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

KCHUJIOI'EJI 0,1% reJ 3a Hoc
XYLOGEL 0.1% nasal gel

Kcunomerazonunos xuapoxiopun (Xylometazoline hydrochloride)

IIpoyeTeTe BHUMATEIHO LSJIATA JUCTOBKA, IPedy 1A 3all0YHeTe 1a U3I0J13BaTe TOBA

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

Bunaru usnonsBaiitTe ToBa JIEKapcTBO TOYHO KaKTO € OMKCAHO B Ta3W JIMCTOBKA MJIH KakTo Bu e

Kazaj Bammsar nexap wim gpapmanesT.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH Ja g IPOYETETe OTHOBO.

- AKO ce Hy)KIaeTe OT JOIIbJIHUTEIHA HH(opMaIHs WK ChBET, HonuTaiTe Bamms
(hapmarieBT.

- AKO mosryunTe HSIKaKBU HEKEJIaHU JICKApCTBEHU Peaklny, yBeaomere Bamus nexap unu
¢dapmaneBT. ToBa BKIIOUBA M BCUYKH BH3MOXHH HEXKEJIaHU PEAKLIMH, HEOIIMCAHH B Ta3H
nrctoBka. Bmkre Touka 4.

- Ako crien 3-5 1HU He ce YyBCTBaTe Mo-100pe Wil ChCTOsTHNETO By ce Bromu, TpsiOBa 1a
HNOTBHPCHUTE JIEKAPCKa IIOMOLL.

KakBo chabpika Ta3u JHCTOBKA:

Kakso mpencrasmssa Keumoren 0,1% 1 3a kakBO ce M3Mo3Ba
Kakgo Tpsi0Ba na 3Haere, npeau Aa uznonssare Kcunoren 0,1%
Kax ma m3nomssare Kcumoren 0,1%

BB3MOXHU HEKETaHU JICKAPCTBCHU PEaKIin

Kak na cexpansBate Kcumoren 0,1%

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U wdE

1. KaxBo npeacrasasiBa Kenaoren 0,1% u 3a kakBo ce u3noJssa

ITponyxtsT Keunoren 0,1% e nox popmara Ha re v chabprka KCHIOMETA30JIMHOB XUAPOXJIOPHUI.
[IpunoxeH BbpXy JUraBUIaTa, NPEIN3BIKBA CBUBaHE HA KPHbBOHOCHHUTE CHJIOBE, IMKBHIMPA
OTOKa, IOTHUCKA XUIICPEMUATA Ha JIMTaBUllaTa Ha HOCOTJIBTKATa U HAMAJIsIBA KOJIMYCCTBOTO HA
CeKpera, T.e. o0ekyaBa xpemara. JlekapcTBoTo e moj| (hopmara Ha rei, KOeTO JOIbIHUTEIHO
NpaBH Bb3MOKHO OBJIQKHSBAHETO HA Ha3aJIHATA JIMTABHIA O€3 MPOHWKBAHE B HA3AJTHUTE KyXHUHU
U B I'bPJIOTO.

Kcunoren 0,1% ce mpuiara npu Bb3pacTHU U Jielia Haj 12-roauiiiHa Bb3pacT.

JlexapctBoTo Kennoren 0,1% ce mpuitara J0KaJiHO 3a CIIOMaraTesiHo JICUeHUe Ipu:
- OcTbp pUHHT C BUPYCEH WM OaKTepraeH MPOU3X0.
- OcTbp WM XPOHUYHO 00OCTPSILL CE CUHYUT.
- AnepruyeH puHUT.
- Orturtuc Menus KaTapajuc akyTa - C 11eJ Bb3CTaHOBSIBaHE Ha IPOXOANMOCTTA Ha
EBcraxueBara Tpn0a.

2. KaxBo Tps6Ba na 3Haete, npeau aa usnoassare Keunoren 0,1%

He m3noassaiite Kemnoren 0,1%, ako umare:

- AKO cTe aJepruyH KbM aKTUBHOTO BEIIECTBO WIIM KbM HAKOS OT OCTAHAJIUTE ChCTABKU Ha
TOBA JIEKapCcTBO (M30POEHH B TOUKA 6).

- Jla He ce mpwiara npu MalueHTH CiIe]] XUMOPU3ESKTOMUS WIH CIIE]T IPYTH XUPYPTUYHA
YepPETHOMO3BYHH OTIePaITUH.

- Cyx aTpo()u4eH pUHUT.



Ipexynpesxknenns u NpeanasHu MePKU
I'oBopere ¢ Bamus nexap v gpapmareBT, nmpenu aa usnonspare Keumoren 0,1%,
- aKo CTpajiate OT 3a00JsIBaHE HA CHPIIETO (HAIPUMEp CUHAPOM Ha yiabibkeH QT uHTEpBa).

H3znonzeaitme Kcunozen 0,1% c nosuweno enumanue 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 J1a CE KOHCYJITHPAT C JIeKap Npeu Jia
3aIoYHAT JICYCHHUE 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 0,1% ce npunara npu geua Haj 12 roauiiHa Bb3pact.

Jpyru aekapcrea u Kennorea 0,1%
Nudopmupaiite Bammst nexap nin hapmaieBT, ako U3MOJI3BATE, HACKOPO CTE M3MOI3BAIH
WK € Bb3MOKHO J1a U3I0/I3BaTe APYTH JIEKapCTBa.

Modns nabopmupaiite Bamms nekap ako npreMaTe Wi HACKOPO CT€ MPUEeMalli BCSKAKBU JAPYTH
JICKapCcTBa, AOPU U Te3U KOUTO HE ca BU Onnu npeanucanu. OToems3aHy ca peaKH Caydan Ha
B3aMMO/IeMCTBIE C TPUIMKINYHU aHTHAenpecaHTH 1 MAO (1ekapcTBa, U3MOI3BaHU NTPU
nenpecust) naxuouropu. Jla ue ce npuiara Kennoren 0,1% mo Bpeme Ha jiedeHue ¢ Te3H
IpenapaTH.

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

BpemMeHHoOCT, KbpMeHe U (PepTUINTET

Axo cTe OpeMeHHa I KbPMHTE, CMATATe, Y€ MOXKE Jla CTe OpeMeHHa WX TTaHUpaTe
OpeMeHHOCT, TToChBeTBalTe ce ¢ Bamus nexap winu papmarieBT npeau ynorpebaTta Ha ToBa
JIEKapCTBO.

Koncyntupaiite ce ¢ nekap npeau ynorpeoa.
Ha ne ce npunara Kcunoren 0,1% npu 6pemenHu.

Hlodupane u padoTa HA MAIIMHHA

[IpoayKThT € mpeaHa3HavYeH 3a KPaTKOTPaiHO JIeYeHHe, HO IPH MIPOABIDKUTENIHA YIOTpeda U
BBB BHCOKH JIO3H HE €A U3KJIIOYEHN CUCTEMHHU e(EeKTH BbPXY ChbpACYHOCHOBATa CUCTEMA U
HHC, xoeTo MoXe Jia HapyIIH CIIOCOOHOCTTA 32 odupaHe U paboTaTta ¢ MalllHU.

Keuiorea 0,1% cbabp:xa 0eH3aIKOHHYM XJI0PU/

Tora nekapctBo chabpka 0,1 My GeH3aTKOHUEB XJIOPUI BEB BCEKU T'paM. beH3aIKOHUEBUAT
XJIOpUJT MOXKeE Jia IPUYHHY J{pa3HeHe WK TIolyBaHe Ha HOCHATA JINTaBUIa, 0COOEHO aKo ce
M3M0J13Ba MPOIBIDKUTEITHO.

3. Kak na usnoussare Kensoren 0,1%

Bunarn usmnomnssaiite ToBa JICKApPCTBO TOYHO KAKTO € OIIMCAHO B Ta3W JIMCTOBKA WUJIKN KaKTO Bu



¢ Kasayna Bamara jgekap unu ¢papmaieBT. AKO HE CT€ CUTYPHH B HEIlo, nonuTtaiiTe Bamus
JieKap Wi papmarieBT.

Kcunoren 0,1% ce n3non3sa 3a npuiio:keHne B Hoca (CHIIO U IIPU BH3NAICHUE HA CPEAHOTO
yX0).

[TpoayKThT ce mpuiiara npu jAena Hajx 12-roguisa Bp3pacr.

Enno BnpbCcKBaHe OT OmaKoBKara ¢ o3aTtop cbabpxa 0,1 mg kcunoMeTa3onnHoB
XHUAPOXJIOPHI.

leya nao 12 200unu u 6v3pacmmu:

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

OOHWKHOBEHO JICUEHHUETO HE TPSAOBa Ja MpeBUIIaBa 3-5 THH.

IloBTOpHA ynoTpeda Aa ce M3BBPIIBA CAMO B CJIy4Yaii, Ye MPUI0KEHNETO HA MPOIYKTA €
OMJI0 MPEKHCHATO 32 MEPUO/ OT HAKOJIKO JTHH.

ITopanu xurneHHN chOOpaKEeHHUS eIHA OMTAaKOBKa TPSIOBA /1a C€ M3M0JI3Ba CaMO OT eIUH

TIAIMCHT.

Bunaru uznoJizBaiiTe ToBa JJeKaAPCTBO TOYHO KAKTO € ONMHMCAHO B Ta3M JIUCTOBKA HJIH KAKTO
Bu e kazan Bamusr jekap win papmManeBT. AKO He ¢Te CUTYPHHU B Helll0, IIONUTAaiiTe
Bamus jsexkap niam papmaneBT.

Ha4yuH Ha npuiioKeHue:

IIpeau mbpBOTO MPUIIOXKEHHE HA OMIAKOBKATA, CJICA CBAISHETO Ha 3alllMTHATA Kamaydka, 3-5
II'bTH /14 C€ HATUCHE 103aTOPBT, A0 MOsBaTa Ha MPOAYKTA B HAKOHEUHUKA. BEpXBT Ha
HAKOHEYHHUKA Ce ITOCTaBs B HO3ApaTa. HaTucka ce 103aTopbT, KaTO OIIAKOBKATA C€ IBPKU
BEPTHUKAJIHO, KOETO MO3BOJISIBA pa3NIPbCKBAaHE Ha JIEKAPCTBOTO B HOCA.

Axo egpexmvm na Kcunozen 0,1% 6u ce cmpysa meéwvpoe cnab unu mevpoe cuien,
KoHcynmupatime ce ¢ jiekap He3a6asHo.

AKO cTe H3M0JI3BAJIM IoBe4e oT Heodxoaumarta 103a Kceuaorea 0,1%0

B ciyyaii Ha mpefo3upaHe WK WHIUACHTHO OPATHO MOTJIbIaHe, IJIaBHO MPH JIela, MoTarT /1a
ce HaOJIo1aBaT cJeJHUTE CHMIITOMH: yYecTsBaHE Ha ChpJeuHaTa JICHHOCT, TIOBUILIABaHE Ha
KPBBHOTO HaIATaHE, CbHJIMBOCT, IOTUCKaHE Ha JUIIAHETO, Pa3CTPONUCTBA HA Ch3HAHUETO.
3HauyMTeNIHA CeAALM MOXKE J1a Ce TIOSIBH IPH AeLa.

B ciyuaii Ha npefo3upaHe € He00X0AUMa KOHCYNTAIUS C JIeKap.

CHUMIOTOMAaTHYHO JICYEHHUE - ChIVIACHO MPEIIOPHKHUTE Ha JIEKapS.

AKko cTe nponycHaau 1a u3noassate Kemmoren 0,1%
He B3emaiiTe aBoIiHa /1032, 3a J1a KOMIIEHCUpATE MPOITycHATaTa
4, B13MOKHH HeKeJIaHU JIEKAPCTBEHN peakuu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPUYNHU HCKCIJIAHU PCAKIIUHN, BBIIPCKU Y
HE BCCKU I'M ITIOJIy4daBa.

Heuectu nexxenanu peakiuu (Morat fa 3acerHat g0 1 va 100 mymm):
- KBbpPBEHE OT HOCA

Penxu Hexxenanum peakuuu (Morat Aa 3acerHat Ao 1 Ha 1 000 gymm):



- JIOKaJIHO Apa3HCHE, IapCHE, HETIPUATHA CyX0Ta Ha Ha3aJlHaTa JIMTaBHULaA,
- KHUXaHCc.

MHoro peiku HexellaHu peakiuu (Morat na 3acerHat no 1 Ha 10 000 xymm):
- cabocCT, mpuyIoIIaBaHe, rajieHe,

- r1aBo0oNKe, CHHIMBOCT HITH U3pa3eHa ceJlallus Clie/I peao3upaHe,

- ChplicOMCHE, TIOBUIIIABAHE HA KPHBHOTO HAJISATAHE.

Cpo0maBaHe HA He;KeJIAaHU pPeaKIIun

AKO TOITyuHTe HSKaKBU HEKEJIaHH JISKapCTBEHU peakiy, yBeaomere Bamus nexap wmu
¢dapmaneBT. ToBa BKIII0UBa BCHYKH Bb3MOKHU HEOIIMCAHU B TA3U JIMCTOBKA HEXKEJaHU PEaKIHH.
MoskeTe ChIIOo a ChOOIIUTE HEKEIAHH PEaKIINU JUPEKTHO Upe3

W3nbpHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Temn.: +35 928903417

yebcaiiT: www.bda.bg

Kato cphoOmiaBare HexXenaHH peakIii, MOKETe J1a 1a/IeTe CBOSI IPUHOC 3a IOJTy4aBaHe Ha
moBeue MHPOpPMAIHI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRBO.

5. Kak na coxpansBate Kennorea 0,1%

[a ce cpxpansBa B 10Ope 3aTBOpEHa OMAaKOBKa.

Ha ce cexpansBa npu temmnepatypa a0 25°C. Jla ce na3u oT CBETJIMHA.

[a ce cpxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JACLA.

Cpok Ha TOJHOCT CJie/ IbpBOHAYaIHA yroTpeda - 12 ceaMuriy.

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

CpOK’bT Ha IrOAHOCT OTTOBaps Ha MOCJICAHNA JE€H OT IMOCOYCHUA MCCCII.

He uzxBbprsiite nekapcTBaTa B KaHATU3AIUATA WIK B KOHTEHHEPA 32 TOMAITHHU OTIIa IBITH.
[Hommmraiite Bamms dapMarieBT Kak ga U3XBBPIATE JIEKapPCTBAaTa, KOUTO BeUe HE U3IOJI3BATE.
Te3u MepkH I CIOMOTHAT 3a Olla3BaHE Ha OKOJHATa cpefa.

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

Kaxkso cpabpixa Kensoren 0,1%

- AKTHBHOTO BEIIECTBO €. KCHJIOMETa30JIMHOB XUAPOXJIOPHU/.

- Jpyru cheraBku (ITOMOIIHH BEIECTBA) Ca: HATPUEB XJIOPHI, HATpUEB auxuaporendocdar
XHUJIPAT, TUHATPUEB XUaporeHpochaT 1oaeKkaxugpar, CopouTon, OCH3aIKOHUEB XJIIOPHI,
JIByHATPUEBA COJI HA CTUJICHIUAMUHTETPAOIIETHATA KUCEITUHA, XUAPOKCUETHIIIIETYJI03a,
TJIMIEPOT, IPEYMCTEHA BOJIA.

Kak msranexxga Keunnoren 0,1% u kakBo chbABbp:Ka 0onaKkoBKaTa

[ponyxrsT Keunoren 0,1% e Ge3nBeTHa wiin oYty O€31[BETHA, MPO3pavHa WIIH JIEKO
OMajeCleHTHA BUCKO3HA TEYHOCT.

OnakoBka:
OnakoBka ot actmaca HDPE - 10 g.

IIpuTe:kaTes Ha pa3pelIeHHETO 32 yNOTPeda M MPOM3BOIUTE
IIpuTe:kaTes Ha pa3pelIeHHeTO 3a yNoTpeda

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.


http://www.bda.bg/

01-207 Warsaw, ITosmmra

IpousBoguTesa

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddziat Medana w Sieradzu

ul. Wiadystawa Lokietka 10

98-200 Sieradz, ITonma

3a AOBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MIPEJICTABUTEI Ha MIPUTEKATEIS Ha Pa3pelIeHHETo 3a ynorpeoda:

3. ©. [Mondapma — kion beirapus™

Codms, 1734, CryneHnTcku Tpaj

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

Temn.: 02/440 0 843
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