIHMHY Apa3HeHe I MOyBaHe Ha HOCHATA JIMTaBUIlA, OCOOEHO aKo ce
U3M0J13Ba IPOJbIDKUTEIHO.

3. Kak na m3noassare Kcunomerazoann WZF 0,05 %

Bunaru usnonssaiTe ToBa JIEKapcTBO TOYHO KAaKTO € ONMHCAHO B Ta3M JINCTOBKA MIIM KakTo Bu e
kazan Bammsar siekap, wiu gapmaneBT. AKo He CTe CUTYpHH B Helllo, TonuTaiiTe Bammus nexap
i dapMareBT.

Besika xanka cpappxa 0,025 mg KCHIIOMETa30IMHOB XUAPOXIIOPHUI.

Heya om 2 0o 12 200unu
Jloxamso 1o 1 - 2 xamku 0,05% pas3TBop BBB BesAka HO3pa 1 - 2 TTH AHEBHO.

IloBTOpHaTa ynoTpeda TpsAdBa Aa ce N3BBPIIBA CAMO B CJIy4aii, e JIeYeHHEeTO e
NMPEeKbCHATO 32 HAKOJIKO THU.
JleueHneTo He TpsAOBa Ja NPOABbIKABA NTOBeYe OT 3-5 THU 0e3 KOHCYITAIUS C JIeKap.

[la He ce mpumarat 1031 MMO-BUCOKH OT HPENopbhUaHUTE.

[Topanu xurneHHn CHOOPAKCHIS €IHA OTIAKOBKA TPSIOBA J1a CE M3I0JI3Ba CaMO OT €/IVH IaIMEHT.
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AKo0 cTe npueJiu moBeye oT HeodxoaumaTta a03a Keunomerazonun WZF 0,05 %

3HAYUTEITHO MPEIO3UPAHE WK CITydacH IMepopalieH MpUeM Ha MPOAYKTa, 0OCOOEHO OT Jela, MOKe
Jla TIpeIN3BUKa CHHIMBOCT, Pa3CTPONCTBO HA 3PEHUETO, TI1aBO0OJUE, HEPBHOCT, HAPYIIICH
ChpICUEH PUTHM, OC3CHHHE.

JBIro npuiarase MoXke Jia TOBeIe 10 BTOPHYEH PUHUT, yCTOHYMB Ha JedeHue (rhinitis
medicamentosa).

B cnyuait Ha ipeo3upane € He00X0ANMMa KOHCYIITAIUS C JIeKap.

CHUMITTOMaTHYHO JIEYSHHE Ce MMPOBEXKIa ChITACHO Ha3HAUEHUETO Ha Jekaps. [IpomuBka Ha
CTOMaxa ce IPaBH CaMo B ClTydail Ha CIIy4YaiHO MEePOPAITHO MOTIBIAHE.

4. BB3MOKHM HexKeTaHU JeKaAPCTBEHH Peakuuu

Karo Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE Ja IIPUYNHU HEXKEIIAaHU PCAKIIUN, BBIIPEKHU Y€ HE
BCCKH T'U IIOJTy4daBa.

Heuectn nexxenanu peaxmum (Morat fqa 3acersHat 1o 1 Ha 100 mymmm):
- KBbPBEHE OT HOCA.

Penku nexxenanu peakmuu (Morat ga 3acersat g0 1 #a 1 000 gymm):
- JIOKAJIHO pa3HeHe, apeHe, HeMPUATHA CyX0Ta Ha Ha3alHaATa JIMTaBHIIA;
- KHXaHe.

MHoro penku HexenaHu peakiuu (Morat na 3acerHat no 1 za 10 000 mymmm):
- c1abocT, MPUIIOIIaBaHE;

- raBo0OINe, CHHIMBOCT HIIM M3pa3eHa celalus cliell IpeI03upaHe;

- C’prC6I/ICHC, IMOBHUIIABAHC HAa KPHBHOTO HAJIATAHEC.

Cho0maBaHe Ha HesKeJAHH PeaKINu

AKO TIOITyYHTe HIKAKBU HEXEJIaHH JIEKapCTBEHH Peakiiu, yBeaoMeTe Bammus nexap muium
¢dapmaneBT. ToBa BKIIIOUBa BCHUKH Bb3MOXKHH, HEOITMCAHH B Ta3H JIMCTOBKA HEXXEJIaHU PEAKIIHU.
Mosxete chIIO J1a ChOOIUTE HEXKEJIAHN PEAKLIUU JUPEKTHO Ype3 HallMOHAJIHATA CUCTEMa 3a
choOIIaBane, mocoueHa B M3mbIHUTENHA areHIusl 10 JIeKapcTBaTa

yiL. ,,JlamsH I'pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Kato cpoO1m1aBaTe HeXXeIaH! peakiuy, MOJKETe Ja AaJeTe CBOs IIPUHOC 3a MOJIy4YaBaHe Ha
noBeve HHPOPMAIHsi OTHOCHO OE30MaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kax na coxpansBate Kemstomerasonnn WZF 0,05 %
[a ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 32 JIeHa.

Ha ce cexpanssa mox 25°C. Jla ce mas3u OT CBETJIMHA.

CpoKk Ha TOTHOCT CJIe OTBapsHE Ha OMaKkoBKaTa - 12 ceMuIy.

He u3non3Baiite TOBa JIEKapCTBO CJIE] aTaTa Ha U3TUYaHE Ha CPOKA HA TOJTHOCT TIOCOYEHA Ha
OTIaKOBKaTa.

He I/ISXB’prHI;‘ITe JICKapCTBaTa B KaHAIM3alusaTa Uiu B KOHTeﬁHepa 34 JOMAIlTHHU OTIIaABbIIH.
[Tonuratite Bamms hapmaiieBT kak qa H3XBHPISATE JIEKAPCTBATa, KOUTO BeUe HE U3II0JI3BATE.
Te3u MepkH Iie CTIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA CPEJIa.


http://www.bda.bg/

6. Cun)pma}me Ha OIMaKOBKATa U J1O0IIBJIHUTEJIHA mul)opMamm

Kaxso cbabp:ka Keninomeraszoaun WZF 0,05 %

- AKTHUBHOTO BEIIIECTBO € KCHIIOMETa30JIMHOB XUaApoxiopu. Becekn ml ot paztopa
cpabppka 0,5 mg KCHIOMETa30JIMHOB XUIPOXIOPHUI.

- Hpyru cveraBku ca: Hatpues nuxunporendochaT MOHOXUAPAT, IMHATPHUEB

xuaporeHdpocdar moaeKaxuapaT, HATPUEB XJIOPHII, COPOUTON, THHATPUEB €AeTaT, OCH3ATKOHUCB

XJIOpUJI, TIPEUUCTEHA BOJIA.

Kaxk m3raexnaa Kennomerazoann WZF 0,05% u kakBo cChIbp:Ka OMAKOBKATA
ITommeTmirenoB dakon (10 ml) ¢ mumneTa u Kamavka ¢ rapaHIlOHEH MPbCTeH. Beeku durakoH e
MOCTAaBEH B KAPTOHCHA KyTHsI C HEOOXOMMUTE 0003HAYCHHS U JINCTOBKA.

IIpuTexares Ha pa3pelieHHETO
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str.; 01-207 Warsaw, [Toma

Ynorpeda u NIpou3BOANTE
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str., 01-207 Warsaw, ITomua

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu
ul. Wiadystawa tokietka 10, 98-200 Sieradz, [Tomma

3a nombIHUTETHA HH(pOPMAIIKsI OTHOCHO TOBA JICKAPCTBO, MOJISL, CBBPKETE CE C JIOKATHHUS
MIPEJICTABUTEI Ha IPUTEXKATEIIs Ha pa3pelieHUeTo 3a yrnorpeoda:

»3.@. [IOJIGAPMA C.A. - xii0H ,,beirapus™

yiL. ,,CumeoHoBcko moce™, No 85, eT. 3, oduc 3, CTyaeHTCKH Ipaj

Codust 1734, bearapust

ten. 02/4400843

]IaTa Ha MOCJCIHO NMPpepasrjac:kaane Ha JIMCTOBKaTa



