KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

RITLIIHATENNA ATEHUMS N0 NEXAPCTBATA
WWNWMW - FipUsowssse 1

1. UME HAJEKAPCTBEHHUA MPOAYKT

KCUJTTOMETA3OJIMH WZF 0,1% kanku 3a HOC, pasTBOP
XYLOMETAZOLIN WZF 0.1% nasal drops, solution

2. KAUECTBEH U1 KOJIHYECTBEH CbCTAB

Bcexu ml oT pasrsopa chabpka 1,0 mg xylometazoline hydrochloride (KCUTOMETa30ITHHOB
XUAPOXIIOPULI).

[ToMOILIHO BeINeCTBO ¢ W3BecTeH ediekt: GensankonyeB xmopua 0,1 mg/ml.
33 TBJIHKA CITHCHK HA ITOMOILHUTE BELISCTBA BUXKTE TOYKA 6.1.

3. JIEEKAPCTBEHA ®OPMA

Kanku 3a HOC, pa3TBOp.
Kemtomerazonud WZFE 0,1% e 6uctnp, 6e3useres pasteop 63 MUPHC.

4, KJUHUYHH OCOBEHOCTH

4.1 TepaneBTHYHH NOKA3AHUA

3a HaMa/isBaHe OTOKa Ha HOCHATA JIMraBHLa [py 0CTpa xpema, NpUCTHIIN HA 00OWUJIEH HOCEH CEKPET
(Ba30MOTOPEH PUHUT), AJICPruiHa Xpema (afiepruyeH pUHUT).

4.2 J103HpPOBKA H HAYMHH HA NPUJIOKEHHE
Bcaka kanka cbabpka 0,05 mg KCHIoMETa30IHHOB XHAPOXTOPHAL.

Heya nad 12 200unu u 8b3pacmHu.

TlokanHo 2-3 kanky 0,1% pa3Tsop BbB BCAKA HO3Apa 2-3 IbTH AHEBHO.

[MosTopha ynorpeda TpsadBa 12 ce W3BBLPUIBA €aMO B cJyuail, ye JIeHEHHETO € NPEKbCHATO 32
HSIKOJKO JHM.

TepanusiTa He TpalBa A2 NpoABLAKaABA NOBEUE OT 3-5 nuy 0e3 KOHCYJATAUHA € JeKap.

Enna onakoBka TpsOBa oa ce U3non3sa caMo OT ¢ANH NallueHT.

4.3 [IporuBonoxKa3aHHs

e  CBpPBXUYBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO WK HAKOE OT MOMOLHHTE BellecTBa, U30poeHH
B TOuka 6.1,

»  3aKkpuTObBIBbJIHA MIayKOMa.

+  Tpauc-cheHonganHa XUNOGUISKTOMUSA UITH APYTa HATCPBEHLNA ¢ eKCIO3ULINA Ha dura mater.

»  Cyx aTpodHueH pHHHT (rhinitis sicca).

4.4 CrneudaaHy npelynpexa¢HHA H NpeAnasHiy MEPKH MpH ynorpeda

Mpu npoabJKNTENHa yHoTpeba HMa ONACHOCT OT aTpodHA Ha HOCHATA NHTABHUA, NOPAJH
KOETO NPHAOKEHHETO ¢€ OTPAHNYABA 10 7 AHM.
Jla He ce mpunarar No-BUCOKH OT MpenopbUannTe A03H ocoOeHO Npu fela u n

crap4yecka Bb3pacT.




[Tomo6HO Ha APYTHTE CUMMATHKOMUMETHLUN KCUITOMETA30/HH WZF 0,1% Tpsadpa aa ce npuara
BHAMATETHO MPH MALMEHTH ¢ Yy BCTBUTEHOCT KbM aAPEHOMUMETHLHM, KOATO CC IPOABARA €
Be3chHUE, CBETORBPTEXK, TPEMOD, APUTMHH U XHNIEPTOHUAL.

[Ipx NaLMeHTH CbC CHHAPOM Ha Y AbIKEH QT uHTepBal, NEKYBaHH ¢ KCWIOMETA30/IHH, MOXE [ia
MMa TIOBULUEH PHCK OT CEPUO3HU BEHTPUKYTapHH apHUTMHUH.

[IpoAyKTHT He GuBa a ce Mpuilara npy NaueHT C XPOHHUUEH U Ba3OMOTOPCH PUHHT, KOUTO
ca NMpeApa3no/ioKEeHd KbM yABKaBaHe Ha TEPANUATa MOBEIC OT 5 any. NpoabmxurenHara
yriotpe6a (Mo-Abaro oT NPenopbyaHys CpoK) MOXKE Aa 0BEAE 10 BTOPUHHA Ba3OAWNATALMA U
KaTO TIOCNEAMLE JO ATPOTEHEH PUHUT (rhinitis medicamentosa).

[TOTHCKAHETO Ha OCBOGOXAABAHETO HAa HOPAAPEHANTUH OT HEPBHUTE OKOHHAHUA YPE3 CTUMYJTaLHA
Ha anda 2-npecuHanTHYHKHTE PEUenTopy € BEpOATHaTa NPHYKHA 3a TOBA 3ab0NaBaHE.

JlexapcTBOTO TPAGBA a C& M3MOM3Ba C BHUMAHUE MPH NAUKEHTH C apTepHaHa XHICPTORKA,
NBC, deoxpoMOLMTOM, nuabeT, 3aKpUTOBIB/IHA [1ayKOMa, MpoCTaTHA xuneprpodus,
XHUNEPTHPEOHANIBM.

Tosa nexapeTso cbabpxa 0,1 mg OeH3aNKOHHEB X/I0pH] BbB BCCKH m!. BeH3aJIKOHUEBHAT XJIOPHA
MOJKE Aa IPUYHHM Ipa3sHEHe Uy NOLy BAHC HA HOCHATA JIHIaBHLA, 0c0o0eHO aKo ce U3MoJ3Ba
MPOOBIKHTEHO,

4.5 B3auMoaeHCTBHE C APYTH JEKapCTBeHH NPOAYKTH H APYrH GOPMH HA
B3aHMOJEHCTBHE

OtGenszany ca peIKy caydad Ha B3aHMOJEHCTBHE C TPHUMKINYHH aHTHACNPECAHTH H MAO
unxubuTopu. Ja He ce npunara Keunomerasonun WZF 0,1% no BpeMe Ha TIEYECHHE C TE3H
penapary.

EIHOBPEMEHHOTO MpUIokKeEHHE HA KCHIOMETA30MHH WZF 0,1% ¢ apyrd CHMIaTHKOMHAMETHLIH
(Hanp. edenpuH, ncepaoedenput) ¥ BCHYKH NPOAYKTH, ChAbDKALLH TC3H BelllecTBa TpAOBA Aa C¢
H36ArBa MOpajt CyMapH1s edeKT OT TAXHOTO ACHCTBHE.

4.6 @epTUaAHTET, DPEMEHHOCT H KbPMEHE

[Topaau TMITCa Ha NOKAa3aTeNHy NpoyYBaHus 3a e(hEKTUTE Ha IPOAYKTA BBPXY M10Ja U ThH KaTO He €
H3BECTHO J1a/M JIEKAPCTBEHOTO BELLECTBO CE EKCKpeTHpa B KbpMaTa, Ja He Ce npunara 1o BpEME Ha
OpeMEHHOCT U KBPMEHe.

4.7 BausHue BbPXY ¢nocoGHOCTTA 3a WopHPaHe H pabora ¢ MalIHHH

[1poaoyxThT € NpeaHazHa4yeH 3a KpaTKOTpaiiHo neueHne, HO NTpH NPOABIKNTCIIHA ynotrpeba U BbB
BUCOKHM [03M HE ¢a M3KIIOUEHU CHUCTEMHHU edeKTu BbPXY ChpAE4HOCHAOBATA CHCTEMA, KOETO
MOXE 113 HAPYLIH COocoBHOCTTA 32 Wodupase U paboTaTa ¢ MALLHHMK.

4.8 Hexenanu JekapcTrBeHH peaKlnH

HeskenaHMTe JIeKapCTBEHM PEakLy Ca KATErOpU3MpaHu CxINACHO CUCTEMO-OPTanHi KAACOBE, KaTO CE
W3NOM3BA ClIeAHATA KOHBEHLUs: MHOro YectH (= 1/10), uectu (> 1/100 no < 1/10), HeuecTH (= 1/1 600
1o < 1/100), peaxu (= 1/10 000 no < 1/1 000), MHOro peaxu (< 1/10 000), ¢ Heu3BeCTHA HECTOTA (npu
HATMUHUTE JaHHU He MOXKeE a Ce HAanpaBH OLEHKA).

O6un HApYLUeHHSL W HApPYIEHNsl, CBBP3aHH ¢ HA3AJIHOTO PHIOKEHHE
Penky: IOKAJIHO Apa3HEHE, MapeHe, HENPHATHA CyX0Ta Ha HasaHaTa JinraBrlia.
Muoro peaku: ¢nadocT, NpuaoluaBaHe.

PecnHpaToOpHM, TPBAHHM U MEIHACTHHANHH HAPYLICHUH
HeyectH: envcTakcuc.




Penxy: KUXaHe.

HapyiuenHs Ha HepPBHATA CHCTEMA
MHoOro peaky: riasobonue, CbHIMBOCT MITH M3paseHa Cenalind Ciiel npeao3rpaHe.

HapyuwieHHs OT CTPAHA HA CbPAEYHO-CBA0BATA CHCTEMA
MHoOro peiky: cbplebueHe, NOBKiaBaHe Ha KPBBHOTO HAMraHe.

CrobliaBaHe Ha NoJ03UPaHN HEWENAHK PCAKIIUY
C0o6LIaBaHeTo Ha NOJ03UPAHH HEeKeIaHH peakuMy Clell paspelllaBate 3a yrorpeba Ha nexapcTBeHHA

NpoAykT € BaxkHo. ToBa Mo3Bo14Ba 1a NPOLLIKH HaG IO ReHUETO Ha CLOTHOILEHUETO MO32/PUCK 33
nexapcTBeHus npoaykT. OT MEAUHHHCKHTE CNELHATIMCTH Ce H3HCKBa Ja choOlIaBaT BCAKA
NoAO3MpaHa HeXENNaHa peaklns 1pes 3eNHUTENHA areHUMd N0 JieKkapcTeaTta

yn. ,,JlamsiH ['pyes” Ne 8
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Tem.: +35 928903417

yebcaiiT: www.bda.bg
4.9 TIlpeno3npaHe

3HAYNTENTHO TPEAO3Upate UK CTy4YaeH NepopancH npueM Ha Npoiyxtd MOXE [a NOBeAE A2 CICOHUTE
CAMITOMH: MHOpHA3a, rajleHe, MOBPEIIAHE, LMaH03a, BACOKA TCMIIEPATypa, KOHBYJICHH, TAXHKapAH,
ChpAEYHa APUTMHS, UMPKYNATOPEH KOAIC, 3abaBgHe Ha CbhpaguHaTa ACHHOCT, XUINCPTOHHUA,
GenoapobeH OTOK, PECMUPATOPHU CMYILICHHA, TICHXUYHH pascrpolicTsa. OCBEH TOBa MOTAT Jia CE
HaBTFOaBaT ChILIO Taka MOTHCKAHE Ha QYHKUHHTE HA LHC, cBIPOBOAEHO ¢BC CHHIMBOCT, HAMAICHHC
Ha TejlecHaTa TeMNeparypa, OpaauKapius, pA3Ko CriajaHe Ha KpBEBHOTO HATATAHL, arTHeN, KOMa.,
JILNroTO MpUIaraHe MoXe Aa JOBEAE A0 BTOPHMHCH pHHAT, yCTOWYHMB Ha JieueHue (rhinitis
medicamentosa).

B cnyuaii Ha Tipeno3vpaHe € HeoOxoanMa KOHCYITauus € ekap.

CUMIITOMATHYHO JIEYEHHE C€ NPOBEXAa ChIIaCHO HA3HAUCHHWETO Ha JIEKapA. [TpomuBKa HA CTOMaxa
ce MpaBy CaMo MPY CJly4aiHo NepopantHo NONIbLIAHT.

5 GAPMAKOJOIMYHU CBOHCTBA

5.1 @apMaKoAHWHAMHMYHH CBOHCTBA

dapMakoTEpaneBTH4HA rpyna: AeKOHreCTaHTH 1 1pyra Hasalkh penapat 3a JOoKajHa ynoTpeoa;

CUMIMATHKOMUMETHLH,
ATC kom; RO1A AQ7

K CHJ10METa30/1KH € TIPOM3BOAHO HAa UMIA230IMHA ChC CUMNATHKOMHMETHHA AKTUBHOCT.
CTuMyJupa JUpeKTHO anda 2-aapeHeprUHHNHTE PELCTTTOPH.

[TpuiioXkeH BbpXY JNMrasMUaTa Ha HOCa, NpeaH3BHKBA CBUBAHC Ha KPbBOHOCHHUTE ChIOBE,
npeMaxpa OTOKa, NOTHUCKa XHIepeMuATa Ha IUraBuLAaTa Ha HOCOrIBTKAaTa U HaMansaBsa
KOIMYECTBOTO Ha CEKpeETa.

[To-0pOaBIKUTENHOTO NPUIOKEHHE (oBeue OT 2 CeMULM) MOXE Aa A0BEAE N0 BTOPHHHO
pa3UIMPEHHE HA KPBBOHOCHUTE CBAOBE U 10 MCAMKAMCHTO3CH DUHUT.

5.2 dapMaKOKHHETHYHM CBOHCTBA

[Ipunara ce BbpXY JIMraBuLara Ha Hoca C el Br3CTaHOBABAHE IPOXOAUMOCTTA Ha HO3PATE 1
epcraxuenara Tpuba. JlencTBHETO 3aMo4Ba 5-10 MMHYTH Cllel NMpHaraHeTo ¥ NpoabiKasad 6 no 12
yaca, a CBUBaHETO Ha KPbBOHOCHUTE CBHIOBE - 8-12 yaca.

He culuecTBYBAT JAHHH, Kacaclly pa3npeAc/I€HHETO, meTabonuiMa U eNAMHHHUDEF
KCHJIIOMETa30JIHH. §




5.3 TlpelkAHHH4YHH ZAHHH 32 De30MacHOCT

[1o BpeMe Ha M3CIeABaHUA BbPXY KYUBOTHHM CNEA NO-NPOABIKATENHA ynoTpeda Ha NpoayKTa
ca HabmoJaBanu edeKTH, THIMYHH 33 BB30YKIaHe Ha CHMIATHKYCa — IOBHLIABAHE Ha
KPbBHO HANATaHE, TAXUKAPAKS, PA3LUHPEHH 3EHULH, MTHIOCPEKLIHA.

H3cnensaHys, Kacaely TepaTor¢HHOCT M KaHUEPOTEHHOCT A0CETa He Ca MpoBEXNanH.
6 OAPMAILEBTHYHU JAHHHN

6.1 CnuchbK H2 NOMOIIHHTE BEIUECTBA

Harpues auxuaporeHpocdat MOHOXHAPAT

JIunatpues xuaporengocdar AOASKaAXUAPAT

Harpres xnopua

CopbuTton

JIpyHaTpHeBa CON Ha ETUNEHAWAMUHTETPAoUETHATA KUCETHHA

BeH3anKkoHUEB XNOPHI

[TpeuncTeHa BoJA

6.2 HecrBMeCTHMOCTH

Hama poxasaHu.

6.3 Cpok Ha roaHoOCT

4 TOOWHM,
Cpok Ha rOJHOCT CJIEA OTBAapPAHE Ha OliakOBKaTa € 12 ceaMHULH.

6.4 ChnenraJiHH YCJIOBHA HA CbXPAHEHHE

Jla ce chXpaHsBa NMPH TEMNEpaTypa no 25°C. Jla ce na3u OT CBETJIMHA.

6.5 Buzau cbaAbpPKAHHE HA ONMAKOBKATA

[onuerneno gnaxon (10 ml), ¢ kankomep 1 kana4ka ¢ rapaHUHOHCH NPBCTCH. Bceku
¢aKoH € MOCcTaBeH B KAPTOHEHA KyTHs C HeoBX0AUMHUTE O3HAYEeHHS U HHpOpMALHOHHA
NUCTOBKA.

6.6 CrenHaJHH NpeaNa3HU MEPKH NPH HIXBbPAAHe H paboTa

OnakoBKaTa € NpefHa3HayeHa 3a yrnorpeda OT eAHO JHLE, 32 /13 CE Hiberte sapasspaHe.

7. IPUTEXATEJ HA PAZPEILEHUETO 3A YIIOTPEBA
Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplifiska 19, 83-200 Starogard Gdafiski

[lonuwa

8. HOMEP HA PASEUHIEHHUETO 3A YIIOTPEBA

PerucrpauuoneH Ne 20030702




9. JATA HA IIBPBO PAZPEHIEHUEMOJHOBABAHE HA
PASPEHLIEHHETO

JlaTa Ha mbpBO paspeiueHue: 14.11.2003
JlaTa Ha nocneaAxro noaxsosasane: 23.07.2009

10. NATA HA AKTYAJIU3AIIUA HA TEKCTA




