JIncToBKa: HHPOPMALIHA 32 NMAUHEHTA

KCHJOI'EJ 0,05% rexa 3a Hoc
XYLOGEL 0.05% nasal gel

KcmioMeTasoHEoB xunpoxiopul (Xylometazoline hydrochloride)

IIpodereTe BHNMATEIHO LA/1ATA JHCTOBKA, NPeIH A2 3aN04HETC A2 HU3M0JA3BaTe TOBA

JEKAPCTBO, Thil KaTo T CHABPKa BAXKHA 32 Bac undpopmanus.

BHHEAMY H3MOJ3BAITE TOBA TEKAPCTBO TOUHO KaKTO € OMUCAHO B TA3H JIMCTOBKA UIIH KAKTO Bu e

xazan BammsaT jJekap Wiy GapMalenT.

- 3arazeTe Ta34 JTHCTOBKA. MoXe Aa ce HAIOXH Aa s NPpo4uCeTeTe OTHOBO.

- AXO ce Hy)XJaeTe OT AONBIHUTEIHA HHOpMalyA WK ChBET, nonuraitre Bamus
(dapMaLeBT.

- AKO NOAYYHTE HAKAKBU HEWeJIaHH N€KapCTBEHU PEAKIIMH, yBEAOMCTE Bamins siekap Win
¢apmanent. ToBa BIIOYBA ¥ BCHYIKH Bb3MOKHH HEXCTaHH PCaKiiy, HEONMCAHH B Ta3H
NMHCTOBKA. BrxTe TOuKa 4.

- AKO cnel 3-5 IHM He ce UYBCTBATE [0-100pe WK ChCTOAHHETO BH C€ BIIOLIH, TpabBa Ja
OTHPCHTE JIEKapCKa ITOMOTL.

KakBo ¢bABpAKa TA3H JTHCTOBKA:

1.  Kaxso npencraeassa Kcunoren 0,05% 1 32 KaKBo CS U3MOJI3B
2.  Kaxso Tpa6sa na 3uaere, npeau ga mnomssare Kenroren 0,035
3. Kak na m3nomspare Kcunoren 0,05%
4, BB3MOXKHH HEXEIAHH JIEKAPCTBEHN PEAXIIUH
5.  Kaxk na cexpanssare Kcwnoren 0,05% Paspeiwerue Me
6.  ChIbPKAHHE HA ONAKOBKATA M AONbLIHATENHA MHGOPMALHA | o &£ 7655
BC/MAMP « ateccrsirriririsecscod eeererermss e
s SO AU
1. Kakso npeacrasiasasa Kennorena 0,05% u 3a KaKBO ¢e H3I10/13B3

ITponyxrsT Kenmoren 0,05% e non dopmata Ha rest H CBABPXA KCHUITIOMETA3QIHHOB
xHApoxJiopua. [IpunoxkeH BbpXy NMIaBULATA, MPCAUIBHKBA CBHBAHC Ha XPBBOHOCHHTE CBAOBE,
NIAKBHAHpPA OTOKA, MOTHCKA XHIIEPEMYATA HA TUraBHIATA HA HOCOTIIBTKATa H HAMAJIABA

KOJIMYECTBOTO HA CeKpeTa, T.e. 00JeKyara xpemara, JIekapcTBoTO € NOX ¢opmMara Ha req, KoeTo
AOITBJHUTENHO MPAaBH Bh3MOXKHO OBNaXKHABAHCTO HA HAa3aJIHATA NTMraBHIA 6e3 MPOHHKBAHE B

HA3THUTE KYXUHHU U B I'BPIIOTO.
Kcwioren 0,05% ce npwiara IpH Aeiia oT 3 10 12-roguinHa Be3pact.

Jlexapcrsoro Kcunoren 0,05% ce mpunara noKamHO 32 CIOMaraTeiiHo JNedYeHHe IpH.
- OcThp PHHHUT ¢ BUpYCEH WIH OakTepHalneH Mpou3Xoa.

- OCTBp WIH XPOHUYHO 000CTpPAIL C& CHHYHT.

- AnepryuycH pHHHUT.

- OTHTHC MeITHA KATAPATHC AKYTa- C el Bb3CTAHOBABAHE Ha NIPOXOAHMOCTTA Ha
Epcraxuepara Tpra.

2. Kaxkeo TpsiOBa Aa 3HaeTe, NIPEeAH 12 H3MOA3BATE Kcunoresa 0,05%

He npuemaiite Kennorea 0,05% axo nmare

- AKO CTe aJIEprH4YHH KbM aKTHBHOTO BEIIECTBO WM KbM HAKOS OT OCTAHAIIMIC CHCTABKY Ha
TOBa NIeKapcTBo (M30poeHn B TOUKA 0).

- Jla He ce TpUiara IpH MALMEHTH Clie]l XHNO(H3CKTOMMA WIH CIIER IPYTH XHPYPrUuHH
yepenmHOMO3bUHY OIEPallHH.

- Cyx arpo(pHucH pHHHT.




TIpenynpexaeHAs H NPEANASHH MEPKH
['oBopeTe ¢ Bamus nexap Hid (papMmaliesT, Hpeid Aa H3MON3BaTe Kcunoren 0,05%,
- ako cTpazate oT 3a60JIBaHe Ha ChPLETO (HAPUMED CHHAPOM Ha YIBIIKCH QT unTepsBan).

Hanomzeatime Keunozen 0,05% c noguuieno sHUMaHuE npu nARHERNU.

- NPH KOHMTO CJIe]I TIPHJIOKEHHE HA APYTH JICKApCTBa C noA00HO JeiCTBHE
(CHMITATHKOMHMETHLIM) ¢a HaO/II0IaBaHu CIICIHATE CHMIITOMMH. 6e3ChHIE, CBETOBBPTEXK,
TPEMOP, APHTMHH UIH XHIICPTOHHA; |

- ¢ LMPKYJIATOPHH HApYMEHUA (HAp. apTepHaiHa XUNCPTOHNI, aHTHHAA NIEKTOPKC), 3aXapeH
nuader, 3aKkpUTOBIBAHA ITIayKoMa, [TPOoCTaTHA XANEPTPopHA, XHIECPTHPCOHAMSDM.
[TamueHTHTE ¢ Takusa 3abonspaHus TpAbGBa fa e KOHCYNTHPAT C JCKap NPeAn Aa 3anoYHAT
JeUYeHHe C TOBA JIEKApCTBO.

MMpoayxrsT He OWBA Aa Ce MPUIAra NpH NAaUHEHTH ¢ XPOHWIEH T BA3OMOTOPEH PHHUT, KOKHTO

ca TIpeapa3nojiokeHH KbM YAb/DKABAHE HA TCPANMATa IOBEUC OT 5 mau. [IpoabInKHTEIHATA

yroTpeba (Io-IhJIiro OT MPENnopEYaHus CPOK) MOKE 1a ROBEAC N0 BTOPHYHA Ba3o/AWIaTalys 1

KaTo MOCISAULA O ATPOreHeH PUHMUT.

Cneuuanio SHUMAaNKue npi HAKOU CRERUARRU ZpyhU HINOAICAIU NEKAPCHIBGOMO:
Neua n IDHOIH
Kcwnoren 0,05% ce mpunara npH aeta or 3 Ao 12-ronuiiHa Bs3pact.

Npyra aexkapcrea H Keunoren 0,05%
Uupopmupaiite Bainvs nexap WiH GapMaLlCBT, ako H3N0N3BATE, HaCcKOpO CTe U3IMOJI3BAIH
WK € Bb3IMOXKHO Ja M3MO0/I3BATE APYTH JEKapCTBa.

Mons wHGOpMHUpaiiTe Bamua nekap ako NpHEMaTe WM HacKOpo ¢1v IpreMali BCAKaKBH
APYTH JIEKApCTBa, AOPY H TE3H KOUTO HE €A BU 6wy npennucanH. OTOena3ann ca peaku
CITy4ad Ha B3aHMOICHCTBHE ¢ TPMLHKIIMTHH AaHTHACTIPECAHTH H MAOQO (1exapCTBa,
H3[OJI3BAHU MPH Aenpecks) HHxubuTop. [a He ce npunara Kcunoren 0,05% no BpeMe Ha
JIEUEHME C Te3M IIpenaparH.

EHOBPEeMEHHOTO MPH.I0KeHHe HA NpenapaTa ¢ APyrH npenapaTh ¢ nogo0HO JeACTBHE
(CHMIATHKOMHMETHNIHM), HANp. edeapnH, ncesroedeApHH Tpsi6Ba aa ce H3dATBAa.

BpeMEeHHOCT H KbpMEHE

Axo cTe OpeMeHHa HITH KbpMHTE, CMATATe, Y€ MOXKE Aa CTC GpeMeHHA HIH TUIAHHPaTe
6peMeHHOCT, OCHBETBAlTE ce ¢ Balis nekap Wi dpapMalesT Ipen ynorpebarta Ha TOBa
TIEKapPCTRO.

KoHcyTTHpaiiTe ce ¢ JJeKap npeu ynorpeda.
Ja He ce npunara Kcwroren 0,05% npu OpeMeHHH.

KomcynarHpaiiTe ce ¢ Jiekap npeam yrnorpeda

Hlodupane 1 pafoTa HA MAIIHHH

[IpooyKThT € NpeJHA3HAYEH 338 KPATKOTPAHHO JICHCHHUE, HO NpH mpOIEDKATENHA yrioTpeda 1
BLE BHCOKH JO3H He ¢a H3KTI0YeHH CUCTeMHH e(beKTH BhpPXy ChPACUHOCHA0BATA CHCTEMA H
I[HC, KoeTo MOXKE 1a HApYLLIH CIIOCOOHOCTTA 33 WOPHPaHE U pabOTaTa ¢ MALLHHM.

Kennorea 0,05% cnappxka 6¢H3aJIKOHHEB XJI0pHA
Tosa siexapcTBo chaspika 0,1 mg GeHsankoHyeB XIOPUA BB BCCKH I'PaM. BeH3anKOHUEBHAT
XJIOPU MOJKE Ja [IPHYHHH TPA3HEHE WITH 1101y BaHE HA HOCHATA JIMTABHNd, 0coOeHO aKo CC

HW3MNOJ3Ba NpOoABJDKHTCITHO. e




3. Kax na n3noa3sate Kenaorea 0,05%

BuHAry M3MON3BaliTe TOBA JEKAPCTBO TOYHO KAKTO € OIUCAHO B Ta3H JINCTOBKA WU KakTo BH
e kaza Bammsat nexap win ¢papmaresT. AKO He CT€ CUIYpHH B HEIIO, nonuTaiite Bamys
nekap wiu (papManeBT.

Kcwtoren 0,05% ce u3non3sa 3a NpUJIoKeHHe B HOCA (CBIIO W MPH BH3MAICHHAEC HA
CPEIHOTO YXO).
[IpoayKTHT ce Mpuiara npy Aema oT 3 no 12-ropuiuHa Bb3pacT.

EnHO BOPBCKBAaHE OT OINAKOBKATA C 103aTOP ChAbPHKa 0,05 mg KCHIOMETa30/IMHOB
XHAPOXIOPHL.

Ieya Ha ev3pacm om 3 00 12 200unu.

EnHO BIPBCKBaHE BBB BCsAKA HO3/IPa Ha BCCKH 8-10 4gaca.

O6UKHOBEHO JCUEHHETO He TPAOBA 1a MpeBuILaBa 3-3 JHH.

NosTopHa ynmoTpeda aa ce H3BBPILIBA CaMO B cJayuaii, ye NpHJI0KEHHETO HA NPOAYKTA €
GUJI0 NPEKbCHATO 32 NMEPHO/ 0T HAKOJIKO AHH.

[Topaau XMrHEeHHH ChOOpaKSHHUS €1Ha OTTaKOBKa TpabBa Aa ce U3MOJI3Ba CaMo OT EHH
NaLyeHT.

BHHAIH H3110/13BaliTe TOBA JIEKAPCTBO TOYHO KAKTO € OIHCAHO B TasH JNCTOBKA HJIH KaKTO
Bu e ka3an BamusT Jexap Hiau ¢papmanesT. AKO He CTe CHIYPHH B Helo, MOMUTAaNTe
Bamus Jiekap uiay papManesT.

HauuH HA NPHJIOKEHHE:

[Tpeay MBPBOTO MPHIOKEHNE HA OTAKOBKATA, CICI CBAISHETO HA 3allIUTHATA Kamavka, 3-3
TBTH 14 Ce HATHCHE JI03aTOPhT, 10 MosABaTa Ha NIPOYKTa B HakoHeYHHKa. BppXbT Ha
HAKOHEYHHKA CE MOCTaBs B Ho3para. HaTucka ce 103aTopbT, Kato OIMaKoBKara ce ABPKHU
BEPTUKAIHO, KOETO IO3BOJIABA PasphCKBAHEC Ha JIEKApCTBOTO B HOCA.

Axo egpexmom na Kcunozen 0,057 Bu ce cmpyed mewpde cnab unu mevpoe CUieH,
KOHCyImupaime ce c Jexkap He3abasHo.

AKO ¢Te H3M0J3BaJH MoBeye 0T HeodXoAUMAaTa /1034 Kcnaorea 0,05%

B ciiy4aii Ha TpeI0o3upaHe Wil HHUHACHTHO OpaJTHO MOTIBIIAHE, IMaBHO MPH melia, Morar aa
ce HabMIONABAT ClIEHATE CUMITTOMHM: Y4eCTABaHEe Ha ChbpPACHHATA NeifHOCT, MOBHUIIABAHE HA
KPBBHOTO HAIATaHE, CHHIMBOCT, OTHCKAHE Ha JUITAHETO, PA3CTPOMCTBA HA Ch3HAHHMETO.
3HAYWTEIHA CeNalysa MOXe Aa Ce MosABH IPH JeLa.

B ciy4aii Ha IpeI03UPaHe € HeoOXxoamMa KOHCYJ/ITal|s ¢ neKap.

CUMOTOMATUYHO JedeHHe - ChIIIaCHO MPENOPBKUTE HA JICKAPA.

AKO cTe MPOMyCHAJH Aa H3noassaTe Keuoren 0,05%
He B3emaiiTe nBoiiHa 1032, 34 J1a KOMIICHCHPATE IpoITyCcHaTaTa.
4. BB3MOXKHHM HEXKEJAHH JIEKaPCTBEHH PeaKIHH

KakTo BCUUYKH JIEKApCTBA, TOBA JIEKAPCTBO MOKC
HEe BCEKM I'Ml IOJIy4aBa.




HeuecTH HeXeNaHu peaximy (Morar xa 3acersar 1o 1 na 100 AYIIN):
- KBPBEHE OT HOCA.

Penku HexenaHu peakuun (MoraT aa 3acersar ao 1 xa 1 000 OYLIH):

- NOKaIHO apa3sHenHe, MapeHe, HEMPUATHA CYX0Ta Ha Ha3aJlHaTa JTHTABHI1Ia.
- KHXaHC.

MHOTO PeIXH HEXETAHU peakuuu (MoraT Jia 3acerHar Ao 1 Ha 10 000 pym):
- cnadocT, NpuIonlasaHe, rageHe,

- riapoGosive, CEHIABOCT MK U3pa3eHa ceaanMs Cie Npeao3HpaHc,

- cuplLeOHeHe, MOBMIIABAaHE HA KPHBHOTO HaNATAHE.

Cpo0HMIaBaHe HA HEXKeJTAHH peaKHH

AKO MOJTYYHTE HAKAKBU HEKENIaHU JIEKAPCTBCHH PCaKlMy, yBEIOMETC Barius jgexap HIH
dbapmanesT. ToBa BKIHOUBA BCHUKH BH3MOXHH HCOMUCAHK B Ta3H INCTOBKA HEXEAaHU PEaKIHH.
MokeTe ChIIO Ja ChOOIIHTE HEXENAHH PEaKLIHHY JHPEKTHO YPE3.

H3Irs/IHUTEIIHA areHIHs 0 JISKapeTBaTta yil. ,,JamMaH [pyes” Ne 8

1303 Codus

Ten.: +35 628903417

yeOcaiit: www.bda.bg

Kato chobMaBaTE HEXENAHH peaKIMy, MOKeTe Ja TaJeTe CBOA MPHHOC 32 NOMydaBae Ha
nioBeue HHPOPpMALHA OTHOCHO D€30MaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpanssare Kengoren 0,05%

ITa ce cpxpaHsaBa B JoOpe 3aTBOPSHA ONAaKOBKA.

Ila ce chxpaHsBa npu Temeparypa ao 25°C. Jla ce nasu oT CBCTIIHHA.

Ta ce cpXpaHABa Ha MACTO, HEAOCTHITHO 32 JCLA.

Cpok Ha FOJHOCT CIIEA MbpBOHAYAIHA yIoTpeba - 12 ceMHIIN.

He wamo3BaiiTe ToBa IEKAPCTBO CNIET CPOKa Ha FOJHOCT, 0T0eNA3aH BEPXY KapTOHCHATA
OHAKOBKa.

CpOKBT Ha FOAHOCT OTrOBapA Ha MOCEAHNA ASH OT [JOCOICHHA MECCL

He u3XBEpAAATE TEKAPCTBATA B KAHATH3AMATA WIH B KOHTeliHepa 33 AOMAaIHU OTNAaAbLH.
[Tonuraiite Bamus ¢papManesT Kak Aa M3XBLPIIATE JIEKapCTBaTa, KOMTO BEHC HE H3IOJI3BATE.
Tesn MepxH LIe CIOMOTHAT 33 OTMa3BaHe Ha OKOIHATa Cpeia

6. CoabppkaHHe Ha OTIAKOBKATA H JONbJIHHTEAHA nHGopMaLHd

Kaxkso coabpaxa Kcennorea 0,05%

- AKTHUBHOTO BEIIECTBO €: KCWIOMETA30IHHOB XHAPOXJIOPHA.

- IpyrH chCTaBKH (IIOMOILHH BEIIECTBA) €A1 HATPHUEB XJIOPHA, HATPHEB nuxuaporendocpaTt
XMOpAT, IHHATpHeR Xxuaporeadochar JoACKaXHApaT, copOMTON, OCH3AIKOHHEB XJIOPH,
NByHATpHEBA COJ Ha CTUICHHAMHUHTETPAOLETHATA KHCCIINHA, XMAPOKCHETHALICIY 1033,
TAMIEPO, [IPeYHCTeHa Boaa.

Kak maraexaa Kenaores 0,05% H KakBo ¢CbAbPKA OMMAKOBKATA

[MponykTeT Kcunoren 0,05% ¢ DesiBeTHa WITH NOYTH fe311BeTHA, TPO3padHa HIH JICKO
QIIAIECIEHTHA BUCKO3HA TEYHOCT.

OnakoBka:
@®naxod oT iacrMaca HDPE - 10 g.




[IpHTEKATE] HA Pa3spelIcHHETO 32 YnoTpeda
Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplifiska 19, 83-200 Starogard Gdaniski, 1lomua

IIpou3BoaHTE.
Zaklady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu

ul, Wladystawa Lokietka 10, 98-200 Sieradz, [lomma

32 JOITBIHHTE/IHA HHGOPMAIMS OTHOCHO TOBA JIEKAPCTBO, MOJL, CBHPIKETE CC C JIOKAJTHIA
NpeICTABMTEN HA TIPUTEXKATE/IA Ha Pa3pelICHHETO 32 ynotpeba:

3. ©. Mondbapma — KIoH bBarapusa”

Codns, 1734, CTyIeHTCKH rpall

Gya. ,,CameoHoscko woce™ 83, er. 6, oduc 10

Ten.: 02/440 0 843

JlaTa HA NOCJIEAHO NPEepasTiieikAane HA JIHCTOBKATA: 01/2024




