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

KCHUJIOI'EJ 0,05% rex 3a Hoc
XYLOGEL 0.05% nasal gel

Kcunomerazonunos xuapoxiopun (Xylometazoline hydrochloride)

IIpoyeTeTe BHMMATEIHO LSIJIATA JUCTOBKA, MPEIH 1A 3all0YHETE 12 U3M0J3BaTe TOBA

JIEKAPCTBO, Thil KATO TS ChAbPKA BaxkHa 3a Bac undopmanus.

Bunaru m3non3BaiiTe ToBa JIEKAPCTBO TOYHO KAKTO € OMKMCAHO B Ta3M JINCTOBKA WIIHM KakTo Bu e

Kazaj Bammsar nexap wim gpapmanesT.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJIOXkKHU J1a sl IPOYETETE OTHOBO.

- AKO ce Hy)XJIaeTe OT JOIbIHUTETHA HH(OPMAIIHS HIIH ChBET, MoNuTaiTe Bamms
(hapmarieBT.

- AKO TIOITyuHTe HSIKaKBU HEXEJIaHH JISKapCTBEHU peakiyy, yBeaoMmere Bamus nexap miu
¢apmaneBT. ToBa BKIIFOUBA W BCUYKH Bh3MOKHH HEXXETIAaHU PEAKINH, HEOMMCAaHH B Ta3H
TUCcTOBKA. BrkTe Touka 4.

- Axo cnen 3-5 1HU He ce 4yBCTBaTe MMO-A00pe WK CheTossHUEeTO Bu ce Bnomm, TpsoOBa na
MOTHPCHUTE JIEKAPCKA TTOMOIII.

KakBo cbabp:ka Ta3u JUCTOBKA:

Kakso mpencrasnasa Keunoren 0,05% u 3a kakBo ce U3Mo3Ba
Kakso TpsiOBa ma 3naere, mpenn gaa nznonsBate Kemmoren 0,05%
Kak na nznonssare Kcunoren 0,05%

BB3M0OKHM HEXENaHU JIEKApCTBEHU PeaKIin

Kax ga cexpansiBate Kenoren 0,05%

ChIpprkaHne Ha OTIAKOBKATA U TOMBIHUTETHA HHPOPMANUs

Uk wdE

1. Kaxso npeacrasasisa Keunoren 0,05% u 3a kakBo ce U3n0/13Ba

[poaykrsT Kemoren 0,05% e mon dhopmaTa Ha Tell U ChIbpKa KCHIIOMETa30IMHOB
xunpoxaopu. [IpunoxkeH BppXy JIMTaBHIIATA, TIPEIN3BUKBA CBUBAHE HA KPhbBOHOCHUTE ChIIOBE,
JUKBUINPA OTOKA, TIOTHCKA XUTIEPEMHSTA HA JIMTABUIATa HA HOCOTIBTKATA ¥ HAMAJISIBA
KOJINYECTBOTO Ha CEKpeTa, T.e. 00JieKyaBa XxpeMaTta. JlekapcTBOTO € 1o ¢hopmara Ha Tell, KOeTo
JIOTIBITHUTEITHO MTPABH BH3MOKHO OBJIXKHSBAHETO HA HA3aJHATA JIMTaBUIIA 0€3 MPOHUKBAHE B
HA3THUTE KyXUHH U B I'BPIIOTO.

Kcunoren 0,05% ce npunara mpu fienia ot 3 10 12-roauiiHa Bb3pacrt.

JlexapctBoTo Kennoren 0,05% ce mpuitara 10oKaitHO 3a CriOMaraTtesTHoO JICUSHHE TIPH:
- OCTBp PUHUT ¢ BUPYCEH WU OaKTepHalieH MPOU3XO/I.

- OcTbp WK XPOHUYHO OOOCTPSIIL CE CUHYMT.

- AneprudeH pUHUT.

- OTuTHC Meaus KaTapallic aKyTa- ¢ I[eJI Bb3CTaHOBSIBAaHE HA MPOXOIUMOCTTA Ha
EBcraxmenara Tpn0a.

2. KaxBo Tpsn6Ba na 3Haerte, npeau na udnoassare Kenaoren 0,05%

He npuemaiite Kenoren 0,05% ako umare

- Axo cte AJICPTUYHU KbM aKTHUBHOTO BEHICCTBO WM KbM HAKOA OT OCTAHAJIMTE CbCTaBKU Ha
TOBa JIEKapCTBO (M30pOEHH B TOUKa 6).

- [a He ce mpuiara npy NaUEHTH CIIe XUIMOPH3EKTOMHS WU CIIe]l IPYTH XUPYPTrHUHH
YECPECITHOMO3BbYHHU OICPaIUn.

- Cyx arpouieH puHHT.



Ipexynpesxknenns u NpeanasHu MePKU
T'oBopere ¢ Bamus nekap wiu papmarieBT, npeau aa usnoiseare Keunoren 0,05%,
- aKo CTpajiate OT 3a00JsIBaHE HA CHPIIETO (HAIPUMEp CUHAPOM Ha yiabibkeH QT uHTEpBa).

H3znonzeaiime Kcunozen 0,05% c nosuuieno 6numanue npu nayuenmu:

- MIPY KOWTO CJIC/ MPHUJIOKEHHNE Ha IPYTH JIEKApCTBa € TI0I00HO JACHCTBHE
(CUMITATUKOMUMETHIIN ) ca HAOIIOAaBaHH CICTHUTE CUMIITOMU: 0€3ChHUE, CBETOBBPTEK,
TPEMOp, APUTMUH WIIA XUTICPTOHHUSI,

- C IIUPKYJIATOPHY HApyIIeHUs (HATp. apTepHalHa XUTIEPTOHHS, aHT'MHA TIEKTOPUC), 3axapeH
JuabeT, 3aKPUTOBI'bIIHA TIIayKOMa, TPOCTaTHA XUIIEPTPOPUS, XUIICPTHUPEOUTUIHM.
[NaruenTute ¢ TakuBa 3a00JsBaHUS TPSAOBA JIa CE KOHCYJITHPAT C JIeKap Mpe/u Jia 3aroYHaT
JICUCHHE C TOBA JIEKAPCTBO.

[IponykTsT HEe OMBa Jla ce MpHJIara Mpu NaIrMeHTH C XPOHUYCH MIIM BA30MOTOPEH PUHUT, KOUTO

ca mpeApasIoIoKEHU KbM yIbIDKaBaHE Ha TEpaIusaTa moseue ot 5 nuu. [IpoabikurenHara

ynotpe0ba (To-IBJITo OT MPETOPHYAHAS CPOK) MOXKE J1a TOBEIE A0 BTOPUIHA BA3OAUIIATALINS U

KaTo MOCIE/IHIIA IO ATPOTCHEH PUHHT.

Cneyuanno 6HUMAaHUue RPU HAKOU CREYUATHU ZPDYRU U3NO0I36AUIU JIEKAPCIMEOMO:
Jlena v roHOIIM
Kcunoren 0,05% ce npuiiara npu nena ot 3 g0 12-ronuinHa Bb3pact.

Apyru aexkapcrBa u Keunoresa 0,05%
Nudopmupaiite Bammst nexap nin hapmaiieBT, ako U3MOJI3BATe, HACKOPO CTE M3MOI3BAIH
WX € Bb3MOKHO J1a U3I0JI3BaTe APYTH JIEKapCTBa.

Mounst unpopmupaiite Bamus iekap ako mpueMate Wi HaCKOPO CTE MPUEeMall BCIKaKBU
JpYyTH JIEKapCcTBa, I0PU U TE3H KOUTO HE ca BU Omwin npennucand. OTOens3anu ca peaku
Clly4ad Ha B3aUMOJIeICTBHE C TPUIIMKINYHY aHTUAenpecanTd 1 MAO (nexapcTsa,
M3I0JI3BaHM IpH Jenpecus) naxuoutopu. [a He ce nmpuinara Keunoren 0,05% mo Bpeme Ha
JICYEHHE C TE3H MpenapaTy.

EnHoBpeMeHHOTO NPUJIOKEeHHE HA NIpenapara ¢ Apyru npenapaTu ¢ nogJo0Ho AeicTBue
(cMMIaTHKOMMMeETHIH), HAanp. edeIpuH, NceBIoedeAPUH TPAOBA 1a ce N30ATBa.

BpeMeHHOCT U KbpMeHe

Axo cTe OpeMeHHa I KbPMHTE, CMATATe, Y€ MOXKE Jla CTe OpeMeHHa WX TTaHUpaTe
OpeMeHHOCT, TToChBeTBaTe ce ¢ Bamus nexap wnu papmanieBT nmpeau ynorpedaTta Ha ToBa
JIEKapCTBO.

Koncyntupaiite ce ¢ nekap npeau ynorpeoa.
Ha ne ce npunara Kcunoren 0,05% npu OpeMeHHH.

Koncyntupaiite ce ¢ nekap npeau ynorpeoa.

Mlodupane u pabora Ha MALUMHHA

[IpoayKThT € MpeHa3HaueH 32 KpaTKOTPaiHO JiedeHHe, HO TPH MPOABIDKUTENIHA YIOTpeda u
BBB BHCOKH JI03M HE Ca M3KIIIOYCHN CHCTEMHHU e(DeKTH BEPXY ChPACYHOCHI0BATA CUCTEMA U
IHC, xoeTo MOXe /a HapyIIX CIIOCOOHOCTTA 3a ogupaHe U padoTaTta ¢ MallHHU.

Kcunoren 0,05% cbabp:ka 0eH3aJIKOHHEB XJIOPHU/

ToBa nexkapctBo chabppika 0,1 My GeH3aTKOHUEB XJIOPUI BbB BCEKH IpaM. beH3aIKOHUEBUST
XJIOPUT MOXKeE J]a MPUIMHY JIPa3HEHE WK TIOlyBaHe Ha HOCHATA JINT'aBUIlA, 0COOEHO aKo ce
U3I10J13Ba MPOIBIKUTEITHO.



3. Kaxk na usnoissare Kenoorea 0,05%

Bunaru u3non3saiiTe ToBa JISKAPCTBO TOYHO KAKTO € OMKUCAHO B Ta3H JINCTOBKA WITH KakTo Bu
e Kasan Bamusr nekap wiu gapManeBT. AKO HE CTe CUTYPHH B HEIIO, ronuTaiTe Barmms
nekap wim (papMarieBT.

Kcunoren 0,05% ce u3non3sa 3a mpuJIoskeHHe B HOca (CHIIO U MPU Bb3NAJIEHUE HA
CPETHOTO YXO).
[IpoxykThT ce mpuiara npu Jena ot 3 10 12-roaumiHa Bb3pact.

Ento BIpbCKBaHE OT OMAaKOBKaTa ¢ 103atop chabpxa 0,05 Mg KCuioMeTa3onHOB
XUAPOXJIOPH/I.

leya na eév3pacm om 3 0o 12 2odunu:

EnHo BnphCcKBaHE BBB BCSKa HO3/pa Ha Bceku 8-10 yaca.

OOHWKHOBEHO JICUEHUETO HE TPSAOBa Ja MpeBUIIaBa 3-5 THH.

IMoBTOpHa ynoTpeda Aa ce U3BBLPUIBA CAMO B CJIy4aii, Ye NPUJI0KEHHETO HA MPOIYKTA €
0110 IPEKBCHATO 32 MePHOA OT HAKOJIKO THH.

IMopanu XUrMeHHN ChOOPaKEHUS eTHA OTIAKOBKA TPsIOBA Jla ce U3IMOJI3BA CaMO OT CAMH
MAIHEHT.

Bunaru u3noJizBaiiTe ToBa JIEKAPCTBO TOYHO KAKTO € ONMKMCAHO B TA3M JIMCTOBKA WJIM KAKTO
Bu e xa3zaa Bammsar jexap wiau papmManeBT. AKO He CTe CHTYPHHU B HEIllO, MONMUTAiiTe
Bamus jsekap niau papmaneBT.

Ha4yuH Ha npuiioKeHue:

IIpeau mbpBOTO MPUIIOKEHHE HA OIIAKOBKATA, CJICA CBAISTHETO Ha 3allMTHATA Kanadka, 3-5
IIBTH J]a C€ HATHCHE 103aTOPbT, A0 NOsABaTa Ha MPOAYKTAa B HAKOHEUHUKA. BBpXBT Ha
HAKOHEYHHUKA CE IIOCTaBs B HO3ApaTa. HaTucka ce 103aTopbT, KaTO OIIAKOBKATA C€ IbPKU
BEPTHUKAJIHO, KOETO N03BOJISIBA Pa3NIPbCKBAHE HA JIEKAPCTBOTO B HOCA.

Axo egpexkmvm na Kcunozen 0,05% Bu ce cmpysa mewvpoe crab unu mevpoe cuieH,
KoHcynmupatime ce ¢ jiekap He3a6asHo.

AKO cTe M310/I3BAJIN IoBe4e oT Heodxoaumarta 103a Kceusorea 0,05%0

B cityuaii Ha npeno3upaHe WM HHIUAESHTHO OPAIHO MOTIIBbILAHE, TIIaBHO MPHU AelLa, Morar aa
ce Ha0Jo1aBaT cJIeTHUTE CHMIITOMH: yYecTsBaHE Ha ChpJeuHaTa JICHHOCT, TIOBUILIAaBaHE Ha
KPBBHOTO HaIATaHEe, CbHIMBOCT, IOTUCKAHE Ha JUIIAHETO, pa3CTPONCTBA HA Ch3HAHUETO.
3HauyMTeNIHA CeAALM MOXKE J1a Ce TIOSIBH MIPH JeLa.

B ciyyaii Ha npefo3upaHe € He00X0AUMa KOHCYNTAIUS C JIeKap.

CHUMITOMAaTUYHO JIEYEHHUE - ChITIACHO MPETOPHKHUTE Ha JIEKapS.

AKo cTe nponycHanu 1a uznoassate Kemitoren 0,05%
He B3emalite nBoiiHa 1034, 3a J1a KOMIICHCHPATE IPOITyCHATATA.
4. Bb3MOKHH HeKeJIaHU JIeKAPCTBEHU pPeakiinu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPUYNHU HCKCIIAHU PCAKIIUHN, BBIIPCKHU Y
HE BCCKU I'M ITIOJIy4aBa.



Heuectn nesxxenmanu peakiuu (Morat aa 3acerHar a0 1 va 100 gymmm):
- KbPBEHE OT HOCA.

Penxu nexxenanu peakiu (Morat ja 3acerHat o 1 Ha 1 000 qymm):
- JIOKAJTHO J{pa3HeHe, apeHe, HeMPHUATHA CyX0Ta Ha Ha3alHATa JIMTaBHIIA.
- KHXaHe.

MHoro penku HexelaHu peakiuu (MoraT na 3acerHat 1o 1 za 10 000 mymmm):
- ciabocCT, mpuyIoIIaBaHe, raieHe,

- IJ1aBO0OHE, CHHIMBOCT WM U3pa3eHa CeAalvs CIe]] PeI03UupaHe,

- ChplicOCHE, TIOBUIIIABAHE HA KPHBHOTO HAJISATAHE.

Cno01aBaHe HA HeXKeJIAHH PeaKIu

AKO TIOJTyYUTE HAKAKBU HEXKEJIAHU JICKAPCTBEHU PEaKIlny, yBenoMere Bamus nexap uiu
¢dapmarieBT. ToBa BKIIFOUBa BCHYKH Bh3MOXKHU HEOITMCAHU B TA3W JIMCTOBKA HEXEJIAHU PEaKITHH.
MosxeTe ChIIO J1a ChOOIIUTE HEKEIAaHN PEAKIIUU TUPEKTHO Ypes:

W3nbnHuTenHa areHius mo Jgekapereara yi. ,,Jlamsa I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Kato cpoOmiaBaTe HexXelIaHU peakiuy, MOJKETe Ja AaJieTe CBOsI PUHOC 3a MOoJy4YaBaHe Ha
noBeve HHPOPMAITHSI OTHOCHO OE€30MAaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpansBate Kenioren 0,05%

[a ce cpxpansiBa B 100pe 3aTBOpEeHa OIaKOBKa.

Ha ce cexpansBa mpu temmnepatypa a0 25°C. Jla ce mas3u oT CBETJIMHA.

Jla ce chxpaHsiBa Ha MSCTO, HETIOCTHITHO 32 JIela.

CpoK Ha TOJJHOCT CJIe/l TbpBOHAYAIHA yroTpeda - 12 cenMunm.

He n3non3BaiiTe TOBa JIEKapCTBO CJIEA CPOKA HA TOIHOCT, OTOENA3aH BHPXY KapTOHEHATa
OIMaKOBKA.

CpoOKbBT Ha TOHOCT OTTOBAPS HA MTOCIEAHUS JeH OT IIOCOYCHUS MECeTl.

He PI3XB’LpJ'I5[fITC JICKApCTBATA B KaHAJIM3aluATa WU B KOHTeﬁHepa 3a JOMAIllHA OTHaAbIIN.
[TonmraiiTe Bamus Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC.
Te3u MCPKH 1€ CIIOMOI'HAT 3a OIla3BaHC Ha OKOJIHATa Cp€aa

6. C'b)l'bp)l(a]—ll/le HAa OMAKOBKAaTa U JOIIBJHHUTEC/JIHA HH(l)OpMaIII(Iﬂ

Kaxkso cpabp:xa Kenstorea 0,05%

- AKTHBHOTO BEILECTBO €. KCHIOMETA30JUHOB XUAPOXJIOPHI.

- Jpyru cheraBku (ITOMOIIHH BEIIECTBA) Ca: HATPUEB XJIOPHI, HATpUEB auxuaporendocdar
XHUIpaT, TUHATpUEB XuaporeHpochaT JoaeKaxunpar, copouTosn, OEH3aIKOHUEB XJIOPH,
JBYHATpHEBA COJI HA €TWICHANAMHHTETPAOLIETHATA KUCEIIMHA, XUAPOKCUETHIILIETYJI03a,
IJIUIEpOI1, IPEeYUCTEHa BOJA.

Kak n3rae:xga Kensoren 0,05% n kakBo cbIbpika OaKOBKATA

[ponykreT Keunoren 0,05% e Ge31iBeTHa WITK MOYTH OE31BETHA, IPO3PaYHA WITH JIEKO
OMajeCleHTHA BUCKO3HA TEYHOCT.

OnakoBka:
®nakon ot mactmaca HDPE - 10 g.


http://www.bda.bg/

IIpuTeskaTes HA pa3pelieHHETO 32 YIOTPeda U MPOU3BOAUTEN
IIpuTeskaTes1 HA pa3pelIeHUETO 32 YIOTpeda

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.

01-207 Warsaw, ITosmmra

IpousBoguTesa

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddziat Medana w Sieradzu

ul. Wiadystawa Lokietka 10

98-200 Sieradz, ITomma

3a AonbAHKUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
NpEeCTABUTEN Ha MPUTEKATEISA Ha PaspelieHreTo 3a yrnotpeoa:

,»3. ®@. [Nondapma — xkmon bearapus™

Codms, 1734, CryneHnTcku Tpaj

Oyi. ,,CumeoHoBcko 1oce’ 83, et. 6, oduc 10

Ten.: 02/440 0 843

IlaTa Ha MOCJIEeIHO NMpepasriiexiane Ha JUCTOBKATA:



