KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JJEKAPCTBEHUS TPOAYKT
KCUJIIOMETA3OJINH WZF 0,05% xamnku 3a HOC, pa3TBOpP
XYLOMETAZOLIN WZF 0.05% nasal drops, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml ot pa3zrBopa chabpxa 0,5 mg KCHIOMETa30JIMHOB XUAPOXIOpU (xylometazoline
hydrochloride).

HomomHo BemecTBo ¢ u3BecTeH edekt: bensankonue xuopun 0,1 mg/ml.
3a IBIHMA COUCHK Ha IOMOLTHUTE BELIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a Hoc, pa3TBOp.
Kcnnomerazonmun WZF 0,05% e 6uctsp, Oe31BeTeH pa3TBop 0€3 MHpHC.

4. KIIMHUYHHU OCOBEHOCTH
4.1 TepaneBTHYHHU MOKA3AHUS

3a HamaJsIBaHE OTOKA Ha HOCHATa JIMI'aBUIla [IPU OCTPa XpeMa, IIPUCTHIIN HAa OOUJIEH HOCEH CEKPEeT
(Ba30MOTOpEH PHHUT), aJIepruiHa Xpema (alnepruueH pHUHUT).

4.2 Jlo3UpOBKA M HAYUH HA MPUJIOKEHHNE
Bcsika kanka ceabpka 0,025 mg KCUIOMETa30JIMHOB XUIPOXIOPHI.

Heya om 2 0o 12 200unu:

Jloxanno 1-2 xanku 0,05% pa3TBOp BBB BeAKa HO3pa 1-2 MBTH JHEBHO.

IloBTOpHA ynoTpeda TpsAdBa Ja ce H3BBPIIBA CAMO B CJIy4aii, e JIeYeHNEeTO e MPeKbCHATO 32
HSIKOJIKO /THH.

Tepanusita He TPAOBaA Aa NPOABJKABa NOBeYe 0T 3-5 THM 0e3 KOHCYJATAIUS ¢ JeKap.

Enna onakoBka TpsiOBa Ja ce U3M0JI3Ba CaMO OT €AMH MallUeHT.

4.3 IIpoTuBOMOKA3aAHUA

*  CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEUIECTBO WJIM HAKOE OT MIOMOIIHUTE BEIECTBA, H30POCHH
B TOuKa 6.1.

*  3aKpUTOBI'bJIHA TIIAYKOMA.,

* Tpanc-cheHonmamHa XUNOYU3ESKTOMUS HITH JPyTa MHTEPBEHIIUS ¢ eKCIo3uIusl Ha dura mater.

* Cyx arpodudcH pUHUT (rhinitis sicca).

4.4 ChneuuajaHu npeaynpe:KaeHus U MPeINa3Hu MePKH NPH ynoTpeda

IIpu npoab/KUTENHA YyIOTPEeda HMA ONIACHOCT OT aTPOo(usl HA HOCHATA JIUTAaBULA, IOPAdU
KOeTO NMPUWJIOKEHUETOo ce OrPAHUYaABa 10 7 THU.

Jla He ce U3MoJ3Ba MPH JIela Moj| 2 ToIuHH (caMo Mo U3KJIFOUEHHE J1a Ce Mpujiara npu Jena Haa 6
Mecena).



Jla He ce mpuiara mpu KbpMadeTa | Aela nox 6 Toauan 6e3 KoHCyaTalus ¢ jgekap. [Ipu manku gena
MOJKE J1a ce MOABAT BH30y1a WM HapyleHus Ha ChHA. [Ipu mosiBa Ha Te3U CUMITTOMH, JIEKAPCTBOTO
TpsOBa J1a ce crpe.

Jla He ce mpuarar mo-BUCOKH OT IPETOPbUYaHUTE T03H 0COOCHO TPH JeIa U IMallueHTH B
crapdecka Bb3pacT.

[Momo6HO Ha apyrute cumnarnkomumMeTrnu Kennomerazonna WZF 0,05% tpsidBa na ce npuara
BHUMATCIIHO IPH MAMUCHTHU C YYBCTBUTCIIHOCT KbM aIpECHOMUMETHUIIN, KOATO CE ITPOsABABaA C
0e3chHHUE, CBETOBBPTEK, TPEMOP, ApUTMUHN U XUIICPTOHHSL.

[Ipu manmenTH che cUHAPOM Ha yabkeH QT uHTEpBal, JIeKyBaHU C KCHJIOMETA30JIMH, MOXeE J1a
¥Ma MOBHIICH PUCK OT CEPUO3HH BEHTPHUKYJIApHHU APUTMHU.

[IpoaykThT He OMBa J1a ce MpuiIara Mpy MalUeHTH ¢ XPOHUYEH WM Ba30MOTOPEH PUHUT, KOUTO
ca MpepasnojoKeHu KbM yIbJKaBaHe Ha TepanusTa noBede ot 5 guu. [IpoabmxurenHara
ynorpe0ba (Io-IbJIT0 OT MPEOPBYAHUS CPOK) MOXKE J]a TIOBE/IE A0 BTOPUIHA Ba30AMUIATALINS U
KaTo MOCJICIUIIA JIO ATPOTCHEH PUHUT (rhinitis medicamentosa).

[loTuckaHeTo Ha OCBOOOXKIaBAaHETO HA HOPAJPEHAINH OT HEPBHUTE OKOHYAHUS Ype3 CTUMYJIalus
Ha ajda 2-npecHHaNTHYHUTE PELIETITOPH € BEpOATHATA IPHYUHA 32 TOBA 3a00JIsIBaHE.
JlekapcTBOTO TpsIOBa /1a Ce U3MOJ3Ba C BHUMAaHUE MIPH MALIMEHTH C apTepUaTHA XUIIEPTOHMUS,
UBC, dpeoxpomounToM, 1uadeT, 3aKpUTOBI'BIHA TIIayKOMa, IPOCTaTHA XUIIEPTPOPHUS,
XUIEPTUPEOUTUIBM.

Toga nekapcTBo chabpka 0,1 mg OeH3aIKOHUEB XJIOPU BbB BCekr M. BeH3aIKOHUEBHAT XJIOPU
MOYKe J]a TPUYMHH JIPa3HEeHE WK NOlyBaHe Ha HOCHATA JINTaBHIIA, 0COOCHO aKo ce U3I0J3Ba
MPOTBIKUTEITHO.

4.5 Bs3aumoaeucTBHe C IPYIrd JeKAPCTBEHHU MPOAYKTH U APyru popmu Ha
B3auMoJelicTBHE

Ot0ens3anu ca peAKH CIy4au Ha B3aUMOACHCTBHE C TPULIUKINYHN aHTUAenpecantd u MAO
unaxubuTopu. Jla e ce npunara Keunomerazonua WZF 0,05% 1o BpeMe Ha jiedeHue ¢ Te3U
npenapaTy.

EnnoBpemennoto npunoxenne Ha Keunomerazonun WZF 0,05% c npyru cuMnaTUKOMUMETHIN
(mamp. edpenpun, iceBnoedenpiH) U BCHUKHA MPOAYKTH, ChIbPIKAIIN T€3H BENIeCTBa TPIOBa Ja ce
M305TBa MMOpagu CyMapHUsS ePeKT OT TIXHOTO IESHCTBHE.

4.6 dDepTUIUTET, OPeMEHHOCT U KbPMEHe

ITopaau nunca Ha OKa3aTeIHY MIPOYYBaHUS 33 S)SKTUTE HA IPOAYKTa BBPXY IUIO/IA U ThU KaTO HE €
W3BECTHO JIAJIN JICKAPCTBEHOTO BEIIECTBO CE EKCKPETUpa B KbpMaTa, /la He Ce Ipuiiara 1o BpeMe Ha
OpeMEeHHOCT U KbpPMEHE.

4.7 BuausHHe BBpPXY cIOCOOHOCTTA 32 modupaHe n padoTa ¢ MAINHA

[IpoayKThT € mpeqHa3Ha4YeH 3a KPaTKOTPAWHO JICYeHUE, HO TIPHU MPOIBIDKUTETHA YIOoTpeOa U BbB
BHCOKH JI03W HE Ca U3KIIFOYCHN CUCTEMHH €()EKTH BEPXY ChPICYHOCHIOBATA CUCTEMA, KOSTO
MOJKE J1a HapyIlIX CIIOCOOHOCTTA 3a IodupaHe 1 padoTara ¢ MaITUHH.

4.8 HexeaaHu JIeKAPCTBEHH PeaKIuH

HesxenanuTe j1ekapcTBEHM PEaKIUK ca KaTeTOPU3UPAHU ChITIACHO CUCTEMO-OPTaHHHU KJIacoBe, KaTo ce
W3II0JI3BA CJICIHATa KOHBEHIIMA: MHOTO YecTH (> 1/10), uectu (> 1/100 o < 1/10), meuectu (> 1/1 000
1o < 1/100), penxu (> 1/10 000 mo < 1/1 000), maoro peaxu (< 1/10 000), ¢ Hen3BecTHa YecToTa (TIpH
HAJIMYHUTE JaHHU HE MOXKE Jia CE HalpaBH OICHKA).



OO01IM HApYLIEHUs U HAPYIIEHNs], CBbP3aHHU € HA3AJIHOTO MPUJIOKEHHE
Penxu: nokagHo apa3HEHe, apeHe, HEMPUATHA CYX0Ta Ha Ha3alHATa JIMTaBHIIA.
MHoro pefku: cnabocT, IpUIIoNIaBaHe.

PecnnupaTopHu, rpbIHUA M MeIMACTUHAJIHA HAPYIICHUSA
Heuectn: enucrakcuc.
Penxn: xuxane.

Hapymenusi Ha HepBHaTa cucTeMa
MHoro peaku: raaBo0onre, ChbHINBOCT WIHM U3pa3eHa ceauus ciiell Ipe1o3upaHe.

Hapymennst Ha Cbpe4YHO-CHA0BATA CHCTEMA
MHoro peaku: cbplieOHeHe, TOBUIIABAHE HA KPBBHOTO HAJISTAHE.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH
Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIMU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS

NPOJIYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHHETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATIICTH c€ U3UCKBA J]a ChOOIABAT BCSIKA
NOI03MpaHa HeXellaHa peakuus uype3 M3mbIHuTeTHa areHIus 110 JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane

3HAYUTEITHO MPENO3UPaHE WU CITyYaeH MepopalieH MpUEM Ha IPOAYKTa MOXKE J1a TOBEAE Jja CIETHNUTE
CUMIITOMU: MUApHasa, raicHe, MOBPbIIAHE, [IMaHO3a, BUCOKA TEMIIECpATypa, KOHBYJICUH, TAXUKapAns,
ChpACYHA apUTMHS, HUPKYJIaTOPEH KOJaIc, 3a0aBsHe Ha ChpleuHaTa AEHHOCT, XUIIEPTOHUS,
0enoapoOeH 0TOK, pecIMpaTOPHU CMYILIEHUs, ICUXUYHH pa3cTpoiicTBa. OCBEH TOBa MOrar ja ce
HaOJroIaBaT CHIO Taka motuckane Ha pynknuute Ha LIHC, chnpoBoseHO ChC CHHIMBOCT, HAMAJICHHE
Ha TeJiecHaTa TeMIepaTypa, OpaauKapaus, ps3Ko crajaHe Ha KphbBHOTO HaIsSTaHe, allHesl, KoMa.
Jbaroro npunarane Moxe Aa AOBEJE A0 BTOPUUEH PUHUT, yCTOWYMB Ha JieueHue (rhinitis
medicamentosa).

B cityuaii Ha pento3upane e HeoOXoIuMa KOHCYJITAIHs C JeKap.

CuMITOMAaTHYHO JIEYEHHE CE IPOBEXk/1a ChITIACHO HAa3HAUYEHHETOo Ha Jiekaps. [I[pomuBKa Ha cromaxa
ce MPaBU caMo IMPH CIIyYaiHO MEPOPATHO MOTIIBbILAHE.

5 ®APMAKOJIOT'MYHU CBOMCTBA
5.1 ®apmakoaMHAMHMYHU CBOIiCTBA

dapMakoTepaneBTUYHA TPyIIa; JCKOHI'SCTAHTH U JAPYTy Ha3aJIHU TperapaTy 3a JIOKaIHa yroTpeoa;
CHMITATUKOMHUMETHIIH.

ATC kon: ROIA A07

KcnnomeraszonnH e Npon3BOAHO HA HIMUAA30JIMHA ChC CUMITATUKOMUMETHYHA aKTHBHOCT.
Ctumynupa qUpeKTHO ajida 2-aIpeHePTUIHUTE PEIENTOPH.

[IpunoxeH BbpXy TUraBHIIATa HA HOCA, IPETU3BUKBA CBHBAaHE HA KPhbBOHOCHUTE ChJIOBE,
npeMaxBa OTOKa, TOTHCKA XUTIEpEMHATA Ha JIMTaBUIaTa Ha HOCOTIIbTKATa U HamMaslsiBa
KOJINYECTBOTO Ha CEKpeTa.

TTo-poABIDKUTEITHOTO MPHIIOKEHNE (TIOBEUe OT 2 CEAMHUIIN) MOKE JIa JIOBEIE A0 BTOPHIHO
pasimpeHne Ha KPbBOHOCHHUTE ChJIOBE H JI0 METUKAMEHTO3EH PUHHT.


http://www.bda.bg/

5.2 @apmMakoKHHETHYHHU CBOIiCTBA

[Ipunara ce BbpXy JAUraBHLATa HA HOCA C LIET Bb3CTAHOBSABAHE MPOXOAUMOCTTA HA HO3APHUTE U
eBcTaxueBara Tpb0Oa. JlelicTBuero 3amousa 5-10 MUHYTH ciie] IpUaraHeTo U NpoAbbkasa 6 1o 12
Jaca, a CBUBAaHETO Ha KPBbBOHOCHHTE ChIOBE - 8-12 Haca.

He cpmiecTByBaT AaHHM, Kacaelly pasnpeaeieHneTo, MeTadboIn3Ma U eTMMHUHIPAHETO Ha
KCHJIOMETa30JIMH.

5.3 IlpeakJMHUYHHU JAHHM 32 0€30MACHOCT

[lo Bpeme Ha m3cneaBaHUs BbPXY KUBOTHHU CJIE/ HO-NIPOABIDKUTEIHA yIoTpeda Ha MPOIyKTa
ca HaOmoaaBaHu e()eKTH, TUITMIHY 32 B30yXK/IaHe Ha CHMIIATHKYCa — MOBUIIIABaHE Ha
KPBBHO HAJIATaHE, TAXUKAPAUS, PA3IINPEHH 3CHULN, TUITOCPEKIIHSL.

W3scnensanus, Kacaemy TEPaTOreHHOCT U KaHLIEPOTEHHOCT JI0CETa HEe ¢a IPOBEXKIAHH.

6 ®APMAIEBTUYHU JAHHU

6.1 ChoucnbK Ha HIOMOIIHHUTE BellECTBA

Hatpues muxunporendocdar MOHOXHIPAT

JunatpueB xuaporenpocdaT qoaeKaxuapar

Hatpues xmopun

CopOuron

JByHaTpueBa coJl Ha €TUICHIUaMUHTETPAOIETHATA KUCEJINHA

benzankonues xiaopuna

[Ipeunicrena Boga

6.2 HecbBMecTHMOCTH

Hama nokasanu.

6.3 Cpoxk Ha rogHocT

4 roIuHH.
CpoK Ha TOJHOCT Ce/l OTBApsIHE Ha OMAaKoBKaTa: 12 CeAMMUIIH.

6.4 CrnenuajaHu ycJI0BHSl HA ChbXpPaHeHUe

Ja ce cexpanssa mpu Temrepatypa g0 25°C. Jla ce masu oT CBETJIMHA.

6.5 Buau chbabpkKaHUE HA OMIAKOBKATA

IMonuerunenor ¢uakon (10 ml), ¢ kanikoMep ¥ Kamadka ¢ rapaHIHOHEH IPbCTeH. Beeku
(akoH e IoCTaBeH B KAPTOHEHA KYTHUs ¢ HEOOXOAMMHUTE 03HAYECHHUS 1 MHPOPMAILIIOHHA
JIMCTOBKA.

6.6 CrnenuajJHU Npeana3sHu MePKH NP U3XBbPJIsIHE U padoTa

OrmakoBKaTa € TIpeHa3HaueHa 3a yrnorpeda oT eIHO JIIIE, 32 Jja ce M30eTHE 3apa3siBaHe.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski
ITonma



8. HOMEP HA PASEHIEHUETO 3A YIIOTPEBA

Perucrparmmonen Ne 20030701

9. JATA HA IIbPBO PABPEHIEHUE/TIOAHOBSABAHE HA
PABPEHIEHUETO

[ata Ha epBO paspemenue: 14.11.2003
Jata Ha mocnexno moanosssane: 23.07.2009

10. JATA HA AKTYAJIN3ALUS HA TEKCTA

05.03.2024
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