JIucToBKAa: I/lH(l)OpMaIll/Ifl 3a manMeHTa

KCHUJOI'EJI 0,05% rea 3a Hoc
XYLOGEL 0.05% nasal gel

Kcumomerasonuaos xuapoxiopun (Xylometazoline hydrochloride)

IIpoyeTeTe BHUMATETHO ISJ1aTA JJUCTOBKA, MPEAM A 3aM0YHETE 1A N3M0JI3BaTe TOBA

JIEKapCTBO, Thii KaTo TA ChABbP:Ka BaxkHAa 3a Bac undgopmanusi.

Bunaru n3nomn3paiiTe ToBa JICKAPCTBO TOYHO KAKTO € OMMMCAHO B Ta3W JIMCTOBKA MM KakTo Bu e

ka3an Bammsr nekap win dapManesT.

- 3anazere Ta3u JUCTOBKA. MoXke /1a ce HANOXKHU J1a 51 IPOYETETe OTHOBO.

- AKO ce Hy)KJ1aeTe OT JOIBITHUTEIHA HH(pOpMAaIus WK ChBET, TonuTaiTe Bamms
(dapmMarnesT.

- AKO TIONTyunTe HAKAKBU HEXEJIaHU JICKAPCTBEHH PEaKIINH, yBenroMere Bamst nexap niu
(hapmarieBT. ToBa BKJIFOYBA M BCUYKH Bb3MOXHH HEXEJIaHHU PEaKI[MK, HEOMMCAHH B Ta3u
JIMCTOBKA. BuxTe TOuKa 4.

- Ako crieq; 3-5 aHM He ce YyBCTBaTe Mo-100pe Wik ChCTOsSHUETO Bu ce Biomy, TpsaOBa ga
MOTHPCUTE JICKApPCKa TTOMOIII.

KakBo cbabp:ka Ta3u JHCTOBKA:

Kaxkso npencrasnsasa Kcunoren 0,05% u 3a KakBO ce U3M0IA3Ba
KakBo Tpsi0Ba na 3Haere, npeau na usnonssate Keumoren 0,05%
Kax na m3momssate Kcumoren 0,05%

Bb3MoXxHN HeXelaH! JIeKapCTBEHU PeaKIuu

Kax na cexpanssare Kcumoren 0,05%

ChIbppkaHre Ha OTIAKOBKATA M JIOMIBIHATEITHA HHPOPMAIIHS

Sk WD =

1. Kakso npencrasiasasa Kcunoren 0,05% u 3a kakBo ce n3noJi3pa

[ponykrst Keunoren 0,05% e mox ¢popmara Ha Tel U ChABPKA KCUIOMETA30JIMHOB
xuapoxyuopun. [Ipunoken BbpXy IUraBUIaTa, Ipean3BUKBa CBUBaHE HA KPHBOHOCHHUTE CHJIOBE,
JUKBUMPA OTOKA, MMOTHCKA XUIIEpEMUsITA Ha JINTaBUIaTa Ha HOCOTJIbTKATa U HaMallsiBa
KOJINYECTBOTO Ha CEKpeTa, T.e. 00JieK4yaBa xpeMaTa. JlekapcTBOTO € moa ¢popmara Ha rei, KOeTo
JOMBTHUTETHO TIPAaBU BH3MOKHO OBJIKHSIBAHETO HAa HA3ajHATa JIUTaBUIa 0€3 MPOHUKBAHE B
Ha3aJHUTE KyXUHHU U B T'bPIIOTO.

Kcunoren 0,05% ce npunara npu aeua ot 3 g0 12-roguiina Bb3pact.

JlexapctBoTo Kemoren 0,05% ce mpuiara JOKaJIHO 3a CIIOMaraTeaHo JICUCHHUE TIPH:
- OCTBp pUHUT C BUPYCEH WU OaKTepHralieH MPOU3XO/I.

- OCTBp WM XPOHUYHO OOOCTPSII] CE CUHYHT.

- ATneprudeH pUHUT.

- OTHTHC MeHs KaTapalluc aKyTa- ¢ IeJl Bb3CTaHOBSIBAaHE Ha MTPOXOIUMOCTTa Ha
EBcraxuesara Tpn0a.

2. Kakso Tpsa6Ba na 3Haere, npeau Aa usnoassare Kennorea 0,05%

He npuemaiite Kennorea 0,05% ako umarte

- AKO cTe aJepriYHd KbM aKTHBHOTO BELIECTBO WIIM KbM HSKOSI OT OCTAHAJIMTE ChCTaBKH Ha
TOBA JIEKapCcTBO (M30POEHU B TOUKA 6).

- Jla He ce mpuiara Ipu NayeHTH CiIe XUIO(PU3EKTOMUS WIN CJe]] IPYTH XUPYPTUIHH
YepemHOMO3bYHH OTEepaLry.

- Cyx arpoudeH puHHT.



[pexynpe:xaeHns u npeanasHu MepKu
ToBopete ¢ Bamws nekap wim dapmarieBt, npenu ja uznonssare Keroren 0,05%,
- aKo CTpajare OT 3a00JsIBaHe HAa CHPIIETO (HAIpUMep CHHAPOM Ha yiabibkeH QT uHTEpBa).

H3znonzeaiime Kcunozen 0,05% c nosuuieno snumanue npu nayuenmu:

- TP KOWTO CJIE]] IPUIIOKEHUE Ha JPYTH JIEKapCTBa C MoI00HO JeHCTBIE
(CUMITATUKOMUMETHIIN) ca HAOIIOJaBaHu CIEIHUTE CHMITOMU: O€3CHhHUE, CBETOBBPTEK,
TPEMOp, APUTMUH HIIN XUTIEPTOHHS,

- C IIUPKYJIaTOPHU HapyIIeHHs (Hamp. apTepruaTHa XUIEePTOHNs, aHTHHA TIEKTOPUC), 3aXapeH
nrabeT, 3aKpUTOBI'BIIHA TTIAyKOMa, TPOCTATHA XUIIEPTPOPUS, XUIIEPTHPEOUTUZHM.
[ManuenTure ¢ TakuBa 3a00JsBaHUs TPSAOBA J1a Ce KOHCYITHPAT C JIeKap MPEeIH J1a 3allouHaT
JIeYEeHHUE C TOBA JIEKAPCTRO.

[IponykThT HEe OMBa J1a ce mpuiiara Mpy NaIlMeHTH C XPOHUYEH MM BA30MOTOPEH PUHUT, KOUTO

ca TmpeApasIoIoKEeH! KbM YABIDKaBaHE Ha TepanusTa mosede oT 5 nau. [IponbinkurenHara

ynotpe0a (1Mo-IbJIro OT MPENopbYaHus CPOK) MOXKE JIa IOBEE O BTOPUYHA Ba30AUIATAIINAS U

KaTo TMOCIICIUTIA IO ATPOTCHEH PUHUT.

Cneyuanno énumanue npu HAKOU CREYUATIHU ZPYRU UINOA36AU4U TIEKAPCHIBOMO:
Jeua u ronomu
Kcunoren 0,05% ce npunara mpu nena ot 3 g0 12-roauiiHa Bb3pacrt.

Apyru nexapcra u Kenutorea 0,05%
Nudopmupaiite Bamms nekap win ¢papMaiieBT, ako H3M0JI3BaTe, HACKOPO CTE M3IOJI3BAIIH
WJIH € Bb3MOKHO [1a U3I0I3BaTE IPYTrH JICKapCTBa.

Moms nnpopmupaiite Bamms nekap ako nprueMaTe WM HACKOPO CTe MPUEeMalll BCSKAKBU
JPYTH JIEKapCTBa, JOPH M T€3U KOUTO HE ca BU Owin npennucann. OTOensa3anu ca peaKu
cllyyad Ha B3aMMOJICHCTBUE ¢ TPULMKINYHYU aHTHAeTIpecanTH  MAO (j1ekapcTsa,
W3M03BaHM NpH Aenpecus) naxuoutopu. [a ve ce npunara Keunoren 0,05% mo Bpeme Ha
JIeYeHHE C Te3U Mpernaparu.

EnHoBpeMeHHOTO NPHJI0KEHHME HA NpenapaTta ¢ APYru npenapaTu ¢ NoA00Ho aeficTBUe
(cMMIaTHKOMMMeETHIH), HANp. edeapuH, NceBIoedeAPUH TPAOBaA 1a ce N30ArBa.

BpeMenHocT 1 KbpMeHe

AKko cte OpeMeHHa MM KbPMHTE, CMSITATE, Y€ MOXKeE Jla CTe OpeMEHHA UM TUIaHUpaTe
OpEeMEeHHOCT, OChBETBaTE ce ¢ Bamms nekap wnu papmaneBT npeau ynorpedaTa Ha TOBa
JIEKapCTBO.

Koncynrupaiite ce ¢ nekap npeau ynorpeoa.
Ha ne ce npunara Keunoren 0,05% npu 6pemeHHH.

Koncynrupaiite ce ¢ nekap npeau ynorpeoa.

Hlodupane u padboTa HA MAIIMHHA

[IponyKThT € mpeaHa3HauYEeH 3a KPaTKOTPaiHO JIeYeHHe, HO P MPOABIDKUTEIHA yHoTpeda u
BBHB BHCOKH JIO3H HE €A M3KJIIOYEHU CHCTEMHHU €(DEeKTH BbPXY ChbpACYHOCHOBATa CHCTEMA U
HHC, xoeTo MoXe Jia HapyIId CIIOCOOHOCTTA 3a opupaHe U paboTaTta ¢ MallllHU.

Kecunuoren 0,05% cbabpska 0eH3aJIKOHHEB XJIOPHU/

ToBa nexapctBo chabpka 0,1 mg GeH3aNKOHNEB XJIOPHU BbB BCEKU TpaM. beH3amkoHHeBHST
XJIOPU MOXKeE J1a IPUIMHY Apa3HEeHe I MOJyBaHe Ha HOCHATA JIMTaBUIla, OCOOEHO aKo ce
U3M0J13Ba MPOIBIDKUTEIIHO.



3. Kak na nanoaszearte Kceunoren 0,05%

BuHaru u3mnon3eaite TOBa JEKapCTBO TOUHO KAKTO € OMMCAHO B Ta3W JIMCTOBKA MK KakTo Bu
¢ kasan BamusT jgexkap win ¢papMarieBT. AKO HE CTe CUTYPHH B HEIIO, MonuTaiTe Bams
JeKap win papmarieBT.

Kcunoren 0,05% ce u3non3sa 3a mpuiiokeHHe B HOCA (CHINO U MPU Bh3NAIICHUE Ha
CPEITHOTO YXO).
IIpoayKThT ce mpuiara mpu jaema ot 3 A0 12-roguriHa Bb3pacT.

Enno BopbckBaHe OT OmakoBKaTa ¢ Ao3aTop chabpka 0,05 mg KeunoMeTa3zonnHOB
XUAPOXIOPH].

Heya na eév3pacm om 3 0o 12 eodunu:

Enno BnpbCckBaHe BBB BCsIKa HO3Apa Ha Bceku 8-10 vaca.

OOUKHOBEHO JICUEHUETO HE TPSAOBa 1a MpeBuIIana 3-5 IHU.

IToBTOpHAa ynoTpeda 1a ce M3BHLPIIBA CaAMO B CJIy4aii, 4e NPUJI0KEHHETO HA MPOAYKTA €
0MJI0 MPEKHCHATO 32 EPHOJ OT HIKOJIKO JHU.

ITopanu xurreHHn CHOOpPAKEHUS €THA ONIaKOBKA TPSOBA Ja CE U3IMOJI3Ba CaMO OT SINH
MaIACHT.

Bunaru u3nos3BaiiTe TOBa JIEKAPpCTBO TOYHO KAKTO € ONMMCAHO B Ta3W JMCTOBKA WJIH KAKTO
Bu e kazan BamusT nexkap niu apmaneBT. AKO He CTe CHTYPHH B Helll0, ONMMUTATe
Bammus Jexap uiam papmaneBT.

HauuH Ha npuioKeHune:

[Ipenu nbpBOTO NPUIIOKEHUE HA OIIAKOBKATA, CJIE]] CBAJIIHETO Ha 3alllUTHATA Kanadka, 3-5
IIBTH J]a C€ HATHCHE J103aTOPBT, A0 MOsABaTa Ha NMPOJYKTa B HAKOHEUHUKA. BEpXbT Ha
HaKOHEYHHUKA ce IOCTaBs B HO3ApaTa. HaTucka ce 103aTopbT, KaTO OAKOBKATa CE IbPKH
BEPTUKAIHO, KOETO MO3BOJIABA PA3IPhCKBAHE HA JIEKAPCTBOTO B HOCA.

Axo egpexmvm na Kcunozen 0,05% Bu ce cmpysa meévpoe crab unu mevpoe CuieH,
KOHCyImupatime ce ¢ jlekap He3abasHo.

AKo cTe N31m0J13Bajin nmoBeve oT Heodoxoaumara mp03a Kcuorea 0,05%

B cnyuaii Ha peo3upaHe Wik UHIUACHTHO OPAIHO MOTIIbINaHe, TIaBHO MPH Jielia, MOTaT Jia
ce HaOIro/1aBaT CIICHUTE CUMIITOMHE: YYeCTsSBaHE Ha Chp/IeYHATA IEHHOCT, IIOBUIIIAaBaHE Ha
KPBBHOTO HaJIsIraHE, ChHJIMBOCT, IOTUCKAHE HA JTUINAHETO, Pa3CTPOMCTBA HA Ch3HAHHUETO.
3HauuTeNHA CEJIAIUI MOXKE Jla CE TIOSIBH TIPH JIeTia.

B cnyuaii Ha ipeo3upaHe € Heo0X0ArMMa KOHCYJITAIUS C JIeKap.

CHMITTOMaTHYHO JIEYeHHE - ChITIACHO NIPEMOPHKUTE HA JIEKapsl.

Axo cTe nponycHaau aa usnossare Kemioren 0,05%
He B3emaliTe aBoiiHa 1034, 32 1a KOMIICHCHPATE IMPOITyCHATATA.
4. Bb3MOKHU HeKeJIAaHU JIeKAPCTBEHH Peakuuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPUYIMHU HCIKCIIAHU PCAKIIUHN, BHIIPECKHU 4UC
HE BCCKHU I' IT10JTy4daBa.



Heuectu nesxxenmann peakiny (Morat aa 3acernar o 1 ma 100 gymm):
- KbPBEHE OT HOCA.

Penxu nexxenanm peakiuu (Morat ja 3acersHat o 1 Ha 1 000 qymm):
- JIOKAJTHO JApa3HeHe, MapeHe, HepHUATHA CyX0oTa Ha Ha3aTHaTa JIUTaBHUIa.
- KUXaHe.

MHoro penku HekellaH! peakiuu (Morat na 3acersat 1o 1 Ha 10 000 myrmm):
- c1abocCT, IpUIIoIaBane, TaeHe,

- IJ1aBO0OIHE, CHHINBOCT WM U3pa3eHa CeAalnus Ciie]| Ipeao3upaHe,

- ChplicOVCHE, TIOBUIIIABAHE HA KPHBHOTO HAJISATAHE.

Chol0maBaHe HAa HesKeJIAHH PeaKINu

AKO ToNTyunTe HAKaKBU HEXEJIaHH JICKapCTBEHU peakliy, yBeaomere Bamus nexap uiu
¢apmaneBt. ToBa BKJIIOYBA BCHYKH BE3MOYKHH HEOITMCAHH B TA3H JIMCTOBKA HEXKEJIAHN PEaKIUH.
MozkeTe ChIIO J1a ChOOIIUTE HEXKEIaHU PEAKIIUU TUPEKTHO Ypes3:

W3neanuTenHa areHnys no jgekapcreaTa yi. ,,Jlamsas I'pyes” Ne 8

1303 Codust

Ten.: +35 928903417

yebcaiT: www.bda.bg

Karo cpobmaBare HexxeNnaHu peakiiy, MOXKETe Ja JaleTe CBOS MPUHOC 3a MMoJy4yaBaHe Ha
noBeve HHPOPMAIHsI OTHOCHO OE30MIACHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak n1a coxpansBare Keuitorea 0,05%

[a ce cpxpansBa B 100pe 3aTBOpEHA OMAKOBKA.

[a ce cpxpansBa npu Temmeparypa 1o 25°C. Jla ce ma3u oT CBETJIMHA.

[a ce cpxpaHsiBa Ha MsCTO, HEJIOCTBIIHO 32 JeLa.

Cpok Ha TOJHOCT CJIe IbpBOHAYaIHa yrorpeda - 12 cenmuny.

He u3nosnsBaiite ToBa 1€KapcTBO Cilel] CPOKA HA TOAHOCT, OTOENA3aH BhPXY KapTOHEHAaTa
OIIaKOBKa.

CpoOKbBT Ha TOTHOCT OTTOBApPS HA MOCIEAHUS JCH OT TOCOUYEHHUS MECell.

He u3xBbpisiiTe nekapcTBaTa B KaHAIU3aLMATa WIM B KOHTEMHEPA 32 JOMAIIHU OTHAAbIH.
[Momuraiite Bamus hapMalieBT Kak Ja U3XBHPIIATE JIEKapcTBaTa, KOUTO Be4e HE U3IOI3BATE.
Te3u MepkH e CHOMOTHAT 3a OIla3BaHE Ha OKOJHATa cpeaa

6. Chabp:kaHue HA OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kakspo cpabpxa Keuiorea 0,05%

- AKTUBHOTO BEIIECTBO €: KCHIIOMETA30JIMHOB XUAPOXIIOPH]I.

- Jpyru chcTaBKH (ITOMOIIIHU BEIIECTBA) ca: HATPUEB XJIOPUJI, HATPUEB Auxuaporerdocdar
XUJ[PaT, TUHATPUEB XUAporeHpochaT nojeKaxuipar, CopouTos, OEH3aIKOHUEB XJIOPHI,
JIBYHATpUEBA COJ HA CTWJICHIMAMUHTETPAOIETHATA KUCEIINHA, XUAPOKCUETHIIIIETYJI03a,
TJIALEPOII, TPEYUCTEHA BOJIA.

Kak u3raexna Keunoren 0,05% u kakBo chbAbp:Ka 0NaKOBKATa

[IpoxykTsT Keunoren 0,05% e Oe3uBeTHa MM MOYTH O€31BETHA, MPO3PaYHA HITH JIEKO
OMaJIeCLEHTHA BUCKO3HA TEUHOCT.

OnakoBka:
®nakon ot twractmaca HDPE - 10 g.


http://www.bda.bg/

IIpuTeskaTes Ha pa3peleHHeTO 3a ynoTpeda
Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tomma

IIpousBoauTen

Zaktady Farmaceutyczne POLPHARMA S.A.

Oddziat Medana w Sieradzu

ul. Wiadystawa Lokietka 10, 98-200 Sieradz, [Tomma

3a momrbIHUTETHA WH(pOPMAITHSI OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPKETE CE C JTOKATHUS
NpEeICTaBUTEN Ha MPUTEKATEIIS Ha pa3pelieHreTo 3a ynorpeoda:

,»3. @. [Nondapma — xkon bearapus™

Codust, 1734, CTyneHTCKH rpaj

Oyn. ,,CumeonoBcko moce* 83, et. 6, oduc 10

Ten.: 02/440 0 843

JlaTa Ha nmocJieiHO npepasriie;kaane Ha juctoBkarta: 01/2024
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