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

KCUJIOMETA3OJINH WZF 0,05% kankwu 3a HOC, pa3TBOp
Kcunomemaszonunos xuopoxaopuo

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

IIpoyereTe BHUMATEIHO LsJIaTa JIMCTOBKA, IIPEIM 1A 3all0YHeTe Ja IpHeMaTe TOBa

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

Bunaru npuemaiite ToBa J1€KapcTBO TOUYHO KaKTO € OMMCAHO B Ta3M JUCTOBKA W KakTo Bu e

kazan Bamms nexap nnm dapmanesT.

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

- AKO MMaTe HIKAaKBU JOIBIHUTEIHN BBIIPOCH, onuTalTe Bamms dpapmaresr.

- AKO NIOITy4YHTe HSKAKBU HEXEJIAHU JICKAPCTBEHH PEAKIMH, YBeJOMeTe Bamms nexap nin
¢dapmaneBT. ToBa BKIIOUBA M BCHUKH BH3MOXHH HEXKEJIaHU PEAKLIUH, HEOIMCAHH B Ta3H
JIUCTOBKA.

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

KakBo cbabpika Ta3u JUCTOBKA:

Kakgo npencraensaBa Keunomerazonun WZF 0,05% u 3a kakBo ce U3Io3Ba
Kakgo Tps0Ba na 3Haere, npeau na npuemere Keunomerazonun WZF 0,05%
Kak na npuemare Keunomerazomma WZF 0,05%

BB3MOKHN HEXENTaHN PEaKIuH

Kak na cexpansBare Kcunomerazonnn WZF 0,05%

ChabpkaHue Ha ONIAKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

ouhswnE

1. KaxBo npeacrasasiBa Kennomerazonun WZF 0,05% u 3a kakBo ce u3noJi3sa

Kcuomera3zonus e mpon3BoHO Ha UMUAA30uHA. [IpuTexaBa CUMIIAaTHKOMUMETHYHO ACHCTBHE.
HpI/IJIO)KeH BBpPXY JIMraBuliaTa Ha HOCa, IPCAU3BHUKBa CBUBAHC Ha KPbBOHOCHUTEC CH/I0BEC,
npeMaxBa OTOKa, IOTHCKa XUIIEpEMHATA Ha JIMT'aBUIaTa Ha HOCOTJIbTKATa M HamMaslsiBa
KOJINYECTBOTO Ha CEKpeTa.

3a HaMaisIBaHe OTOKA Ha HOCHATa JINT'aBHIla IIPH OCTpa XpeMa, IPUCTHIIN Ha OOUJIEH HOCeH
ceKpeT (Ba30MOTOpPEH PUHUT), allepTUYHA Xpema (aleprudeH puHMT).

2. KaxBo Tps6Ba na 3Haete, npeau na ndnoaspare Kennomerazonun WZF 0,05%
He ynotpeosaBaiite Keunomerazonnn WZF 0,05%

- aKo CTe aJePruyHH KbM KCHIOMETAa30JIMHOB XHPOXJIOPH WIIN HAKOS OT JIPYTHTE
CHCTAaBKH Ha TOBA JIEKAPCTBO (M30pOEHHU B T. 0);

- aKo MMaTe 3aKpPUTOBI'bIIHA ITIAYKOMa;

- aKo CTe MPeThPIeNH XUIMOPU3EKTOMHS WU JIPyTa YepernHa HHTEPBEHIUS

- ako nmare cyx atrpoduyer puHurt (rhinitis sicca).

Ipexynpesxknenns: u Npeana3Hu MepKU

l'oBopere ¢ Bamus nekap nnu ¢papmanest, npenu na uznonssate Kennomerazonun WZF 0,05%,
- aKo cTpajare oT 3a00JsIBaHE Ha ChpIETOo (HanmpuMep cuHApoM Ha yiubinkeH QT uHTepBan);
- aKo IpH NAIUEHTH, IPH KOUTO CJIe]] MPUII0KEHNUE HAa CHMITIATHKOMHMETHIIN Ca
HaOJIF0/IaBaHM CIICHUTE CUMIITOMU: O€3ChHHE, CBETOBBPTEXK, TPEMOP, APUTMHUH WIIN
XHUIEPTOHHUS;

- aKo IpH NAIKEHTU C MUPKYJIATOPHU HAPYIICHUs (apTepraiHa XUIIEPTOHUS, aHTHHA



MEKTOPHC), AUA0ET, MIayKoMa, IPOCcTaTHA XUTIEPTPO(Hs, XUIIEPTUPEOUTUIBM.

ITpu ManKu Jera - ako ce MOsABAT Bb30YAa WK HAPYIICHHUS HA ChHS JICKAPCTBOTO TPsOBA 1a ce
crpe;

IIpu npoabKuTETHA YIIOTPeHa UMa OMACHOCT OT aTPo(dus HA HOCHATA JIUTABHIA U 3aTOBA
NMPWIO:KEHUETO ce OrPaHUuYaBa 10 7 THU.

IpenynpesxneHust Npy crenuaIHH MOMYJIalUH, U3MOJI3BALIH JIEKAPCTBOTO
Ynorpeda na Kennomerazonnn WZF 0,05%npu geua:
Ja He ce u3non3ea npu Jerna noj 2 roJuHu.

Jpyru gexkapcrsa u Keuninomeraszoaun WZF 0,05%

HNundopmupaiite Bamms nekap nim ¢papmaneBT, aKo H3MI0JI3BaTe, HACKOPO CTE M3IMOJI3BAIH UIU €
BB3MOJKHO J1a M3M0JI3BATE JPYTH JIEKapCTBa.

Jla He ce mpuiara mpoayKTa o BpeMe Ha JIeYeHHe ¢ TPHLIUKINYHY aHTHIenpecanTy wim MAO
MHXUOUTOPH (JIeKapCTBa, M3MOJI3BaHHM 32 JICUEHUE Ha JIETIPECHs), TOpaay ChOOIIECHHS 32 PEAKH
cllydau Ha B3anMozelcTBus. EnqHoBpemMeHHaTa yrmorpeda ¢ Apyru CUMIIATHKOMAMETHIIN
(edenpun, nceBaoedenpuH) TpsiOBa ga ce U30sTBa.

BpemMeHHOCT M KbpMeHe U (pepTHIINTET

Axo cTe OpeMeHHa WIN KbPMHTE, CMsITaTe, Y€ MOXKE J1a CTe OpeMEeHHA WIIH IUTaHUPaTe
OpeMeHHOCT, MochBeTBalTe ce ¢ Bamms nexap wium gpapmatieBT npeau ynorpedaTta Ha TOBa
JIEKapCTBO.

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

lodupane u ynorpeda Ha MAIIMHM:

[TpoayKTHT € mpenHa3HaYeH 32 KPATKOTPAHO JICUCHHUE, HO TIPU IPOABDKUTEINIHA YIOTpeOa U BbB
BHCOKH JIO3W HE Ca U3KIFOYEHN CUCTEMHHU eeKTH BbPXY ChPIEYHO-ChI0BATA CUCTEMA, KOETO
MOJKe J1a HapyIIH CIIOCOOHOCTTA 3a ImodupaHe U padboTara ¢ MallTuHH.

Kcunomerazoann WZF 0,05% cbabpika 6eH3aIKOHHEB XJI0PH

Tosa nekapcTBo chabpka 0,1 My GeH3ankoHUEB XJIOpUa BbB Bcekn Ml. BeH3ankoHueBHAT
XJIOPUJ MOXKeE J1a IPUIMHY Apa3HeHe I MOJyBaHe Ha HOCHATA JIMTaBUIlA, OCOOEHO aKo ce
U3I0J13Ba IPOABIIKUTETHO.

3. Kak n1a uznoassare Keniiomerazommn WZF 0,05%

Bunaru usnon3saiite ToBa JIEKapcTBO TOYHO KaKTO € OMKCAHO B Ta3H JIMCTOBKA MM KakTo Bu e
kazan Bammsar sekap, wiu gapmanieBT. AKo He CTe CUTYpHH B Hello, TonuTaiiTe Bamms nexap
win (hapMareBT.

Bcesika kanka cpabpxa 0,025 mg KCHIOMETa30IMHOB XHPOXIOPHI.

Ieya om 2 00 12 200unu
Jlokanuo o 1 - 2 xanku 0,05% pa3tBop BB Besika HO3/pa 1 - 2 TbTH JTHEBHO.

IloBTOpHaTa ynoTpeda TpsAdBa 1a ce N3BBPIIBA CAMO B CJIy4aii, e JIeYeHHETO e
NMPEeKbCHATO 32 HAKOJIKO THU.

JleuenneTo He TpPsAOBa Ja NPOABLIKABA NOBeYe OT 3-5 THU 0e3 KOHCYITAIUS C JIeKap.
[la He ce mpumarat 031 MMO-BUCOKH OT HPENOpbhUYaHUTE.

[Topanu xurneHHn CHOOPAKCHIS €IHA OTIAKOBKA TPSIOBA /1a CE M3I0JI3Ba CaMO OT €IVH ITAIMEHT.



AKO cTe pueJd MoBeye oT HeodOxoaumara ao3a Kemnomerazonun WZF 0,05%

3HaYNUTEIIHO MPEAO3UPaHe WK CIIyYaeH NepopalicH MprUeM Ha MPOAYKTa, 0COOCHO OT Jena, MOXe
Jla TIpeIN3BUKa CHHIMBOCT, Pa3CTPONUCTBO HA 3PEHUETO, TI1aBO0OJUE, HEPBHOCT, HAPYIIICH
ChpHCUYEH PUTHM, OC3CHHHE.

JBITo npuiarase MoXke Jia TOBeIe 10 BTOPHYEH PUHUT, yCTOWUYMB Ha JedeHue (rhinitis
medicamentosa).

B cnyuait Ha ipeo3upane € He00X0ANMa KOHCYIITAIUS C JIeKap.

CHUMITTOMaTHYHO JIEYSHHE Ce MMPOBEXKIa ChIITACHO Ha3HAUYEHUETO Ha Jekaps. [IpomuBka Ha
cTOMaxa ce TpaBH caMo B cIy4ail Ha CIy4aiHO MEPOPaHO MOTIIbIIAHE.

4, Bb3MOKHHU HeKeJTaHU JIEKAPCTBCHU peaKIMU

Karo Bcruuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE Ja IIPUYNHU HEXKEIIAHU PCAKIIUH, BBIIPEKHU Y€ HE
BCCKH T'Y ITOJTy4aBa.

Heuectn nexxenanu peakmum (Morat fqa 3acerHat 1o 1 Ha 100 mymmm):
- KBbpPBEHE OT HOCA.

Penku nexxenanu peakmuu (Morat aa 3acersat g0 1 Ha 1 000 gyrmm):
- JIOKAITHO Jpa3HeHe, MapeHe, HeMpUsATHA CyX0Ta Ha Ha3aJTHATA JINTaBHIIA;
- KHUXaHe.

MHoro penku HexelaHu peakiuu (Morat n1a 3acerHat no 1 za 10 000 mymmm):
- c1abocCT, IPUIIOIIABaHE,

- rIaBo0oINe, CHHIMBOCT HIIM U3pa3eHa celalnus cliell IpeIo3upaHe;

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

Cho0maBaHe Ha HesKeJAHH PeaKIuu

AKO TIOITyYHTe HIKAKBU HEXEJIaHHU JIEKapCTBEHH Peakiiu, yBeaoMeTe Bamus nexap uiu
¢dapmaneBT. ToBa BKIIIOUBa BCHUKH Bb3MOXKHH, HEOIIMCAHH B Ta3H JIMCTOBKA HEXXEIaHU PEAKIIHU.
Mosxete ChIIO J1a ChOOIUTE HEXKEJIAHN PEaKLIUU JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMa 3a
cboOIaBaHe, HOco4YeHa B M3mbJIHUTETHA areHIusl [0 JISKapcTBaTa

yiL. ,,JlamsiH I'pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yebcait: www.bda.bg

Kato cpoO1miaBaTe HeXXeIaH! peakiuy, MOJKETe Ja AaJeTe CBOs IIPUHOC 3a MOJIy4YaBaHe Ha
noBeue HHPpOpMaNus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansBare Kennomerazonun WZF 0,05%
Jla ce chxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIela.

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

CpoK Ha TOJHOCT CJIe OTBapsHE Ha OMaKkoBKaTa - 12 ceamMuIy.

He u3non3BaiitTe TOBa JIEKapCTBO CJIE] JaTaTa Ha U3TUYaHE Ha CPOKA HA TOJTHOCT TIOCOYEHA Ha
OTIaKOBKaTa.

He I/ISXB’prHI;‘ITe JICKapCTBaTa B KaHAIM3alusaTa Uiiu B KOHTeﬁHepa 34 JOMAIlTHHU OTITaABbIIN.
[Tonuratite Bamms hapmarieBT kak Ja H3XBHPIIATE JIEKAPCTBAaTa, KOUTO BeUe HE U3II0JI3BATE.
Te3u MepkH Iie CTIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA CPEJIa.


http://www.bda.bg/

6. Cun)pma}me Ha OIMIAaKOBKATa U JO0IIBJIHUTEIHA mul)opMamm

Kaxkgo cbabpxa Kensomeraszonun WZF 0,05%

- AKTHBHOTO BEIIECTBO € KCHJIOMETa30IMHOB Xuapoxiopua. Beexu ml ot pasrBopa
chabpka 0,5 My KCHIOMETAa30IMHOB XHPOXJIOPHI.

- Hpyru cberaBku ca: Hatpues puxuaporeHdochat MOHOXUAPAT, TUHATPUCB

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

XJIOpUJI, TIPEYUCTEHA BOJIA.

Kaxk m3raexnaa Kennomerazommn WZF 0,05% u kakBo chIbp:Ka OMaKOBKATA
IMomuernnenos (raxkod (10 ml) ¢ nmumeTa U Kamauka ¢ rapaHIMOHEH IPBCTeH. Beeku (iakow e
MOCTAaBEH B KAPTOHCHA KyTHsI C HEOOXOAMMUTE 0003HAYCHHS U JINCTOBKA.

IIpuTexaresn HA pa3pelIeHHETO
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str.; 01-207 Warsaw, ITomua

Ynorpeda u Mpou3BOANTE
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str., 01-207 Warsaw, ITosma

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddziat Medana w Sieradzu
ul. Wiadystawa tokietka 10, 98-200 Sieradz, ITomxma

3a nombIHUTETHA HH(pOPMAIIHsI OTHOCHO TOBA JICKApPCTBO, MOJISL, CBBPKETE CE C JIOKATHHUS
MIPEJICTABUTEI Ha MIPUTEXKATENIs Ha pa3pelieHUeTo 3a yrnorpeoda:

»3.D. [IOJIGAPMA C.A. - k1oH ,,bparapus™

yiL. ,,CumeonoBcko moce®, No 85, et. 3, oduc 3, CTyaeHTCKH Ipaj

Codust 1734, bearapust

ten. 02/4400843

]IaTa Ha MOCJCIHO NMPepasrjackaane Ha JIMCTOBKaTa



