JIncroBka: HHPOpPMALHA 32 NALHEHTA ‘9/‘-7 IS0 ?—O /

KCHJIOMETA3OJIUH WZF 0,05% kanku 3a HOC, pa3TBoOp | 3 .01- M5
Kcunomema3sonunos xuopoxnopuo - ;\9 B4 7 LU

XYLOMETAZOLIN WZF 0,05% nasal drops, solution
Xylometazoline hydrochloride

IMpoyereTe BHHMATEJHO LSAJIATA JHCTOBKA, NMPeAH 1a 3aMo4YHeTe Aa NpHeMaTe TOBa

JIEKapCTBO, Thi KaTO TH ChAbPKAa BaXKHa 32 Bac nHpopmauus.

BuHaru npuemaiite ToBa JIEKapCTBO TOYHO KAaKTO € OMHUCAHO B Ta3M JIMCTOBKA WK KakTo Bu €

kazan Baumus nekap uinu papmMauesT.

- 3amna3zeTe Ta3M JUCTOBKA. MoOXKe na ce HaloXH Aa A NpO4YETeTe OTHOBO.

- AKO UMare HAKAKBH JOMBJIHUTEIHH BBIIPOCH, nonuTaire Bawmusa ¢papMauesT.

- AKO NMOJy4YUTE HAKAKBU HEXKEJIAHH JIEKAPCTBEHH peakLMH, yBeaoMere Baiuus nekap wiu
dapmauest. ToBa BKIHOYBA U BCHYKH Bb3MOXHH HEXEAHU PEaKLIMK, HEOMMUCAHHU B Ta3H
JIACTOBKA.

- AKO He ce 4yBCcTBaTe no-a00pe Ui cbCtosHUueTo Bu ce Biaowu cnen 3-5 nuu, Tpsadsa na
MOTHPCHUTE JIEKAPCKa MOMOLLL.

KakBo cbaAbLpKa Ta3H JJHCTOBKA:
KakBo npeacrasnsasa Kcunomeraszonudn WZF 0,05% u 3a kakBo ce u3nojissa

.

2 KakBo Tps6Ba na 3Haere, npeau na npuemere Kcunomerasonud WZF 0,05%
3.  Kak na npuemare Kcunomerazonun WZF 0,05%

4. BB3MOXHHM HEXENaHU peakLHu

5 Kak na cexpansBate Kcunomerazonud WZF 0,05%

6 CbabpkaHue Ha OMaKoBKaTa v JOMBJIHUTENIHA HUH(pOpMaLKs

1. Kaxkso npeacraBasasa Kcuaomeraszonun WZF 0,05% u 3a kKakBo ce H3MoJ13Ba

KcunomMera3onuH e npou3BOAHO Ha UMHAA30/MHA. [IpyUTexaBa CHMIIATHKOMHUMETHYHO AEHCTBHE.
[TpunoxeH BbpXy JUraByuLiaTa Ha HOCA, NPeIU3BHKBAa CBUBAHE HA KPbBOHOCHHUTE CbhIOBE,
npemMaxBa 0TOKa, MOTHUCKA XUINEpEMUATA Ha JIMraBuLiaTa Ha HOCOMIbTKATa M HaMmaJlsiBa
KOJIMYECTBOTO HA CEKpETA.

3a HamaJiiBaHe OTOKA HA HOCHATA JIMraBHLiA MPH OCTPA XpeMa, MPUCTHITH Ha OOWJIEH HOCEH
cekper (Ba30MOTOPEH PUHMT), ajiepruyHa Xxpema (ajiepruyeH puHHUT).

Kakso TpsiOBa na 3HaeTte, npeau aa uinoassare Kcunomerazonun WZF 0,05%

He ynorpebsiBaiite Kcnaomerazoaun WZF 0,05%

- aKO CT€ aJIepruYyHU KbM KCHJIIOMETAa30JIMHOB XHUAPOXJIOPUI HIIK HAKOS OT OpyruTe
CBhCTAaBKH Ha TOBA JIeKapCcTBO (M30poeHH B T. 6);

. aKO MMaTe 3aKPUTOBI'bJIHA I1ayKOMa;

- aKO CTe NMpeTbpresn XUnoGu3eKTOMHs WK pyra YyepernHa HHTepBEeHLHs

- aKo uMmare cyx arpoduueH puHut (rhinitis sicca).

[IpeaynpexaeHHs H NMpeAna3sHH MepPKH

["oBopere ¢ Bamms nekap wiu ¢apmauest, npeau aa usnonssare Kcunomerasonud WZF 0,05%,
- aKo cTpajnare ot 3aboJisBaHe Ha ChPLETO (Hanpumep CUHAPOM Ha yabikeH QT uHrepsan);
- aKO IPH MaUMEHTH, NPU KOUTO CJIe MPHI0KEHHE HA CHMITATHKOMHUMETHLIM Cca
HaOMIOAaBaHU CIEAHUTE CUMNTOMU: O€3CHbHHE, CBETOBBPTEXK, TPEMOP, ApUTMHH HWIH
XHUIMEPTOHMA,

- aKO NMpH MalUMEHTH ¢ UUPKYJIATOPHU HapylleHus (apTeprHaliHa XUNEepTOHUA, aHI'MHA




[eKTOopuc), aAnaber, rmaykoMa, MpoCTaTHE XHNepTpodHa, XUNePTHPECOHINIBLM.

[Ipn Manku zena - axo ce noABAT Bb30yAa WIH HAPYIIEHHA Ha ChHA JIEKapCTBOTO TPAOBa Aa ce
CITpE,

pn npoab/CKATENARA YHOTPe6a HMA ONACHOCT OT ATPOdHS HA HOCHATA JHTABHIA H 3ATOBA
NPHJIOKEHHETO ¢¢ OrPAHHYABA 10 7 IHH,

IIpeaynpexaeRns BPH CHCIHANHH NONYJAANAH, H3TIOJ3BAIIH JIEKAPCTBOTO
¥Ynorpeba na Kcaaomeraszonne WZF 0,05%npn aeua:
Ja He ce H3nor3Ba MpY Aela noa 2 NOIHHH,

Hpyru aexaperea u Kennomerasonuy WZF 0,05%

Hudopmupaiite Bamua nexap win ¢apMaLieBT, ako H3ITON3BATE, HACKOPO CTE M3IOI3BATIH HIIK €
BB3MOXKHO I8 H3MIONI3IBATE APYTrH JIEKapCTRA.

Jla He ce nmpuiara NpOAYKTa 1o BpeMe Ha JICUEHHE ¢ TPULMKIHYHHE aHTHAenpecaHTd win MAQO
AHXAOUTOPH (NIEKapCTBa, H3NOA3BAHH 34 JICYCHHE HA ACNPECHA ), IOpand ChOOIMCHHA 38 PEAKH
cayvyau Ha p3auMoacHcreua. EnHoBpeMeHHaTa ynotpeda ¢ Jpyru CHMNaTHKOMHMETHLIN
(edenpun, ncepnoedenpun) Tpadpa na ce wabdbiarea.

bpeMeHROCT H KbpMeHe B QEPTHAUTET
Axo cre OpeMeHHA WM KbPMHTE, CMATATE, Y& MOXE 1a CTe OpemeHHa WIH IUTaHHpaTe
OpeMeHHOCT, MOChBETBANHTE c¢ ¢ Bamusa nexap wiu papmanest npeau ynorpedara Ha ToBa

JIEKaPCTRO.

INopanu 1ANca Ha MOKA3aTETHH MPOYIBAHHA 34 ¢(PEKTHTE HA IPOAYKTA BRPXY IUTOAA H Thi KaTo
He € H3BECTHO JATH JICKaPCTBCHOTO BEIISCTBO CE €KCKPeTHpa B KbpPMara Aa He ce IpUiara no
BpeMe Ha OpeMeHHOCT U KbpPMEHE.

lodupaHe 4 ynoTpebs HA MAIIHHH;

I[IpoayKTHT € IpeaHa3sHAYeH 3a KPaTKoTpaliHo JiedeHre, HO NPH MPOAB/IKUTENHA YIoTpe6a 1 BbB
BHCOKH JIO3H HE Ca M3KIIOMEHH CHCTEMHH e(eKTH BEpPXY ChpICYHO-CHAOBATA CHCTEMA, KOETO
MOXe Ja HapylH ctocoOHOCTTA 3a modupaHe B paboTaTa ¢ MAIIMHK.

Kcanomeralonnd WZF 0,05% coabpia 6en3aakoHHeB XJ0pHA

Tosa nexkapcTBo ¢habpKa 0,1 mg GeH3ANKOHHEB XJIOPH BEB BCEKH Ml. beH3AKOHUEBUST
XJIOPHA MOXXE Aa NPHYMUHH Jpa3HEeHe WIH NOAYBaHEe HA HOCHATA JIMMABHIA, 0COOEHO aKo ce
M3I10J13Ba NMPOXBIDKHTETHO.

3. Kax na nanonzsare Kcnnomerazoaun WZF 0,05%

BuHarn m3nomsealite TOBa ISKapCTBO TOMHO KAKTO € ONMCAHO B Ta3sH JHCTOBKA WIH KakTo BH ¢
Kasan Bammsar siekap, i dpapManesT. AKO He CTE CHIYPHH B HEIO, MONHTanTe Bailika iekap

uad ¢papMalesT.

Bceaka kanka ceaepka 0,025 mg xcuromeTasoNHHOB XHAPOXIOPHI,

Heya om 2 0o 12 200unu
JloxamHo no 1 - 2 xanku 0,05% pasTBop BBB BeAKa HO3Ipa | - 2 meTH AHEBHO.

IlopTOopHaTa YnoTpelfa TpabGBa na ce H3BBLpPHIBA CAMO B ciy4al, ve JedeHHETO €

NPeXhCHATO 32 HAKOJKO THH. .
Jleuennero ve TpabBa Aa npoanaxana noBede o1 3-5 AuN 6e3 KOHCYATANHEA ¢ ARKAMY./: | \

Ha He ce mpHUIarar A03H No-BHCOKH OT NPENOpbYaHHUTE.

Iopaas XurHcHHM CHOOpaXkeHHA ¢AHA ONaKoBKa TPAOBA Aa ce H3MON3BA CaMO




AKO CTe NpHeJIH noBetde oT HeobxoaumaTa po3a Kcuaomeraszonun WZF 0,05%

3HaMHUTEIHO MPEAO3HpaHe WIH CITYHacH NepopasieH NpHeM Ha MpoxyKTa, oCOOEHO OT HeLia, MoXe
Ia MpeAN3BHKA CHHIHBOCT, Pa3CTPONCTBO Ha 3peHHETO, II1apobonue, HEPBHOCT, HApYLIEH
CBhpPIACYEH PHTHM, 6e3cpHEe,

JIsnro mpuiaraHe MOXe Aa fioBele 10 BTOPHYEH PHHMT, yeToMuuB Ha neuenue (rhinitis
medicamentosa).

B cnyqail Ha npeno3upaHe € HeoOXogUMa KOHCYITALIMA ¢ Iexap.,

CHMIITOMATHYIHO JICYCHHE C& MIPOBEXKAA ChI/IACHO HA3HAYEHHETO Ha nekaps. IIJpoMuBKa Ha
CcTOMaxa ce MpaBH CaMOo B CITyYal Ha ClTy4alfHO NnepopanHo NOriIbIlUAHE.

4. Bb3IMOKHH HEXKeJAHH JeKAPCTBEHH PeaKBH

Karo BCHYKH 1EKapCTBa, TOBA JICKAPCTBO MOXE A3 NMPHYKHY HEXEJIaHH PEaKi[HH, BBIIPCKH 9¢ HE
BCEKH I' NOJTy9aBa.

HeuecTn HexenaHu peakiuu (Morar aa 3acersar no 1 Ha 100 gymm):
- KBPBEHE OT HOCA.

Penku HexenaHy peakumy (MoraT ga 3acerHat go 1 Ha 1 000 xymum):
- JOK&THO Opa3HEHe, NapeHe, HeMPHATHA CYXOTA Ha HAa3a/IHATA JIMTaBHIIa;
- KHXaHe.

MHOro peaxH HexXeNaHH peakiiu (Morat aa 3acersar a0 1 Ha 10 000 xymm):
- cnaboct, npuiomaBaHe,

- riapo0oNHe, ChHANBOCT WK H3Da3eHa cefaliua ciel mpeno3supane;

- chplLeOHeHe, MOBHIIABAHE HA KPBBHOTO HAJIATAHE.

CrofmaBaHe HA HEMEIAHH PEAKUHH

AKO NONYYHTE HAKAKBH HEKEJIAHH JIEKAPCTBEHH PeaKlHH, ypenroMere Baluusa nexkap HiH
dapManepr. ToRa BKITIOUBA BCHYKH BB3MOXHH, HEOMHCAHH B Ta3M JTHCTOBKA HEXE/IaHH PeakiyH.
MoxeTe ChIIo A8 CHOOIMMTE HEXENAHA PeaKLMH AUPEKTHO Ype3 HALMOHANHATA CHCTEMA 33
cpobimanane, noco4eHa B M3nejHUTENHA areHUHA 10 JeKapcTpara

yi. ,,Jamau I'pyes” Ne 8

1303, Codus

Ten.: +35 928903417

yebcaift: www.bda.bg

Karo crobmasare nexenaHy peakiiui, MOKeTe Aa JaleTe CBOS NIPHHOC 32 NoJydaBaHe Ha
noeeye HHPopMaIsa OTHOCHO 6€30MaCHOCTTa HA TOBA JIEKAPCTBO.

5. Kak aa coxpanspate Kcuaomerazoann WZF 0,05%
Tla ce chXpaHABa HA MACTO, HEAOCTHITHO 38 Jelia.

Ha ce cexpanssa noa 25°C. la ce nasu OT CBETJHHA.

Cpok Ha rOJHOCT CNefl OTBapAHEe HA ONAaKoBKaTa - 12 ceNMHLH.
He u3nonssalite TOBa NEKapCTBO C/IGA NaTATA HA U3THYAHE HA CPOKA HA TOJMHOCT ITOCOYSHa Ha
OMNaKoBKara.

He m3xBbpngiiTe JexapcTBaTa B KAHAIH3A1MATA WIH B KOHTelHepa 33 JOMaIIHH OTNATBIIH.
[Monwraiire Bamua ¢gapMalieBT KaK Aa W3XBbIATE IEKAPCTBATa, KOUTO BEve He H3NOI3BaTe.
Te3d MepKH e CIIOMOTHAT 33 Ona3BaHe Ha OKOJIHATa cpelia.




6. CoabpAAHEE HA ONAKOBKATA H AONBJIHHTEAHA HHGOPMALHA

Kaxso coappxa Kennomerazonnn WZF 0,05%

- AKTHBHOTO BEIIECTBO € KCHIOMETA30IHHOB XHapoxnopus. Becexku ml ot pasrsopa
ChabpAa 0,5 mg KCWIOMETA30JIHHOB XHAPOXJIOPHA.

- Ipyrn cecrasku ca: Harpnes auxuaporeHpocdar MOHOXHIPAT, AHHATPHEB

xHaporeHgochar ZoAeKaXNAPAT, HATPHEB XJIOPUJ, COPOUTOIN, THHATPHEB eleTaT, OeH3ANKOHHEB

XJIOpHI, MPEYHCTEHA BOAA.

Kax nmarnexnaa Kcunomerazoann WZF 0,05% H KaxKBo CHhIALDXKA ONNAKOBKATR
[Tonueruneros ¢naxon (10 ml) ¢ minera 1 xanauka ¢ rapaHIMOReH NpucTeH. Beexu ¢nakoH e
IIOCTABEH B KAPTOHEHA KYTHA ¢ HeoOxonumMure 0603Ha9eHHs H JTHCTOBKA.

HpurexaTe] BA pa3pemeHHETO 38 ynoTpeba
Zakiady Farmaceutyczne POLPHARMA S.A.
ul. Pelplifiska 19, 83-200 Starogard Gdafiski, ITomma

IpoussoauTre

Zakiady Farmaceutyczne POLPHARMA S.A,
Oddziat Medana w Sieradzu

ul. Wiadystawa Lokietka 10, 98-200 Sieradz, ITommua

3a nomBIHUTETHA AFHOpMALMA OTHOCHO TOBA JIEKApCTBO, MOJA, CBBPXKETE Ce€ C JIOKaIHHA
MpeACTABHTEN Ha NPATEKATENA Ha paspemieHHeTo 3a ynorpeba:

3.0, [TOJIODAPMA C.A. - x10oH ,,brirapus”

yi1. ,,CaMeoHOBCKO moce*, No 83, er. 3, opuc 3, CTyAeHTCKH rpan

Coduna 1734, benrapus

Ten. 02/4400843

JlaTa Ha NOCJAEAHO NpepasTaexKIane Ha JucToBKAaTa 10/2025




