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

KCHUJIOMETA30JIMH WZF 0,05%, kanku 3a HOC, pa3TBOP
Kcunomemaszonunos xuopoxaopuo

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

IIpoyereTe BHUMATEIHO LAJIATa JJMCTOBKA, IIPEIH 1A 3all04YHeTe a IpueMaTe TOBa

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

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

Kazan Bammus nekap uiu dpapmanest

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

- AKO UMaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTaiTe Bamms dpapmaneBt

- AKO NIOITy4YHTe HSKAKBU HEXEJIaHU JICKAPCTBEHH PEAKIMH, YBeJOMeTe Bamms nexap nin
¢apmaneBT. ToBa BKIIOUBA M BCHUKH BH3MOXHH HEXKEJIAaHU PEAKLUH, HEOIHCAHH B Ta3H
JIMCTOBKA.

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

KakBo cbabpika Ta3u JUCTOBKA:

Kakgo npencraensaBa Keunomerazonua WZF 0,05% u 3a kakBo ce U3I03Ba
Kakgo Tps0Ba na 3Haere, npeau aa npuemere Keunomerazonna WZF 0,05%
Kak na npuemare Keunomerazommua WZF 0,05%

BB3M0OKHN HEXEITaHN PEaKIUuH

Kak na cexpansBare Kcunomerazonnn WZF 0,05%

ChabpkaHue Ha ONIAKOBKATa W JOMBIIHUTEIHA HHPOPMALIUS

ok wnE

1. Kaxso npeacrasasiBa Kennomerazonun WZF 0,05% u 3a kakBo ce u3noJ3sa
Kcunomera3onrnH € mpou3BOAHO Ha MMHIa30iuHA. [IpuTekaBa CHMIIAaTHKOMUMETHYHO JICHCTBHE.
[IpunoxeH BbpXy JUraBUIaTa Ha HOCA, IPETU3BUKBA CBUBAaHE HA KPHbBOHOCHUTE CHIIOBE,
Impe€MaxBa OTOKA, IMIOTHCKA XUIICPEMHATA Ha JIMTaBUL[ATa HA HOCOTJIbTKATa U HaMaJlsiBa
KOJIMYECTBOTO HA CEKpeTa.

3a HamaJsIBaHEe OTOKA Ha HOCHATA JIMTABHIIA TIPH OCTPa XpeMa, NPUCTHIIN Ha OOMIICH HOCEH
ceKpeT (Ba30MOTOpPEH PUHUT), aJlepTUYHA Xpema (alepruieH pUHMT).

2. KaxBo Tps6Ba na 3Haete, npeau aa ndnoassare Kennomerazonun WZF 0,05%
He ynorpeosaBaiite Kcunomerazomnn WZF 0,05%

- aKO CTe aJIePTUYHH KbM KCHIIOMETA30JMHOB XUAPOXJIOPHU] MU HIKOS OT APYTUTE
CBhCTAaBKH Ha TOBA JICKApCTBO (M30pOEHHU B T. 0);

- aKO MMaTe 3aKPUTOBI'bIIHA TTIAYKOMA;

- aKO CT€ IPEThPIIEIH XUIMOPU3SKTOMHS WU Jpyra YeperHa HHTSPBEHIIUS

- ako nmare cyx arpoduyer punur (rhinitis sicca).

IpenynpeskaeHus U NPeINa3Hu MEPKH
ToBopete ¢ Bamws nekap wim dapmarieBt, npenu ja uznonspare Keunomerazonmma WZF 0,05%

- IIpu manku gena - ako ce MosBAT Bb30y/1a WM HAPYIICHUS Ha CHHS JIEKAPCTBOTO TPsiOBa
Ila ce CIpe;

- PH TalleHTH, TIPH KOUTO CJIE]] MPIIIOKEHNE Ha CHMIIATUKOMUMETHIIN ca HaOJII01aBaHU
CIIETHUTE CUMIITOMU: O€3CHHUE, CBETOBBPTEXK, TPEMOP, APUTMHUH WUITH XUIICPTOHUS;

- [Ipu manmeHTH ¢ MUPKYIATOPHU HAPYIIEHHS (apTepraaHa XUIePTOHUS, aHTHHA



NEKTOPHC), AUA0ET, MIayKoMa, IPOCTaTHA XUTIEPTPO(Us, XUIIEPTUPEOUTUIBM.

IIpu npoabaxuTeHA YNIOTPeda MMa ONACHOCT OT aTpPOo(gus HAa HOCHATA JINTABUIA M 3aTOBA
NPUJI0KEeHNETO ce OrpaHnYaBa 10 7 THH.

IIpexynpe:xaeHusi NpyM CHeNHAIHH NONMYJIANNH, H3M0JI3BAIIH JEKAPCTBOTO
Ynompeoa na Kcunomemazonun WZF 0,05%npu oeua:

Jla He ce U3MoM3Ba NpH Jiena Mo 2 TOMHH.

ITpu gera mox 6 TOIMIIHA BH3PACT JIEKAPCTBOTO CE OTITCKA IO JICKAPCKO MPEAIHCAHUE C
perenTa.

Jpyru aexkapcerea u Kennomeraszonun WZF 0,05%

HNndopmupaiite Bamms nekap nim ¢apmaneBT, ako H3MI0JI3BaTe, HACKOPO CTE M3MOJI3BAIH UIU €
BB3MOKHO J1a M3II0JI3BATE JIPYTH JIEKAPCTBA.

Jla He ce mpuiara mpoayKTa o BpeMe Ha JIeYeHHe ¢ TPHLIUKINYHY aHTHIenpecanTy wim MAO
WHXAOUTOPH (JIeKapCTBa, M3IMIOJI3BAHH 34 JICUEHUE Ha JACTIPECHS ), IOPaI ChOOIICHHS 3a PEIKH
CiIy4au Ha B3auMmojieiicTBusl. EnHoBpeMeHHaTa ynotpeba ¢ Jpyrd CUMIAaTUKOMUMETHIIN
(edenpun, nceBgoedenpuH) TpsiOBa ga ce U30TBA.

BpemenHnocT u KbpMeHe U (pepTHIANTET

AKko cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKe Ja CTe OpeMEeHHa WM TUIAHUpaTe
OpeMeHHOCT, MOChBeTBalTe ce ¢ Bamms nekap wim hapmaneBT npeau ynorpedaTa Ha TOBa
JIEKapCTBO.

ITopanu nurca Ha IOKa3aTENHH MIPOYUYBAHUS 32 €(DEKTUTE Ha MIPOAYKTA BbPXY IJIOJA U ThH KaTo
HE € U3BECTHO JaJii JIEKapCTBEHOTO BEIIECTBO CE EKCKPETUPa B KbpMaTa J1a HE ce Ipuiiara o
BpeMe Ha OpEMEHHOCT B KbpMEHE.

lo¢pupane u ynorpeda Ha MALLIMHM:

[IponyKTHT € mpeaHa3HaueH 3a KPATKOTPAWHO JIeUeHrE, HO MPHU MPOAbIIKUTEIIHA yIIoTpeda U BHB
BUCOKH JIO3W HE Ca U3KIIFOUEHHN CUCTEMHH e(eKTH BbPXY ChPJEUHO-ChJOBATA CUCTEMA, KOETO
MOJK€ J]a HapyIu clocoOHOCTTa 3a modupaHe 1 padoTara ¢ MalluHH.

Kcunomerazonun WZF 0,05% cbabpika 6eH3aIKOHHEB XJIOPH/
Twit KaTo JIEKAPCTBOTO ChABPKA OCH3ATKOHHUEB XJIOPH/I, JICUCHUETO MOXKE JIa PEIH3BUKA
JIOKAJIHO JIpa3HEeHe Ha Ha3allHaTa JIMraBuIIa.

3. Kak na nznonsBare Keninomerasoaun WZF 0,05%

Bunarn n3non3saiite ToBa JICKApPCTBO TOYHO KAKTO € OIIMCAHO B Ta3W JIMCTOBKA WUJIKN KaKTO Bue
ka3an Bammwmst nekap, wim ¢apManeBT. AKO HE CT€ CUTYpHH B Helllo, onuTaiite Bammus nexap
i dapMaresT.

Besika kanka ceabpxka 0,025 mg KCHIIOMETa30IMHOB XHUPOXJIOPHI.

Ieya om 2 00 12 200unu
Jlokanno o 1 - 2 xanku 0,05% pa3TBop BB Besika HO3/pa 1 - 2 TbTH THEBHO.

IloBTOpHaTa ynoTpeda TpAdBa Aa ce N3BBPIIBA CAMO B CJIy4aii, 4ye JIeYeHHeTo e
NMPEeKBCHATO 32 HAKOJKO THU.

JleuenneTo He TpPsAOBa Ja NPOABLIKABA NTOBeYe OT 3-5 THU 0e3 KOHCYITAIUS C JeKap.
[la He ce npuiarat 034 M0-BUCOKH OT IPENOpPbUYaHUTE.

ITopangu xurHeHHN CHOOpAKEHUS €THA OTIaKOBKA TPSOBA Ja CE U3IOI3Ba CaMO OT SAMH IAIMCHT.

AKO cTe IpuesIu MOBedve oT HeoOxoauMmarta no03a Kemnomerazonun WZF 0,05%
3HAYUTEIIHO MIPEI03UPAHE WK CIIydacH IMepopaieH IprueM Ha IMPOAYKTa, 0COOEHO OT Jela, MOXKe



Jla IpeIN3BHKa CHHIIMBOCT, Pa3CTPOMCTBO HA 3PEHNUETO, TI1aBO0OINE, HEPBHOCT, HApYIIEH
ChpJICUEH PUTHM, OC3CHHHE.

Jbaro mpuiarane MoXke Ja A0BeE 10 BTOPHUEH PHUHUT, yCTOWYMB Ha JeueHue (rhinitis
medicamentosa).

B cnyuait Ha ipeo3upane € He00X0AMMa KOHCYIITAIUS C JIeKap.

CuUMIITOMAaTHYHO JICYCHUE Ce MTPOBEXK/Ia CHIIIACHO Ha3HAUYCHHUETO Ha Jekaps. [I[pomuBka Ha
cTOMaxa ce TpaBH caMo B cIy4ail Ha CIIy4aiHO [EepOpaHO MOTIIbILIAHE.

4, Bb3MOKHHU HeXKeJTaHU JIEKAPCTBCHU peaKIUMU

Karo Bcuukw iekapcTBa, TOBa JIGKAPCTBO MOXKE Jla MPUIMHU HEXEIIAHH PEaKI[|H, BHIIPEKH e He
BCEKH T'H [TOJTy4aBa.

Hexenanute nekapcTBEHU peakiMy Morar Ja ObJIaT: MHOTO 4eCTH (3acsraT moBede ot 1 Ha 10
Iymm), gectu (3acsrat > 1/100 go < 1/10 pymm), Hedectn (3acsarar > 1/1000 qo < 1/100 mymm),
penku (3acsrat > 1/10 000 mo < 1/1000 xyuru), mHOTO peaxu (3acsrat < 1/10000 gymum), ¢
HEU3BECTHA YeCTOTa (IIPY HATMYHUTE JaHHU HE MOXKE Jla CE HAlPaBHU OLICHKA).

OO0y HapyluIeHUs1 M TAKMBA, CBbP3aHH € HA3aJIHOTO NPWIOKEeHHUe:
Penxu: nokanHo Apa3HeHe, IapeHe, HENPUATHA CyX0Ta Ha Ha3allHaTa JIMI'aBUIa;
MHoro penku: c1abocT, MPUIOIIaBaHe.

PecnnupaTopHu ¥ rpbAHN HAPYUICHUSA
Penxu: xuxane.

Hapyuwienusi Ha HepBHATa cUcTEMA
MHoro pezku: r1aBo6oue, CbHIMBOCT WM H3pa3eHa ceflalys cliell Ipeao3upaHe.

Hapyumenusi Ha cbpAeYHO-CHI0BATA CHCTEMA
Penxu: cbprieOueHe, MoBuilaBaHe Ha KPhBHOTO HaJISTaHE.

Cpol0maBaHe HAa HEJKEJIAHH PeaKIHHU

AKO MoJTyuHnTe HAKaKBU HEXEJIaH! JIEKApCTBEHH Peakly, yBeaomere Bamus nexap mium
(papMaueBT. ToBa BkIIOUBa BCHUKHU BB3MOXXHH, HCOITMCAHU B Ta3U JIMCTOBKA HCXKCJIAHU PCAKI[UU.
Mosxete ChIIO J1a ChOOIUTE HEXKEJIAHN PEaKLIUU JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMa 3a
cboO1IaBane, mocoueHa B M3mbiaHuTeIHA areHLus 110 JeKapcTBara

yi. ,,Jlamsa I'pyeB” Ne 8

1303, Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Karo C’LO6H_[aBaTC HCXKCJIaHU PCaKIIUU, MOXKETC Aa AaZICTC CBOA IIPUHOC 3a IOJIy4YaBaHC Ha
IIOBECUYC I/IH(bOpMaLII/ISI OTHOCHO 0€30IaCcHOCTTAa HA TOBA JICKApCTBO.

5. Kak na coxpansBare Kennomerazonun WZF 0,05%
Jla ce chxpaHsiBa Ha MSCTO, HEJIOCTBIIHO 3a JIelia.

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

CpoKk Ha TOJHOCT CJIe OTBapsHE Ha OMaKkoBKaTa - 12 ceamMuIy.

He u3non3paiite ToBa gekapCcTBO CleA JaTaTa Ha U3TUYAHE HA CPOKA HA FOJTHOCT MOCOYEHA Ha
OINaKOBKATa.

He uzxBbprsiiTe nekapcTBaTa B KaHAJIU3AIMATA WIA B KOHTEHHEpA 3a JJOMAITHH OTTIA bIIH.
ITommuatiTe Bammust dhapmarieBT Kak /1a H3XBBPIIATE JIEKapCTBATa, KOUTO BeUe HE M3IOJI3BATE.
Te3u MepkH Ie CHOMOTHAT 3a OIa3BaHE Ha OKOJHATa cpefa.


http://www.bda.bg/

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

Kaxkso cbabpixa Kensomeraszonun WZF 0,05%

- AKTHBHOTO BELIECTBO € KCHJIOMETa30IMHOB Xuapoxiopua. Beeku ml ot pasreopa
cpaepxka 0,5 My KCHIIOMETa30IMHOB XUAPOXIOPHI.

- Hpyru cveraBku ca: Hatpues quxuaporendocdar .H20, nunarpues xuaporenpocdar .12

H20, narpues xiopun, copouroi, guHatpuii-EJITA, OeH3aIKOHNEB XJIOPHI, TIPEUHUCTEHA BOIA.

Kaxk m3raexnaa Kennomerazomnn WZF 0,05% u kakBo chIbpKa OMAaKOBKATA
IMonuerunenos ¢uakon (10 ml) ¢ munera u kamavka ¢ rapaHIIMOHEH NMPBCTeH. Beeku (akoH e
[IOCTaBEH B KAPTOHEHA KyTHsI C HEOOXOAMMHUTE 0003HAYCHHS U JINCTOBKA.

IIpuTexkaTes Ha pa3penieHHETO 32 yNOTPe®a M MPOM3BOIUTE]
Warsaw Pharmaceutical Works Polfa S.A.,
22/24 \Karolkowa Str.; 01-207 Warsaw, [Tomma.

3a gonmpaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPXKETE CE€ C JIOKAIHUS
NPEACTAaBUTEN HA MIPUTEXKATEIS Ha Pa3pelieHUETo 3a ynoTpeoa:

»»3.D. [IOJIGAPMA C.A. - xioH ,,bearapus™

yi1. ,,CumeoHoBcko moce™, No 85, et. 3, oduc 3, CTyaeHTCKH Tpaj
Codust 1734, bearapus

ten. 02/4400843

IIaTa Ha MOCJIECAHO MpepasrjieKaane Ha JUCTOBKaTa



