JIucroBka: HHpopmMaL s 32 MALHEHTA

o930
KCHUJIOMETA30JIMH WZF 0,1% xanku 3a HOC, pa3TBOp
KcunomemazonuHo8 Xxuopoxnopuo
- Zo¥So 130 R

XYLOMETAZOLIN WZF 0,1% nasal drops, solution
Xylometazoline hydrochloride

[IpoyeTeTe BHHMATENHO LSJIATA JHCTOBKA, MPEAH 2 3aM04HeTe 1a NpHeMaTe TOBA

JIeKapCcTBO, Thil KaTO TH CbAbP:KAa Ba)KHa 32 Bac HHpopmauus.

BuHary npuemaiite TOBa I€KapcTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA WJIH KAKTO Bu e

ka3zan Bawus nekap Wi ¢papMaLesT.

- 3anaszeTre Tasu JUCTOBKA. Moxe J1a ce HAJI0XKHU 1a A NpPOoYeTEeTE OTHOBO.

- AKO UMaTe HAKAKBH JIOMbJIHUTEHH BBIIPOCH, nonuraiTe Bawus gapmMaiesr.

- AKO NOJIyuNTE HAKAKBH HE)XEJIaHH JIEKApPCTBEHM PEakLMH, yBeaomMeTe Balus jekap uiu
dapmaueBt. ToBa BKJIFOUBA M BCHYKH Bb3MOXKHH HEXEJIaHW PEaKLHH, HEOMHCAaHH B Ta3H
nucToBKa. Bwkre Touka 4.

- AKO He ce 4yBCTBaTe Nno-100pe Win ChbeTosHUEeTo BH ce Biiowmu cnea 3-5 nHH, TpsOBa Aa
MOTHPCHUTE JIEKapCcKa MoMOLL.

KakBo ¢baABp/Ka Ta3H JIHCTOBKA:
Kaxso npencrasnssa Kcunomeraszonud WZF 0,1% 1 3a kakBO ce W3M0/13Ba

L,

2. KakBo Tps#6Ba 1a 3Haere, npeau aa npuemere Keunomeraszonun WZF 0,1%

3. Kak na npuemare Kcunomerazonua WZF 0,1%

4, BB3MOXHHU HEXKENTaHU peakUuH

. Kak na cexpansBare Kcunomeraszonun WZF 0,1%

6. ChbabpiaHUe Ha OMAKOBKATa M JOMBbJHUTENHA HHPOpMALIUS

1. Kakso npeacrasasiBa Kcnaomerasoaun WZF 0,1% u 32 KakBo ce H310.13B2

KcHoMeTa3oIMHBT € MPOU3BOAHO HAa HMHAa30aKHa. [IpuTexaBa CHMIIATHKOMHMETHYHO
neiicteue. [IpunoxeH BbPXY JUraBULIaTa Ha HOCA, NPEAU3BUKBA CBUBAHE HA KDBBOHOCHUTE
CBhIOBE, MPEMaxBa O0TOKa, MOTUCKA XUIIEpEMHATA HA TMraBHLIaTa HA HOCOTIBTKATa U HAMAJIABA
KOJIMYECTBOTO Ha CEKpETa.

3a HaMaIgBaHe OTOKA Ha HOCHATA JIMraBHLIa NPU OCTpa XpeMa, NMPHCTHITK Ha OOWJIEH HOCEH
ceKkpeT (Ba30OMOTOPEH PUHHT), allepruyuHa Xxpema (ajnepruyeH puHHT).

2. Kakso Tps6Ba aa 3Haete, npeau aa usnoassate Kensnomerasoaun WZF 0,1%

He ynorpeésisaiite Kcuaomeraszoann WZF 0,1%

- aKO CTe aIepruyHi KbM KCHIOMETa30IMHOB XHAPOXJIOPH HIH HAKOS OT APYTrHTe
CbCTaBKHM Ha TOBA JiekapcTBO (U30poeHH B T. 6);

- aKO MMaTe 3aKpPUTOBIbJIHA IN1ayKOMa,;

- aKo CTE MpeTbpNean XUrnoQu3eKTOMUA WK Jpyra YepernHa HHTepBEHLIHS;

- ako uMare cyx arpoduuen puHut (rhinitis sicca).

IMpeaynpexaeHHsi H MpeANa3sHH MePKH

[oBopere ¢ Bamus jiekap uiu papMalesT, Npeau aa npuemere KennomeTasonnH WZF 0,1%,

- aKo crpazare oT 3abonsBaHe HA ChPLETO (HApUMeEp CHHAPOM Ha yabmkeH QT
HHTEPBAJ).

- [NpH NALMEHTH, MPU KOUTO CJIe NMPUIOKEHHEe Ha CHMITATHKOMHUMETHLM Cca HabJr0JaBaHU
ClIeJHUTE CUMITTOMH: O€3CbHHE, CBETOBBbPTEXK, TPEMOP, apUTMHH HJTH XUTIEPTOHHA.

- MPU NALMEHTH ¢ UMPKYJIATOPHU HapyIlEHHs (apTepHalHa XHIIEPTOHHUA, aHI'HHa NEKTOPHC),
nuabeT, 3aKpUTOBIbJIHA IJ1ayKOMa, MPOCTaTHa XHNepTPOdHs, XUIIEPTHPEOHAUIBM.



TTpu MaJIKH Jiela — 8KO Ce TIOABAT BB30yaa HiH HapyIeHHS Ha ChH, IEKapCTBOTO TPAOBA Kia ce
cnpe.

Ipa npoab/EKHTEAHS YHOTPe6a HM2 ONACHOCT OT ATPOPHS HA HOCHATA JIHIMABHIA H 3ATOBA
ODpPHJI0KEHHETO Ce OTPaHHYABS 10 7 NHM.

Ynompeba npu deya:
Jla He ce H3MOA3Ba [IPH JeLA IO 2 NOAHHH.

Apyrn aexkapersa H Kenaomerasonun WZF 0,1%

Hudopmupaiite Bauns nekap wiu papMalieBT, AKO HINOJ3BATE, HACKOPO CTE HIMOMN3BAIH HITH ¢
BL3IMOMKHO Ja H3NOI3BATE JPYTH JIEKAPCTBA.

Jla He ce MpHIara MpoAyKTa No BpeMe Ha IEYSHHE ¢ TPHLMKITHIHY aHTHACTPCCAHTH WIH MAO
MHXHOUTOPH (JeKapCTBa, M3NON3BAHH 34 JIeYeHHEe Ha ACMPECHA), MOpaaH ChOOILEHHA 38 PEAKH
Cry9as Ha B3auMoaelicTeud. ExHoBpeMeHHaTa ynoTpeba ¢ ZpyTH CHMIIATHKOMHMETHIIA
(edenpun, ncepnoedenpun) Tpabea Aa ce w3bsAraa.

BpeMeHHROCT, KbpMEHE H QPEePTHAHTET
AKO cTe GpeMeHHA WK KEPMHTE, CMATaTe, 4¢ MOXe Ja CTe GpeMEeHHa WM IUTAHHPATe
6peMeHHOCT, MoCcHBETBaliTe ce ¢ Baums nexap wiu dpapmauesT npeay ynorpebara Ha ToBa

JIEKapCTBO.,

IMTopazy THIICa Ha MOKA3ATEHH NPOYUBAHHA 32 €PEKTHTE HA TPOAYKTA BEPXY II0OAA U Thi KaTo
He e M3BECTHO JANH JICKAPCTBEHOTO BELIECTBO C €KCKPETHPA B KbpMaTa a He C¢ MpHara 1o
BpeMe Ha OpeMEHHOCT H KbPMCHE.

Illojgupane H ynorpeba Ha MAIIHHA
[IpoayKTHT € MpeaHa3HAYCH 38 KPAaTKOTPAHO JieueHHe, HO IIPH NPOAB/DKHTEIIHA ynotpeda H BLB
BHCOKH JIO3H HE ¢4 MIKIOTYEHH CHCTEMHH e(exTH BbPXY CHPACTHO-CBAOBATa CHCTEMA, KOETO

MOXe 3 HapymH cnocoOHocTTa 3a IodHpane ¥ paboTara ¢ MAIIHHH.

Kceunomerazoann WZF 0,1% cpappka 6eHIANKOHHEB XA0PHA

ToBa nexapcTBo chaspxka 0,1 mg GeH3aNKoHHEB XJIOPH] BhB BCeKH ml, beH3aIKOHHEBHAT
XJIOpHA MOXKe Zia MPHYMHH Apa3HeHEe HWiH NOAYBAHE HA HOCHATA JINraBHLIA, oco0eHo ako ce
H3II0J3BR [TPOXBIDKHATENHO.

3. Kax na manonassate Kcuaomerasoann WZF 0,1%

BuHArY H3MOM3BaliTe TOBA IEKAPCTBO TOYHO KAKTO € OMHCAHO B TA3H JIMCTOBKA WM Kakro Ba e
ka3a Bamuar nexap, Win dapmaneBT. AKO He CTe CHTYPHH B HEINo, NonuTalTe Bammid jexap

uiH papMaLeBT.
Besika karnka cegppka 0,05 mg KCoMeTa3soNHHOB XHAPOXJIOPHIL.

Heya nao 12 2o0unu u eb3pacmuy
Jloxamso mo 2-3 xanxu 0,1% pa3Teop BB BCAKA HO3Apa 2 - 3 MBTH AHEBHO.

IosTopaaTa ynoTpeba Tpalna aa ce H3BLPINBA CAMO B Ciyual, e Jevuennero ¢
OPeKbCHATO 38 HEKOJIKO AHH.

Jleuenuero He Tps6Ba Aa NPoaAbLKABA NoBede oT 3-5 AHN (€3 KOHCYATAIMS ¢ JeKap.
Jia He ¢¢ MPAJATAT A03H NO~-BHCOKH OT NpPENOoPLIAHHTE.

TNopan# XMrHEHHH ChOGPAXKEHHA ¢IHA ONAKOBKA TPAOBA g Ce H3MO0/3Ba CaMO OT €MH MALHCHT.

AKO cTe OPHEIH MoBede oT HeoGxoaumaTa no3a Kennomerasonun WZF 0,1% oTkonkero e-
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A8 NPEeAU3BHKA CBHITHBOCT, Pa3CTPOHCTBO HA 3peHHETO, rnaBoboiHe, HEPBHOCT, HApYILIEH
ChpIaeUeH pUTEM, Oe3CHEHHE.

Ilsaro npuiarase Moxe Ja A0BEAES A0 BTOPHYEH PHHHT, YCTOHYHB Ha nedeHue (rhinitis
medicamentosa).

B cnywaii Ha mpeno3npane € HeobxoHMa KOHCYJITALHA C EKap.

CHMITOMATHYHO JICYEHHE Ce MPOBEeKAa CHINIACHO HA3HAYEHHETO Ha nekapd. [lpoMuska Ha
CTOMAaXxa ce MpaBy caMo B ciayvall Ha ciy4yaldHO NepopaiHO NMOTTBIIAHE,

4. Bu3MOKHH HOXKCNARH JIEKADCTBEHH PeaKUHH

Karo BCHYKH JeKapCTRa, TOBA JISKAPCTBO MOXKE 3 MPHIHHH HEXENaHH PCaKLHH, BEIPEKH Me He
BCEKH ' IOJTy44aBa.

HeuecTn HexenaH peakitux (Morar aa 3acertar xo | Ha 100 gynm):
- KbpPBEHE 0T HOCA.

Penxu HexxenaHH peakiiuH (MoraT aa 3acersHar no 1 Ha 1 000 gywu):
- NOKANHO Apa’jHeHe, NapeHe, HeIPHATHA CyXO0Ta HAa HA3ATHATA JIHTABHLIA,;
- KHXaHe.

MHoro peaxu HeXeJIaHH peakiy (MoraT xa 3acerHar go | wa 10 000 nqymn):
- cnabocr, MpUIoLIABAHE;

- rnapofoue, ChHIMBOCT WM M3pa3’eHa cefaluma ciell IMpeao3npaHe;

- cppueOHeHe, NOBHUIIIaBaHe Ha KPBBHOTO HANATAHE.

Crofmanane Ha HeXENAHH PEAKIIHH

AKO NONyYHTe HAKAKBH HEXEJaHH JIEKAPCTBCHH peakiuH, yBeaoMeTe Balllud Jiekap HWiH
dapManeBT. ToBa BKIIOYBA BCHUKH Bb3MOXCHH, HEOIIHCAHH B Ta3H JIHCTOBKA HEXEIaHH PEaKLHH.
Moxere CBIIO Aa CHOOIIMTE HexXeJIaHH PeaKLMH JXPEKTHO Upe3 HallMOHANHATA CHCTeMA 32
cro0maBane, mocodeHa B V3mreaHuTe1HA areHIHa 110 IEKapCTBATA

yi1. ,.Jdaman I'pyep” Ne 8

1303, Codpun

Tea.: +35 928903417

yeGcalit: www.bda.bg

Kato cr0o6imapare HexXeaHH peakiiH, MOKETe 22 Nafere CBOA [IPHHOC 34 NToJIyYaBaHe Ha
nosede HHGOPMAIHA OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cbxpanasate Keuwiomeraszonus WZF 0,1%
Ha ce ¢pXpaHABa Ha MACTO, HEAOCTHITHO 32 JCLIA.

Iia ce cxxpaHsasa nof 25°C. Jia ce na3d oT CBET/IHHA.

CpoK Ha roHOCT CJIe OTBapsHe Ha OMakoBkaTa - 12 ceaMHUH,

He uanonspatiTe ToBa IEKAPCTBO Cliel AATaTa HA M3THHAHE HA CPOKa HA MOAHOCT MOCOYEHA Ha
ONAaKOBKATA.

He maxpuprsiite nexapcTpara B KAHAUTH3AIMATE WIH B KOHTCHHEpA 33 JOMAITHU OTIAABLH.
MNonuraiiTe Bammms dapMalieBT Kak Ja H3XBLIATE JIEKBPCTBATA, KOMTO BEYC HE H3MNOJI3BaTe.
Te3n MepkH 1¢ CIOMOTHAT 3a ONa3BaHe Ha OKOJIHaTa cpela.

6. CuoabpxaHHe HA ONIAKOBKATA H AONMBLANHTEAHA HHOOPMANHS
Kakso coanpxa Kcaiomerazoann WZF 0,1% A

- AKTHBHOTO BELIECTBO € KCHIOMETA30IHHOB XHApOoXAopuA. Beexn ml ot pasraopaf "
chabpxa 1,0 mg KCHIOMETAa30/ITHHOB XHAPOXIODHAL.




- Jpyrure ChCTaBKH Ca: HATpUEB quxuaporendocdar MOHOXHAPAT, AMHATPHCR
xuaporendochar J0AeKaXHEPAT, HATPHEB XNOPHA, COPOHTON, RHHATPHEB eAeTaT, OeH3ATKOHUER
XJIOpMZ, MPEYMCTEHA BOAA.

Kax maraexas Kenaomerazonnn WZF 0,1% H xaKpo chILpPXA ONAKOBKATA
ITonuernneHos rakoH (10 ml) ¢ muneTa 1 xana4ka CBC 3alUTEH NpBCTeH. Boexu duiakoH e
nocrased B KAPTOHCHA KYTHA ¢ HeobxomuMuTe 0003HA9EHHNA H JIACTOBKA,

NipuTexaTE] HA pa3pelIeHAeTO 3a Ynorpela
Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplifiska 19, 83-200 Starogard Gdariski, ITomma

IlpousBoaHTEN
Zaklady Farmaceutyczne POLPHARMA S A.

Oddzial Medana w Sieradzu
ul. Wiadystawa ¥.okietka 10, 98-200 Sieradz, Tlommna

3a JOMBJIHHTETHA HHPOPMALIAA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPKETE C€ C TOKATHHA
NpeICTABHTE HAa IPHUTEXKATENA Ha pa3peineHNeTo 3a ynorpeba:

+3.0. TTOJIOAPMA C.A.-knon ,,bearapus’

yi. ,,CHMEeOHOBCKO Ioce™, No 85, er. 3, opuc 3, CTyAeHTCKH rpaj

Codus 1734, brurapns

ten. 02/4400843
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