KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

N3NLAHUTENHA ATEHLINS NO NEKAPCTBATA

KDEIMKE XBDNERSPUCIKE Ha Npogywne - [ e |

1. HME HA JEKAPCTBEHHA NPOAYKT

KCUNTOMETA3OJIMH WZF 0,05% xankH 3a HOC, pasTBOp
XYLOMETAZOLIN WZF 0.05% nasal drops, solution

Ne

el S B B S § ol B e B

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bceku ml oT pastsopa chabpia 0,5 mg KCHIOMETA301HHOB XHAPOXJIOPHI (xylometazoline
hydrochloride).

[ToMOLIHO BEMECTBO ¢ M3BecTeH edexT: Genzankonues xnopua 0,1 mg/ml.
3a [LAHMHSA CITHCHK HA TOMOLIHMTE BEIECTBA BIXKTE To4Yka 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a HOC, pa3TBOP.
KewtomeTtazoma WZF 0,05% e 6ucTsp, Ge3uereH pastBop 6e3 Mupuc.

4, KJIHUHHYHHA OCOBEHOCTH

4.1 TepaneBTHYHM MOKA3AHHSA

3a HaMaNABaHe OTOKA Ha HOCHATA JIMMABHLA [IPY OCTpa XpeMa, NPUCTHIH Ha o0mIeH HOCEH CEKpeT
(BA30MOTOPEH PHHHT), aJlepruyHa Xxpema (anepruyeH PUHHT).

4.2 Jo3HpoBKa M HAYHH HA MPUJIOKEHHE

Besika Karika ceabpka 0,025 mg KCHIoMETa301HHOB XHAPOXJIOPHUA.

Heya om 2 00 12 200unu.

Tlokango 1-2 kanku 0,05% pasTBOp BBB BCAKA HO3Apa 1-2 METH AHEBHO.
MosTOopHa YnoTpeba TpAOBA Aa ce H3BLPILBA CAMO B cJy4aii, ye Je4eHHETO € NPEKBLCHATO 32

HAKOJIKO AHH.
TepanusaTa He TpaGBa A8 NPOABIKABA NOBEYHE OT 3-5 gpu 0e3 KOHCYJATAIHA C JeKap.

Enxa onakopxa TpadBa a ¢ce U3MnoJ38a caMoO OT €I4HH NAlHEHT.

4.3 TIporuBonoKa3aHHus

¢  CBPBXYYBCTBUTEJHOCT KbM aKTHBHOTO BELUSCTBO WIIH HAKOE OT MOMOIMIHHTE BEIIECTRA, M30poeHH

B TOo4yka 6.1.

« 3aKkpHUTOBI'BIIHA [J1ayKOMa.
- TpaHc-ceHoHNATHA XUTTOGHIEKTOMHS WM APYTa HHTEPBEHLHA ¢ CKCTIOIMIMA Ha dura mater.

« Cyx arpodydeH pHHHUT (Thinitis sicca).
4.4 CnenuaaHu npeaynpexkieHus H NpesnasHi MEpPKH NpH ynoTpebda

Ipu npoaAb/KUTEIHA YNOTPeda HMa OMACHOCT OT aTpodus H3 HOCHATA JIMFAaBHLA, NOPaaAH
KOETO NMPHACKEHHETO C¢ OrPaHHYaBa X0 7 AHH.

Jla He ce W3MON3Ba MpH Jela Noj 2 ToMAH (CaMo Mo W3KIIUEHHE 113 CE NpHara MgiaSos
MeceLa). I



Jla He ce NMpwiara NpH KbpMaueTa ¥ Aela oz 6 roAnHU Oe3 koHCyJITauM4 c nekap. [1py MankH aena
MOJKe 12 Ce MOABAT Bb30YyAa WK HapyileHus Ha cbhA. [Ipu MosBa Ha TE3U CUMITOMH, JIEKAPCTBOTO
TpabBa Aa ce crpe.

Ila He ce MPUIAraT [I0-BHCOKH OT MPENOPBHAHATE 103H ocoOeHO TPH Jelia ¥ NauyeHTH B
cTapyecka BL3PacT.

[ToJ06HO HA OpYTrUTE CUMIIATUKOMHMETHLM KCHIIOMETa30/IHH WZF 0,05% Tpabsa aa ce npujiara
BHHMATEJTHO TIPH MAINEHTH ¢ YyBCTBUTETHOCT KbM aAPEHOMUAMETHLIM, KOATO C¢ NPOABABA C
6e3ChHUE, CBETOBBPTEX, TPEMOP, APUTMUH ¥ XHIIEPTOHHA.

[pH NAauMEHTH ChC CHHAPOM Ha yasker QT HHTEpBan, JIeKyBaHu ¢ KCHJIOMETA30/IHH, MOXKE 12
1AMa TIOBHILIEH PHCK OT CEPHO3HH BEHTPHKYJIAPHH aDHTMHUH.

ITpoaykTsT He OHBa Ja Ce npuara rpy NALKECHTH ¢ XPOHHICH HIIH Ba30OMOTOPEH PHHHT, KOUTO
ca NpeApasnoIoKeHH KbM YIBDKABAHE Ha TEpanuATa MoBede OT 5 pnu, [IpoabmKKUTEIHATA
ynotpeda (no-ABAro OT Npenopbyanul CPOK) MOXe Ja [IoBe/e A0 BTOpHYHA Ba3oAnIaTalHd H
KaTO MOCNENHLA N0 ATPOTEHEH PHHHT (FAinitis medicamentosa).

[MoTHCKAHETO Ha OCBOGOKAABAHETO HAa HOpaIpeHANTHH OT HEPBHUTE OKOHYAHHA Ype3 CTUMY Al
Ha aida 2-MpeCHHANTHYHHTE PELIENITOPH € BEPOATHATA NPUYKHHA 32 TOBA 3adoNABaHeE.
JiexapcTBOTO TpAOBa a cE U3NMON3BA C BHUMAHHE NPH NAlMEHTH ¢ apTepratd XHTIEPTOHHA,
HUBC, heoxpomMoLaTOM, AHA0ET, 3aKPHTOBIBIHA [1ayKOMA, TTPOCTaTHA xHnepTpodus,
XHITEPTHPCOUINIEM.

Tosa nekapcrso chabpika 0,1 mg GeH3anKOHHEB XJIOPHA BbB BCEKH ml. BeH3aTKOHHEBHAT XAOPUI
MOXe fa IPUUMHHK Apa3HeHe WITH MOJyBaHe Ha HOCHATA JIMraBHLa, ocobeHOo aKo Ce U3TIoN3BA

NPOABJDKUTEHO.

4.5 B3auMoZeHCTBHE C APYTH JeKapCcTBeHH NPOAYKTH H IPYTH pOpPMH HA
B3aHMoOaeHcTBHE

Or6enssany ca peaKH Cly4Yau Ha B3aHMOAECHCTBHE C TPHUMKIMYHY aHTHICIPECAHTH M MAO
unxuburopu. Jla e ce npwiara Keunomerasonun WZF 0,05% 1o BpeMe Ha €4eHHe C TE3H
npenapard.

EAHOBPEMEHHOTO MPHIOKEHHE Ha KCWIOMETa30nMH WZF 0,05% ¢ npyrn CHMNaTHKOMHUMETHLIH
(Hanp. epenpuH, ncesaoedeApUH) H BCHIKH TPOAYKTH, ChAbPHALIH TE3H pelecTBa Tpabsa na ce
W36ArBa Opafu CyMapHUA eGekT OT TAXHOTO JASHCTBHE,

4.6 OepraanTer, 6peMeHHOCT H KbPMEHE

[Topany nunca Ha NOKa3aTeTHU NPOYUBaHHA 32 edekTHTE HA MpoAyKTa BBPXY 1044 U Thi KaTO HE €
H3BECTHO A/ JIEKAPCTBEHOTO BEWIECTBO CE EKCKPETHPa B KbPMaTa, Ia HE Ce Npiiara no BpeMe Ha
6peMEHHOCT M KbPMEHE.

4.7 Biauanune BbPXY crnocobHocTTa 32 wWodHpane H pabora ¢ MAUIHHA

[TpomyKTHT € NpegHa3HaueH 3a KPaTKOTPaHHO JICHEHHE, HO NPH NPOIBIDKATETHA ynotpeba 1 BbB
BHCOKH J03M HeE ¢& W3KJIIOUEHH CHCTEMHH e(JEKTH BBPXY ChPACUHOCHA0BATA CHCTEMA, KOSTO
MOXeE [a Hapylln crnocoBHOCTTA 3a WodHpane ¥ paboTara C MalHH.

4.8 Hexenann 1eKapcTBeHH PEAKIHH

HesxetaHuTe JIEKApCTBEHH PEAKLIMM €& KaTeropM3npaHi ChrjiacHO CHCTEMO-OPTaRHH Klath T T

UAON3Ba CJIeIHATa KOHBeHIMA: MHoro yectk (> 1/10), yectu (= 1/ 100 mo < 1/10), Heu /wf @\ﬂ/ﬂﬁl@%
1o < 1/100), peaku (= 1/10 000 oo < 1/1 000), MHOTO peAKH (< 1/10 000), c HeH3BECTHHA YLCa )
HANWYHHTE NaHHH HE MOXeE Aa C€ HAlpaBy OLEHKA).
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O6miu HAPYIlIeHHS] H HAPYUIEHHS, CBBP3AHH C HA3ATHOTO NPHIMKEHHE
Penxy: TOKAIHO Apa3HeHe, mapeHe, HeNpuATHa CyXO0Ta Ha Haza/lHaTa JIMraBrulia.
MHoro peaku: cnabocT, NpuIolIaBaHe.

PecnHPATOPHH, TPLAHH H MEAHACTHHATHH HAPYUICHHS
HeuecTH: EMTHCTAKCHC.
Penku: xuxaHe.

HapymeHss Ha HEPBHATA CHCTEMA
MHOro peaKH: rnaBobosine, CbHINBOCT WK U3pa3cHa CCllallus CICA npeno3upaHe.

HapyueHus Ha CHpAeYHO-CHAOBATA CHCTEMA
MHOro peAKH: ChplebreHe, MOBMIIaBaHE HA KPbBHOTO HATATAHC,

CroOlllaBaye Ha NMOJo3UPaHH HEXEJIAHN PEAKIIHN

Cpo6IaBaHeTo Ha NOJO3HPAHU HEKEJIaHH PEaKLMu Clel paspelaBaHe 3a ynorpe6a Ha nekapCTBeHUS
NpOAYKT € BaXkKHO. TOBa N03B0OMABa A POABIKH HaOTIOICHHETO HA CbOTHOLIEHHETO MOJN3a/PUCK 38
nexapcTBEHHs TPOAYKT. OT MEAULMHCKHTE CNICUUARHCTH CE H3UCKBA N1d ¢choOLaBaT BCIKa
NOJ03UpPAHa HEXeTaHa peakiys ype3 U3bIHHTENHA areHIA 110 JIEKapcTBata

ya. ,,Jdamss ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9 IIpexosupane

3HAYNTENHO IPEAO3MPAHE MK CITyUaeH MEPOPAICH MPHUEM Ha MPOAYKTA MOXE Jla 10BeAc Jla CNEAHUTE
CHMITTOMH: MUOpHA3a, rajicHe, MOBPBIIAHE, LINaH03a, BHCOKA TeMneparypa, KOHBYJICHH, TaxXHUKapaus,
CBPIE4HA apPUTMHS, LIKPKYATOPEH KOJIAIC, 3a0aBAHe Ha CHPACYHATA AEHHOCT, XUMIEPTOHHA,
GenoapobeH OTOK, pECTIMPATOPHH CMYIUEHHUA, ICHXWHHH pa3crpoiicTBa. OCBEH TOBA MOTAT [1a C€
HaGITIOHaBaT ChLIO Taka MoTHckaHe Ha dyHkuyuTe Ha LIHC, CHIpoBOACHO ChC CHHITHBOCT, HaMaleHHue
Ha Te/eCHATa TeMNEpaTypa, Opaaukapans, pA3Ko CnajaHe Ha KpPbBHOTO HATATAHE, AlTHEA, KOMA.
IIBAroTO NpHIAraHe MOXe Ja J0BELe A0 BTOPUYCH PHHHT, yCTOHYUB Ha NeHeHue (rhinitis
medicamentosa).

B criyyaii Ha NpeAo3UpaHe € HeoDX0AMMa KOHCYITAlHA ¢ JIEKaP.

CHMITTOMATUUYHO JIeUeHHE ce NPOBexAa ChIIaCHO Ha3HAYEHHETO Ha JICKapA. [TpoMHuBKa Ha cTOMAxa
ce MpaBM caMo [IPH CTyYanHO NepopanHo NOrTbIIAHE.

5 GOAPMAKOJOTMYHU CBOHCTBA

5.1 apmaKoaHHaAMHYHH CBOHCTBA

dapMaxoTEpaneBTHYHA IPyNa: IEKOHT €CTAHTH U JIpyrH Ha3a/IHH npenapaty 3a jokarta ynotpeba;

CHUMITATHKOMHMMETHLH.
ATC xon: RO1A AO7

K CHIIOMETA30/IMH € POM3BOJHO HA UMHA30/IHHA ChC CHMAATUKOMUMETHYIHA aKTHBHOCT.
CtuMynMpa ZHpeKTHO anda 2-anpeHepruiHHUTE pEUCITOPH,

[TprioxeH BEPXY JIMTABMLIATA HAa HOCA, MPENU3BUKBA CBUBAHE Ha KPBBOHOCHHUTE CBHAOBE,
npeMaxBa OTOKa, MOTHCKA XHIIEPEMUATA Ha JIUraBvLaTa Ha HOCOrJTbTKATa ¥ HaMafABa




52 @OapMAKOKHHECTHYHH CBOHCTBA

[Tpunara ce BBpXY JIMFABHLIATA HA HOCA C UEN BB3CTaHOBABAHE NPOXOAKMOCTTA Ha HO3/IPUTE H
epcraxuenara Tprba. JelicTBuero 3anoysa >-10 MUHYTH ClI€ NPWIArAHETO 1 npoasmkasa 6 10 12
yaca, a CEMBAHETO Ha KpbBOHOCHHMTE ChAOBE - 8-12 yaca.

He chiliecTBYBAT JaHHM, KAacaelld pasnpeaeicHUETO, mMeTaboNnH3Ma ¥ eNMMHHHPAHETO Ha
KCHJIOMETA30JIHH.

5.3 TIpelKAHMHHYHH NaHHH 32 0€30AaCHOCT

[To BpeMe Ha U3CNEABAHHA BbPXY KHUBOTHH CIEA NO-NPOABIDKUTEIHA yroTpeba Ha NpoayKTa
ca HabMonaBaHy eeKTH, THIIHYHH 33 Bp30yx/1aHe Ha CUMIIATHKYCa — MOBUIIABAHE Ha
KpBbBHO HAIAraHe, TAXHKAPAWs, PaslinPEHH 3EHULIH, MTOCPEKIIHA.

M3cnenBaHus, Kacaelly TePaTOreHHOCT U KaHIIEPOTeHHOCT J0Cera He ca IMpOoBSHIaHH.
6 OAPMAIEBTUYHHU JAHHH

6.1 Cnuchpk Ha NOMOLHHUTE BEINECTBA

Hatpues nuxuaporeddocdar MOROXHIApPAT

Juuarpues xuaporendocdar aonekaxuapar

Hatpues xJopua

Copburon

JIByHATPHEBA COM Ha €TWICHIMAMHHTETPAOLIETHATA KHCCIHHA

beH3ankOHHEB XJIOPHU

[TpeuncreHa Boaa

6.2 HecbBMeCTHMOCTH

Hama [oKa3aHH,

6.3 Cpok Ha roaJHOCT

4 rogyHH.
CpoK Ha TOIHOCT €€/l OTBap#HE Ha OMAKOBKATA: 12 cenMHULIA.

6.4 ChneunajHH YCJIOBHS HA ChbXPaHeHHE

Jla ce chXpaHsABa pu Temneparypa no 25°C. [ia ce nasu oT CBET/IHHA.

6.5 Buau chaAbpKAHHE HA ONMAKOBKATA

[Monmerunexos duakoH (10 ml), ¢ kankoMmep H kanauka ¢ rapaHIIHOHEH MIPBCTEH. Bceku
$N1aKOH € NIOCTaBEH B KaPTOHEHa KyTHA ¢ HEOOXOIMMHUTE O3HACHHA U HHPOpMaLIHOHHA
JINCTOBKA.

6.6 CreuqaaHH NpeaNa3sHH MEPKH IPH H3XBLPJIsIHE H padoTa

OnaxoBKaTa € NpefHa3Ha4eHa 3a yrnorpeda or efHO JIULE, 33 Ja Ce n3berne sapassasaHe.

7 TIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEDBA

Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplifiska 19, 83-200 Starogard Gdanski
[Nonma




8. HOMEP HA PABEIIEHHUETO 3A YIIOTPEBA

Perucrpauuoner Ne 20030701

9. JIATA HA I1bPBO PA3PEIl EHHEMOAHOBABAHE HA
PAPEIIEHHETO

JlaTa Ha MbpBRO paspeweHue: 14.11.2003
JaTa Ha IOCAESAHO NOJHOBABAHE! 23.07.2009

10. JATA HA AKTYAJIN3ALIHS HA TEKCTA




