"™ PUMTESIHA ATEHLMA 110 NEKAPCTBATA
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JlucroBka: HHpopMANNA 32 NAIHEHTA

KCHJIOTEJ 0,1% ren 3a.s0¢ L6/ FaA7 Fip-F 123
XYLOGEL 0.1% nasal gef™

. el
Kcunomerasonunor xuapoxnopun (Xylometazoline hydrochloride)

IIpoveTeTe BHAMATEIHO HNAATA JIHCTOBKA, NPEAH A2 3a009HETE A2 H3N0/I3BaTe TOBA

JNIEKAPCTRO, Thii KATO TH CHABPXA BaxkHa 3a Bac nndopmauns.

Bunarn u3nonseaiite ToBa 1€KapcTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA HWIH KakTo Bu ¢

Ka3as Bawmar nekap vnu dapmauesr.

- 3anasere Ta3d MMCTOBKA. MoXe fia ce HAJIOXKH Ja 1 IIPOUETETE OTHOBO.

- Ako ce Hy)aaeTe OT JOMBJIHKTE/IHE HHOOPMALIMA WIH ChBET, nonuraiite Bamisg
dapmauesT.

- Ako noyunTe HAKAKBA HEKENaHH JISKAPCTBEHH peakuuu, yseaomere Bawuusa nekap wiu
tapmauesT. ToBa BKIIOYBA H BCHYKH Bb3MOXKHH HEXKENAHH PEAKLIHH, HEOTTHCAHH B Ta3H
JHCTOBKA. Buskre Touka 4.

- Axo cnep 3-5 AHu He ce uyBcTBaTe no-A106pe WK cheTosiHreTo By ce Browu, Tpabea aa
MOTHPCUTE JIeKapcKa NOMOLL,

Kaxpo cbIbpka Ta3H JAMCTOBKA:

1. Kaxso npencrasnsaea Keunoren 0,1% M 3a KakBo ce U3non3sa

2. Kakso TpaGea ja 3HaeTe, npeau aa wanonssare Keunoren 0,1%

3. Kak na uanonssare Keunoren 0,1%

4.  BB3MOKHHM HesenaHy NeKapcTBEeHH PeakLyy

5. Kax na cexpanasare Keusoren 0,1%

6.  CopabprkaHHe Ha OMAKORKATA W JOTBIHATEHA HHOpMALH

1. Kakso npeacrapagsa Kenaoren 0,1% H 3a KaKBo ce H300/13B2

NpoaykreT Kennoren 0,1% e noa ¢gopmara Ha ren U ChAbLPKA KCHIOMETA30HHOB XHAPOXIOPHA.
T[TpHnoKEH BEPXY AUraBHLATA, IPEAH3BHKBA CBHBAHE Ha KPBBOHOCHHTE CBHIOBE, JIHKBHIANPA
OTOKAa, MOTHCKA XHNEPEMHATA HA JIMTaBHLIATA HA HOCOMNBTKATA H HAMaNABa KOJIHYECTROTO Ha
ceKpera, T.e. obnexyara xpemara. JlekapcTBoTo € oA ¢opMara Ha ref, KoeTo AOITBIHHTENHO
TIPaBH BB3MONKHO OBJIAKHABAHETO Ha HA3A/THATA JTHrAaBHLA 0e3 NPOHHKBAHE B HA3AIHHTE KyXHHH
H B T'BPIIOTO.

Kcunoren 0,1% ce npunara npu pu3pacTHu 1 Aeua Han 12-rogduiHa Bb3pact.

JlekapcrBoto Keunoren 0,1% ce npunara 1oKaiHo 3a CrIOMararesiHO fieHeHHe npu:
- OcTBp pHHUT ¢ BHpYyceR ik GaKkTepUaieH NPOH3XOA.
- OCTBp wiH XpOHHYHO OBOCTPALL CE CHHYHT.
- ANEpTHYEH PHHMT.
- OTnTHC MeIHA KATApAITHC aKyTa - ¢ Lie/ BB3CTAHOBABAHE Ha NIPOXOAMMOCTTA Ha
Escraxuerara Tpuba.

2.  Kakso TpabBa na 3HaeTe, npean aa w3noassare Keunoren 0,1%

He m3nomsaiite Kenaoren 0,1%, axo umare: —

- AKO CTE aNepruiHi KbM aKTHBHOTO BELECTBO WK KbM HAKOA OT OCTaHA ¥
TOBA JieKapcTBO (H30pOoeHH B Touka 6).

- Ha He ce nprnara npu NauKeHTH cael XUNOQH3EKTOMHS MK A Ap
YEPEITHOMO3BYHH ONSPaLHH.

- Cyx atpodHueH punuT.




Ipeaynpexaennn H OpeINa3HH MEPKH
Tosopere ¢ Bamua nexap win dapmauest, npeau aa usnonssare Keunaoren 0,1%,
- ako cTpazare oT 3abonABade Ha CLPUETO (HAMPHMED CHHIPOM Ha yabJbkeH QT nHTepBan).

Hsznonzealime Kcunozen 0,1% c nosuweno enumanue npu nayuenmu:

- MIpH KOMTO e/l NPUIIOKEHHE Ha APYTH JIeKapeTBa ¢ nofobHo neficTeue
(cMMNaTHKOMHMETHLH) ca Hab/IIOAABAHM CEHHTE CHMOTOMH: $e3CchHHE, CBETORBPTEK,
TPEMOp, APHTMHHU WIH XHIIEPTOHHS;

- ¢ UHPKYNIATOPHH HapyIleHHA (Hanp. apTepHalHa XHNEPTOHHA, aHrHHaA NEKTOPHC), 3aXapeH
AvabeT, 3aKpHTOBLIEJIHA [J1aYKOMa, MPOCTATHA XHNEPTPOGHA, XHNEPTHPSOHIH3EM.
[NaupeHTHTe C TakuBa 3abonasanua Tpabea fa ce KOHCYATHpAT C JIeKap NPeay Aa
3aN0YHaT JIEYeHHe ¢ TOBa NlekapcTBo.

[poaykTeT He GuBa Aa ce MpUara Npy NALMEHTH ¢ XPOHHYEH HIIH BA30MOTOPEH PHHHT, KOHTO

ca MpeApa3NofAMmKeHH KbM YAb/KaBaHe Ha TepanuaTa noseue oT 5 aHM. [Tpoawxurentara

ynorpeba (No-ABAro oT NPenopPbYaHUA CPOK) MOKE 112 IOBEAE A0 BTOPHYHA Ba3OIHIIATALHA H

KAaTO MOCAEAHLA 0 ATPOTEHEH PHHHT.

Cneyuanio sHuManue npu HAKOU CREUUATHY ZPYNY HINOAICAULL TEKAPCIMBOMO:
Jdena A 0HOWA
Kcunoren 0,1% ce npunara npy neua Haa 12 roaMiuHa Bb3pact.

Apyru nekapersa 1 Kewnorea 0,1%
Hudopmupaiite Bamua nexap win dapManesT, 2K H3M0N3BATE, HACKOPO CTE H3MOI3BAITH
HITH € Bb3MOXKHO A H3MO3BaTe APYrH IEKapCTBa.

Mons nudopmupaiite Bawns nexap ako npHeMare WiH HACKOPO CTE MPHEMANH BCAKAKBH ApYTH
JieKapcTEa, AOPH H TE3W KOMTO He ca Bu Ounu npeanucaHy. OtbenssaHH ca peAKH Cly4ad Ha
B3aUMOACHCTBHE ¢ TPHUMKAWYHH anTuzenpecadTH H MAO (nexapcrsa, H3NON3BaHH NPH
Aenpecks) HHxuGuTopu. Ja He ce mpunara Kewnoren 0,1% no Bpeme Ha IeYeHHE ¢ Te3H
[penapary.

EanoBpeMeHEOTO NPHJI0KEHHE HA NPENAPATA C APYTH NPeNnapaTH ¢ moaobuo aelicrene
(cHMNATHKOMHMETHIK), HANP. edeApHH, NceBaoedeapuH TPabsa aa ce n3baArBa.

BpemeHHOCT, KbpMeHe H GepTunTeT

Ako cTe GpeMeHHa HITH KBPMHTE, CMATaTE, Y€ MOXKe Ja CTe GpemMeHHa WM nnaHupare
GpemeHHOCT, nockBeTBaliTe ce ¢ Bamuns nekap unM papmalesT npeau ynorpebata Ha ToBa
NeKapcTBo.

Koncynrupaiite ce ¢ nekap npeau ynorpeba.
Ha ne ce npunara Keunoren 0,1% npu 6pemenHu.

Mlodupane u paGoTa Ha MAWWREA

[TpoaykTsT € NpegHa3sHaYeH 32 KPATKOTPAHO JieYeHKe, HO [IPH MMPOAB/DKHTENHA ynoTpeba H
BBB BUCOKH 1034 HE Ca H3KIKOYEHH CHCTEMHH €(eKTH BbPXY ChPAECHHOCHA0BATA CHCTEMA H
IJHC, xoeTo mose ga Hapyiuk ciocofHOCTTA 32 wodupaHe W paboraTa ¢ MALLMHH.

Kcnnoren 0,1% cbabpxa GeR3ankonnym xaopus
Tosa nexapcrso chabpika 0,1 mg GeHzankoHHeB XJIOpPHA BBB BCEKH rpaM. BeH3aIKOHHEBHAT

XJIOpHA MOXE na IPHYUHH JPa3HeHE WIH NOLYBAHE HA HOCHATA JIMraBHIA, ocobeH
H3nOon3ea NPOALILKHTENHO.

3. Kaxk ga manoaseate Keniorea 0,1%

Bunarn usnonssaiite Tosa NEKAPCTBO TOYHO KAKTO € OMMHCAHO B Ta3H JIHCTOB




e kasana Bawara nexap uin dapmaleBT. AKO He CTe CHIYPHH B HeLlo, nonuTaite Bawuus
nekap UM apMauesT.

Kewunoren 0,1% ce usnonssa 3a npuiiokenne B HOca (ChLIO W MPH Bb3NAIEHHE HA CPEAHOTO
yX0).

[IpoaykTsT ce npunara npu aeua Haa 12-roauiiHa BL3pact.

EnHo BnpbekBaHe OT onakoBkara ¢ 103aTop chabpika 0,1 mg KCHIOMETa301MHOB
XHIPOXJIOPHA,.

Heya nao 12 200unu u ev3pacmmu:

Enno BnpbckBaHe BBB BCAKA HO3/apa Ha BeekH 8-10 yaca.

OGukHOBEHO NleueHHeTo He TpsOBa 1a npeBuIIaBa 3-5 JHH.

ITosTopna ynorpeda 1a ce H3BBLPWIBA CAMO B C/Iy4aii, 4e NPHI0KEHHETO HA NPOAYKTA €
0nJ10 NPeKBLCHATO 32 NEPHOJ OT HAKOJAKO IHH.

[lopaau xurueHHH cbobpaxkeHHs eaHa onakoBka TpabBa aa ce U3MO3Ba CamMo OT €HH

NaLKXEHT.

Bunaru usnoassaiite ToBa JIeKapCTBO TOYHO KAKTO € ONMHCAHO B TA3H JHCTOBKA HJIH KAKTO
Bu e kazan BamusT nexap nian gapmanesT. AKo He €Te CHIYPHH B HEIIO, IONHTAliTe
Bamns nexap nan papmauesr.

Hauun na npanoxenue:

[Ipenu nbpBOTO NpHIOKEHHE HA OMAKOBKATA, C/IE/l CBAISHETO Ha 3alMTHATA Kanayka, 3-5
MBTH [1a C& HATHCHE 103aTOPbT, [0 NoABaTa Ha NPOJAYKTa B HAKOHEYHHKA, BbpXbT Ha
HaKOHEYHHKA Ce NocTaBd B Ho3apaTa. HaTucka ce 103aTopbT, KaTO OMAaKOBKATa C€ JbpPiKH
BEPTHKAIHO, KOETO M03B0JIsABA pa3npbCKBAHE HA JIEKAPCTBOTO B HOCA.
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Axo echexmom na Kcunozen 0,1% eu ce cmpysa mevpoe caab unu mevpoe cunen,
KOHCYAmMupaiime ce ¢ rekap HezabasHo.

AKO cTe H3M0J13BAJIH NoBeve oT HeoGxoaumara ao3a Kenaorea 0,1%

B ciyuaii Ha npeo3upaHe WK HHUMAEHTHO OPATHO NOMAbLIAHE, MABHO MPH JeLa, MOraT Ja
ce Hab/OAaBAT CJIEIHUTE CHMITTOMH: Y4YECTABAHE HA ChP/EYHaTa AeHHOCT, MOBHILIABAHE HA
KPBBHOTO HaJiiraHe, CbHIHBOCT, [NTOTHCKaHE Ha JHULIAHETO, pa301'poi7|c1"Ba Ha Cb3HAHHETO.
3HauMTeNHa cellallis MOXKE Aa Ce MOABH NpPH JeLa.

B cnyuaii Ha npenosupaxe e HeoGxoauma KOHCYTALKS ¢ JeKap.

CHMNTOMATHYHO JIeUEHHE - CHIIACHO NPENOPbKUTE HA JleKaps.

Axko cTe nponycnasan aa n3nosssare Kennorea 0,1%
He B3emaiite nBoiina no3a, 3a 1a KOMneHcHparte NponycHaTata
4.  Bb3MOKHH HeKeJJAaHH JEKAPCTBEHH PeaKIHH

KakTto BcHukH JICKapCTBa, TOBA JIEKapCTBO MOXKE J1a MPHYHHH HEXKEJIaHH peakLHH
HE BCCKH I'M MNoJy4asa.

Heuecty Hexenanu peakuuu (Morar aa 3acersar 1o 1 na 100 aymwm):
- KbpPBEHE OT HOCa

Penxu nexenanu peakuuu (Morar aa sacernar 1o 1 va 1 000 gywn):



- JIOKAJTHO Apa3sHEHE, NIapeHe, HEMPHATHA CyXO0Ta Ha HazalHaTa IHraBuLa,
- KHXaHe.

MHoro pexy HexenaHu peakuus (MOFaT Aa 3acersar ao 1 Ha 10 000 qyum):
- ¢nabocT, NMpHIIOLIABAHE, rafeHe,

- rnapofonue, CbHAMBOCT HIIH H3pa3eHa celalua Clell Mpefo3HpaHe,

- cbpuUebHeHe, MOBHLLIABAHE HA KPLBHOTO HAJIATAHE.

Crobmanane Ha HeXe/IAHH PeAKIHA

AKO NONy4HTe HAKAKBH HEXXEJIaHH JISKAPCTBEHH PeakiUuu, yseaomeTe Bawna ekap win
¢apmariesT. ToBa BIUTIOUBA BCHYKH BB3MOKHH HEONHCAHH B Ta3H JIHCTOBKA HEXENAHH PEakuWH.
Moxkere cbio Na CHOBLINTE HEXENAaHH PEAKLIWH ANPEKTHO Ypes3

HsmeinuTenna areduus no nekapcereata

ya. Jlaman I'pyes” Ne 8

1303 Codua

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Karto crofliaBaTe HexxenaHd peakumu, MOXeTe a JajeTe CBOA NIPHHOC 32 NOMyYaeaHe Ha
noseve HHOOPMALNA OTHOCHO G€30MacHOCTTA Ha TOBA JIEKAPCTEO.

5, Kaxk ga coxpanasare Kensoren 0,1%

Ja ce cuxpansBa B Ao0pe 3aTBOPEHA ONaKoBKa.

Ha ce coxpaHasa npu TeMneparypa 20 25°C. Jla ce MasH OT CBETIHHA,

Jla ce cexpaHsBa Ha MACTO, HEZOCTHITHO 33 Jela.

Cpok Ha roaHocT cie MepBOHavyanHa ynotrpe6a - 12 ceamuum.

He u3snon3saiite ToBa NekapcTBO cnel cpoka Ha MOIHOCT, OTGENA3aH BBPXY KAPTOHeHATa
OTIaKOBKa., _

CPOK']:T HA rogHOCT OTrOoBaps Ha NOCNEAHHA JEH OT MOCOUYEHHA MECELL

He u3xpppiisiiTe nekapcTpaTa B KAHATH3AMATA KW B KOHTEHHEDA 38 AOMALIHK OTTIABLIH.
[fonuraiire Bawnsa dapMaleBT kak f1a H3XBBPIATE ASKAPCTBATA, KOUTO BEYE HE H3MOJI3BATE.
Tean MepkH e CIOMOTHAT 32 ONa3saHe HA OKO/HATA Cpe/a.

6. Cpgbpxanne Ha OHAKOBKATA H JONBJIHHTEIAA HAPOPMAHA

Kaxso cuaspxa Kenioren 0,1%

- AKTHBHOTO BELIECTBO & KCHIOMETA3Z0HHOR XHAPOXIOpHL.

- Opyru cueTaBxu (MOMOIIHH BELLIECTBA) CA: HATPHEB XJIOPHA, HATPHER JuXHAporeHdochar
XHAPAT, AWHATPHEB XHAporeHdochar noaeKaxuapar, copGHTON, GeH3aTKORHER XJIOPHA,
ABYHATPHEBA COMT HA €THASHAMAMHHTETPAOLIETHATA KHCEIIHHA, XHAPOKCHETHIILICTY 1038,
[JIMLUEPO, NPEYHCTEHA BOJA.

Kax m3rnexaa Kennorea 0,1% 1 KakBo cbabLpxa oNAKOBKATa

[poayxreT Kennoren 0,1% e 6e3userHa nian nouru GesuseTHa, Npo3pauHa WiH JEKO
ONANEeCLIEHTHA BHCKO3HA TEHHOCT.

Onakogka:
Onaxoska ot nnactmaca HDPE - 10 g,

IIpuTexaTen na paspemicHReTo 3a ynoTpe(ia H NPOA3BOAHTEN
IIpuTexaTe Ha paspelleHRETO 3a ynoTpeda

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.




01-207 Warsaw, IMomua

Hpoussoauren

Zaklady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu

ul. Wiadystawa ELokietka 10

98-200 Sieradz, Nomua

3a ROMBLIIHHTENHA MHOPMALIHA OTHOCHO TOBA IEKAPCTBO, MO, CEBPIKETE CE C JOKAIHHS
NPEACTABHTEN HA NPHTEKATENA Ha paspeLieHHETO 3a ynoTpeba:

»3. ©. [Nondapma — kioH Brarapug”

Codns, 1734, Crynenrcku rpan

Oyn. ,,Cumeonoscko woce™ 83, eT. 6, oduc 10

Ten.: 02/440 0 843

,I[a'ra HA NOCHeAHO Mpepasriexgate HA JHCTOBKATA:




